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CHAPTER ONE

GENERAL INTRODUCTION

Medical malpractice liability is an increasingly important topic for both legal and medical
practitioners. Worldwide, these issues have attracted continuing attention from policymakers,
scholars, healthcare providers, and media, forming part of larger discussions on patient safety,
professional responsibility, and health system management.! In Rwanda, medical malpractice and
negligence are gaining attention, but there is little research regarding these issues. The lack of case
law and scholarly works highlights the need for a thorough investigation into the liability landscape
of medical practitioners, particularly regarding malpractice and negligence.

This gap serves as the foundation for the present study, which investigates Rwanda’s legal and
regulatory framework governing medical liability. It examines relevant laws, policies, and
institutional mechanisms designed to promote ethical compliance and protect patient rights within
clinical practice. In this context, the primary goal of this introductory chapter is to outline the
study’s subject, rationale, context, and methodology. Organised into nine parts, this chapter begins
with the research context and then addresses the research motivation, research questions,
hypotheses, and significance of the study. It goes on to present the research aims and objectives,
the specific methodology undertaken, and ethical considerations, and concludes with an overview
of the dissertation structure.

1.1. Research context

It is essential to understand the context of the research for locating the study within the broader
intellectual, institutional, and socio-political framework. The author links his study to Rwanda’s
national development plans, such as the National Strategy for Transformation (NST2) and Vision
2050, along with global initiatives like the Sustainable Development Goals (SDGs). This section
demonstrates how the research relates to long-term reform, innovation, and inclusive growth. It
helps readers grasp the foundation of the study. It clarifies the foundational influences behind the
study, the conditions under which it was carried out, and the reasoning for choosing Rwanda as
the case. It also offers a valuable framework for evaluating the study’s impact on policy, practice,
and academic discussions.

! Gede Dian Astika Putera, | Wayan Parsa, and I Nyoman Prabu Buana Rumiartha, “Civil Liability of Medical Doctors
in Cases of Medical Malpractice,” African Journal of Biomedical Research 28, mno. 1 (2025),
https://doi.org/10.53555/ajbr.v28i1s.7104.
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1.1.1. Introduction to Rwanda and its legal system

Rwanda is a small landlocked country in East-central Africa, south of the Equator. Its capital city,
Kigali, serves as the country’s principal political, economic, and cultural hub. Rwanda shares
borders with Uganda in the north, Tanzania to the east, Burundi to the south, and the Democratic
Republic of the Congo to the west. The country covers about 26,338 square kilometers,
characterised by hilly and fertile land, earning it the nickname “Land of a Thousand Hills.”
Rwanda is one of the most densely populated countries in Africa, having a population density of
501 people per square kilometer.>* As identified by the recent Population and Housing Census
(RPHCS5) completed by the National Institute of Statistics of Rwanda (NISR) in August 2022, the
population was 13,2 million with a projected population growth rate of 6.8% in 2025,* and the
majority of this population is youth.

Rwanda has been through transformative changes since the genocide against the Tutsi in 1994.
Post-genocide governance has prioritized national unity and reconciliation by moving away from
ethnic divisions. The country’s rapid economic growth, coupled with institutional reforms, has
positioned Rwanda as a regional leader in innovation, governance, and public health. The
cornerstone of this transformation is the evolution of Rwanda’s legal system, which has been
instrumental in promoting social cohesion, institutional development, the rule of law, and gender
equity>—evidenced by the fact that women occupy over 60% of parliamentary seats. These
developments are underpinned by various strategic frameworks such as the National Strategy for
Transformation (NST1 and NST2) and Rwanda Vision 2050,° which articulate the nation’s
ambition to attain high-income status through inclusive and sustainable development.

Rwanda’s legal system is hybrid in nature, incorporating aspects of both civil law, inherited
through its colonial links to Belgium, and common law resulting from the post-genocide legal
reforms.” Traditionally, the system mainly relied on codified statutes and limited judicial
precedent. Since the 2004 reforms to the legal system, there have been considerable improvements
to the working capacity and professionalism of all judicial officers, resulting in improved quality
and efficiency of the judiciary.® The laws are codified and officially published in the Official
Gazette to be accessible to the public.

2 bid., p. 68.

3 National Institute of Statistics of Rwanda (NISR), “The Fifth Population and Housing Census (RPHC5 2022),
Thematic Report: Population Projections” (Kigali, Rwanda, 2023), p. 7.

4 Ibid.

> Rwanda Women Alliance, “Priorities to Put Forward on Women and Girls Rights in the NST-2 Development
Process” (Kigali, Rwanda, 2024), https://haguruka.org.rw/wp-content/uploads/2024/06/Position-paper-NST2.pdf.

¢ Republic of Rwanda, “Rwanda Vision 2050” (Kigali, 2015), p. 7,13.

7 “Justice and Reconciliation in Rwanda: Gacaca Courts and Their Role,” History Rise, December 2024,
https://historyrise.com/justice-and-reconciliation-in-rwanda-gacaca-courts-and-national-healing/.

8 Sam Rugege, “Some Aspects of Judicial Reform in Rwanda from 2004 to 2019,” Rwanda Law Journal 1, no. 1
(2020): 1-37, https://www.rwandalawjournal.ac.rw/frontend/article/8/.
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The Justice, Reconciliation, Law & Order Sector (JRLOS) was established as a coordination
structure enabling institutions in the sector to work together towards common goals while
maintaining their operational, legal, and constitutional autonomy.’ Additionally, recent reforms,
in which the Rwanda Law Reform Commission (RLRC) played a key role, have focused on
harmonising domestic laws with international standards, improving access to justice, and
enhancing the capacity of legal professionals.!® From these initiatives, some common law
elements have been introduced, especially in commercial and procedural law, enhancing judicial
discretion and case law development.!! Customary law remains relevant in rural communities,
particularly for land and family disputes. However, it is secondary to statutory law, reflecting
Rwanda’s commitment to modernizing its legal framework and progressing towards a unified,
rights-based system.

Rwanda’s judiciary operates as an independent institution, structured into two principal categories:
Ordinary Courts and Specialised Courts. The Ordinary Courts encompass the Supreme Court,
Court of Appeal, High Court, Intermediate Courts, and Primary Courts, forming the backbone of
the general judicial system. In contrast, the Specialised Courts include the Commercial Courts and
Military Courts, which address specific legal domains requiring distinct procedural and substantive
expertise.!? Oversight of judicial discipline and administrative matters is vested in the High
Council of the Judiciary, the supreme body responsible for maintaining integrity and efficiency
within the judicial branch.

In support of its growing legal system, Rwanda has made significant investments in legal education
and scholarship. The increase in private higher education institutions offering law degrees is
evidence of the commitment to education in the legal field. In addition to these private institutions,
the University of Rwanda School of Law and the Institute of Legal Practice and Development
(ILPD) play a crucial role in advancing legal research and providing professional legal training for
legal practitioners, thereby strengthening the capacity of the legal profession.

The legal framework governing medical liability in Rwanda underscores the country’s dedication
to aligning domestic law with international standards, particularly in the areas of clinical research
and patient safety. Rwanda’s active participation in global health initiatives and clinical trials
necessitates a legal infrastructure that fosters innovation while upholding ethical responsibility.
Key legal instruments in this area include the Law on Medical Practice, the Regulation of Clinical

9 MINIJUST, “Justice, Reconciliation, Law & Order Sector (JRLOS),” accessed September 15, 2025,
https://www.minijust.gov.rw/justice-sector-coordination.

10 Rwanda Law Reform Commission, “ANNUAL ACTIVITY REPORT 2022 / 2023” (Kigali, Rwanda, 2023),
https://www.rlrc.gov.rw/index.php?eID=dumpFile&t=f&{=92448 &token=2a42359d76a6b6480ab8ct594f83b88be8
15efd0.

I Célestin Mutabazi, “PRECEDENT AS A BINDING SOURCE OF LAW UNDER RWANDAN LEGAL SYSTEM:
Applicability of Stare Decisis under Rwandan Law,” Rwanda Law Journal, no. 02 (2020): 1-18,
https://www.rwandalawjournal.ac.rw/frontend/article/16/.

12 Article 153 of the Constitution of the Republic of Rwanda, Official Gazette N° Special of 04/08/2023 (2023).

13 Ibid., art. 150.
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Trials, the Consumer Protection Law, and the Penal Code. Besides, multiple institutions, notably
the Rwanda Medical and Dental Council (RMDC), the National Ethics Committee (RNEC), the
Judiciary, and the Ministry of Health (MINISANTE), contribute to the regulation and decision of
medical liability. These institutions work towards assuming accountability, safeguarding patient
rights, and promoting ethical standards in medical practice.

1.1.2. Evolution of Rwanda’s healthcare system

Rwanda’s healthcare system has undergone significant transformation, shaped by historical events
and policy reforms. The evolution of patients' rights is inseparable from this progress, alongside
legal frameworks that have adapted to reflect broader institutional reforms and societal
advancements.

The historical development of Rwanda’s healthcare system can be examined through two distinct
periods: the pre-Genocide era and the post-Genocide era. Before the 1994 Genocide against the
Tutsi, Rwanda faced significant healthcare challenges, characterised by a fragile system with
limited access to medical services, particularly in rural areas.'* Although Rwanda participated in
the 1987 Bamako Initiative, a joint effort by the WHO and UNICEF to improve access to essential
medicines across sub-Saharan Africa, the initiative did not bring about significant improvements
in the country.!” The healthcare system remained vulnerable, and critical programs aimed at
strengthening primary healthcare were insufficiently implemented. These difficulties were
exacerbated by systematic political discrimination and sectarianism, which hindered the
development of healthcare infrastructure and the training of medical personnel.

The Genocide itself led to an extensive ruin of the healthcare system, claiming over a million lives
and leaving countless individuals physically and psychologically traumatised. Medical
professionals were among those affected—some were murdered, others fled the country, and some
were convicted of genocidal crimes and imprisoned. Consequently, essential healthcare programs,
including preventive services such as vaccinations and prenatal care, were severely disrupted,
further deepening the crisis.!®

After the Genocide, Rwanda pursued a core restructuring of its health system, implementing wide-
reaching reforms to expand access,!” enhance medical infrastructure, and assure equitable delivery
of healthcare.!'® Besides, the country strategically reinforced priority initiatives, notably universal

14 Shriya Yarlagadda, “Growth from Genocide: The Story of Rwanda’s Healthcare System,” Havard International
Review, 2022, https://hir.harvard.edu/growth-from-genocide-the-story-of-rwandas-healthcare-
system/?form=MGOAV3.

5 Kasa Asila Pangu, “The Bamako Initiative,” World Health 50, mno. 5 (1997): 1-2,
https://doi.org/10.1093/tropej/39.2.66.

16 Shriya Yarlagadda, “Growth from Genocide: The Story of Rwanda’s Healthcare System.”

17 Agnes Binagwaho and Richard Freeman, “Decolonization of the Legal Code: The End of Colonial Laws in Rwanda
and a Model for Other Post-Colonial Societies,” Harvard International Law Journal Online 62 (2021): 97-135.

18 Partners In Health, “Research: Strong Health System Key to Growth in Post-Genocide Rwanda,” Partners In Health,
2019, https://www.pih.org/article/research-strong-health-system-key-growth-post-genocide-
rwanda?form=MGO0AV3.
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healthcare and public health programs, thereby establishing a framework for a more resilient,
legally compliant, and inclusive healthcare system.

Despite this ambitious journey, challenges still exist, including a severe shortage of healthcare
professionals, particularly in specialised fields, and a shortage of modern medical infrastructure.
Besides, many laws inherited from the colonial era required reforms to align with decolonisation
and national reconstruction,'® calls for effective enforcement mechanisms to render the existing
laws operational and achieve their intended purposes. Health literacy gaps in remote areas lead to
delays in care-seeking and poor adherence to preventive measures.?’ Patients' rights, including
informed consent and privacy, are not always fully upheld. Enforcement of rights and
accountability for medical malpractice remains inconsistent due to resource limitations and a lack
of awareness.

1.1.3. Rationale for Rwanda as a case study

Rwanda’s dynamic and evolving legal landscape offers a unique context for examining medical
liability within a post-conflict, reform-driven framework. Its hybrid legal tradition, combining civil
law with increasing influences from common law principles, along with a system that adapts to
legal changes, and a rapidly transforming healthcare sector, makes Rwanda a compelling case for
academic study. With the country’s ambitious healthcare reforms, greater involvement in clinical
research, and a stronger focus on patient rights and ethical medical practices, the legal landscape
plays a vital role in building a robust system of medical accountability.

In Rwanda, medical liability is maintained through a complex system of laws, regulations, and
ethical standards that provide an essential framework for how legal scholarship can help shape
policy, promote patient welfare, and encourage professional accountability in practice. For
example, Rwanda has advanced in legal frameworks, but significant challenges remain in medical
liability. These include outdated laws, a lack of robust enforcement, limited oversight, inadequate
reporting structures, and insufficient legal education and training. A lack of awareness of medical
rights further undermines accountability and patient protection, creating significant barriers to a
fully functional legal framework. Subsequently, the intersection of law, medicine, and ethics offers
an opportunity for academic study that can help build the nation, as well as advance international
discussions about medical law and accountability.

19 Agnes Binagwaho, Richard Freeman, and Gabriela Sarriera, “The Persistence of Colonial Laws: Why Rwanda Is
Ready to Remove Outdated Legal Barriers to Health, Human Rights, and Development,” Harvard International Law
Journal 59 (2018): 49-62, https://journals.law.harvard.edu/ilj/2018/06/the-persistence-of-colonial-laws-why-rwanda-
is-ready-to-remove-outdated-legal-barriers-to-health-human-rights-and-development/.

20 Corneille Killy Ntihabose et al., “Patient Satisfaction with Ambulatory Care Services Delivery and Respect for
Patient Rights: Findings from 2022 National Survey in Rwanda,” BMC Health Services Research 25, no. 1 (December
1,2025): 1-12, https://doi.org/10.1186/s12913-025-12596-x.
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1.2. Research motivation

Patient safety remains one of the most pressing challenges in modern medical practice.?! As former
World Bank Group President Jim Yong Kim correctly stated, “Good health is the foundation of
the country’s human capital, and no country can afford low-quality or unsafe healthcare.”?? In
alignment with this perspective, the World Health Organisation (WHO) recognises that unsafe
healthcare significantly contributes to mortality and morbidity, particularly in low- and middle-
income countries (LMICs), including Rwanda.?* Given this reality, a 2017 joint study conducted
by the WHO, the Organisation for Economic Co-operation and Development (OECD), and the
World Bank highlights the urgent need for policymakers to implement measures aimed at
enhancing healthcare quality and service delivery. Further supporting this imperative, the 2020
OECD report on the economics of patient safety emphasises the necessity for governments to adopt
evidence-based decision-making when implementing safety policies, programs, and interventions.
These strategic choices must be made within the constraints of scarce resources to ensure optimal

value and return on investment across healthcare systems.?*

To address the implementation gaps identified in the first Global Patient Safety Report 2024, the
7" Global Ministerial Summit on Patient Safety was held in Manila, Philippines, on April 3 and 4,
2025, with the theme “Weaving Strengths for the Future of Patient Safety Throughout the Health-
care Continuum.” This summit adopted the Mandaluyong Declaration, which supports patient
safety as “a universal imperative by establishing patient safety as a foundational pillar of resilient,
people-centred, and equitable health systems that deliver quality care and drive improved health
outcomes.” In this summit, the WHO Director-General Dr. Tedros stated that “Patient safety must
be a non-negotiable priority in all health systems, at all levels of care, in all communities, and at
all income levels.”*

Unsafe healthcare not only poses a threat to patient safety?® but also imposes a substantial
economic burden on healthcare institutions, service providers, and communities worldwide.?’
Low- and middle-income countries (LMICs) are disproportionately affected by the adverse effects

21 Katharine A. Wallis, “No-Fault, No Difference: No-Fault Compensation for Medical Injury and Healthcare Ethics
and Practice,” British Journal of General Practice 67,n0. 654 (2017): 38-39, https://doi.org/10.3399/bjgp17X688777.
22 World Health Organization, “Low Quality Healthcare Is Increasing the Burden of Iliness and Health Costs
Globally,” 2018, https://www.who.int/news/item/05-07-2018-low-quality-healthcare-is-increasing-the-burden-of-
illness-and-health-costs-globally.

23 WHO, “Patient Safety,” 2023, https://www.who.int/news-room/fact-sheets/detail/patient-safety?form=MGOAV3.
24 Luke Slawomirski and Niek Klazinga, “The Economics of Patient Safety: From Analysis to Action” (OECD
Publishing, 2020).

25 WHO, “The 7th Global Ministerial Summit on Patient Safety 2025,” 2024, https://www.who.int/news/item/04-04-
2025-the-7th-global-ministerial-summit-on-patient-safety-2025.

26 “Medical Malpractice: An  Ongoing Crisis,” The Rwandan (Kigali, November 2020),
https://www.therwandan.com/medical-malpractice-an-ongoing-crisis/.

27 Femi Oyebode, “Clinical Errors and Medical Negligence,” Medical Principles and Practice 22, no. 4 (2013): 326,
https://doi.org/10.1159/000346296.
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of medical treatment (AEMT).?® Research indicates that the financial implications of unsafe
healthcare are significant, with direct costs accounting for approximately 13% of global healthcare
expenditure.?’ The estimated annual economic impact exceeds $1 trillion, placing a considerable
strain on even the most developed economies. Additionally, patient harm contributes to a 0.7%
annual slowdown in global economic growth.°

Beyond the economic consequences, the human cost of medical malpractice is immense,
representing a critical threat to patient safety,’! exacerbating systemic healthcare challenges. The
economic consequences pale in comparison to the human cost of medical malpractice. Studies
have highlighted the overwhelming number of deaths attributable to medical malpractice. In the
United States alone, research has estimated that adverse medical events result in more than 250,000
deaths annually,?> placing medical error among the leading causes of mortality.>* 3* Globally,
unsafe healthcare is projected to contribute to approximately three million preventable deaths each
year, with developing nations disproportionately affected, recording approximately four deaths per
hundred individuals due to inadequate healthcare practices.®> Reports published by the World
Health Organisation (WHO), the Organisation for Economic Cooperation and Development
(OECD), and the World Bank further underscore the severity of the issue, identifying patient harm
as a significant contributor to the global burden of disease.*

Although no comprehensive study has yet examined the financial burden of medical malpractice
and negligence cases in Rwanda, the issue has recently been highlighted by the Parliament’s Public
Accounts Committee (PAC) as a contributing factor to governmental fiscal strain.’” Several
healthcare institutions were found liable in court and subsequently ordered to provide substantial
compensation to affected patients. In addition to the hospital expenses borne by victims’ families
for the treatment of iatrogenic injuries and the costs associated with legal proceedings, there exist
further financial burdens that are difficult to quantify. These include the economic and social

28 Javaid Nauman et al., “Global Incidence and Mortality Trends Due to Adverse Effects of Medical Treatment, 1990—
2017: A Systematic Analysis from the Global Burden of Diseases, Injuries and Risk Factors Study,” Cureus 15-17,
no. 3 (2020), https://doi.org/10.7759/cureus.7265.

2 Luke Slawomirski and Niek Klazinga, “The Economics of Patient Safety: From Analysis to Action,” OECD Health
Working Papers No. 145 (Paris, 2022), https://doi.org/https://doi.org/10.1787/761f2da8-en.

30 Slawomirski and Klazinga.

31 “Medical Malpractice: An Ongoing Crisis.”

32 Michael Wiklund, “Wiklund’s Perspective: Patient Deaths Due to Medical Error,” February 2023,
https://www.emergobyul.com/news/wiklunds-perspective-patient-deaths-due-medical-error.

33 Benjamin A. Rodwin et al., “Rate of Preventable Mortality in Hospitalized Patients: A Systematic Review and
Meta-Analysis,” Journal of General Internal Medicine 35, no. 7 (2020): 2099-2100, https://doi.org/10.1007/s11606-
019-05592-5.

3 Steve Sternberg, “Medical Errors Are Third Leading Cause of Death in the U.S.,” May 2016,
https://www.usnews.com/news/articles/2016-05-03/medical-errors-are-third-leading-cause-of-death-in-the-us.

35 Slawomirski and Klazinga, “The Economics of Patient Safety: From Analysis to Action.”

36 ibid. p. 34.

37 Emmanuel Ntirenganya, “PAC Warns against Negligence in the Medical Sector,” The New Times, September 2021,
https://www.newtimes.co.rw/article/189406/News/pac-warns-against-negligence-in-the-medical-sector.
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consequences of an adverse medical event resulting in death, prolonged physical or psychological
impairment, and even the breakdown of familial structures.

The Government of Rwanda has undertaken significant efforts to strengthen its healthcare system
through various initiatives.>® However, despite these advancements, certain challenges persist.
While the Constitution of the Republic of Rwanda guarantees the right to good health, alongside
other national and international legal instruments that establish a foundation for judicial
remedies,>® medical malpractice claims have continued to rise.** Such claims manifest in diverse
healthcare settings and vary in both form and severity. The actions and omissions of some medical
practitioners within different health institutions*' have resulted in iatrogenic injuries** and, in
severe cases, premature patient deaths. Rwandan courts have adjudicated numerous medical
malpractice cases over time, contributing to an increase in civil claims and growing public concern
regarding healthcare accountability. Documented cases include improper medication or dosage
administration,*’ neonatal injury or death during childbirth, maternal injury or fatality, unnecessary
ablation or resection procedures, surgical errors, failure to consider patient history, breaches of
patient confidentiality, unnecessary surgical interventions, retained surgical instruments, and
instances of offensive language within medical interactions.

Several systemic factors have been identified as contributors to medical malpractice incidents in
Rwanda, including inefficiencies in top-down healthcare planning, a shortage of qualified
physicians, a shortage of up-to-date infrastructure, and regulatory gaps,* productivity-driven
compensation models,* shortage and malfunction of essential medical reagents and equipment,
and public unawareness of medical rights and accountability mechanisms.*

Some healthcare providers attribute instances of medical malpractice to systemic vulnerabilities
within Rwanda’s healthcare infrastructure, highlighting gaps that may compromise patient safety.
A notable concern is the disproportionate growth of the medical sector in comparison to the

3% WHO, “Rwanda’s Primary Health Care Strategy Improves Access to Essential and Life-Saving Health Services,”
2022, https://www.who.int/news-room/feature-stories/detail/rwanda-s-primary-health-care-strategy-improves-
access-to-essential-and-life-saving-health-services.

Rwanda has international obligations stemming from the Banjul Charter (Article 16), the UDHR, the ICCPR, the ICESCR, the CRC, and the SDGs (Goal 3), which have becomee
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4 “Medical Malpractice: An Ongoing Crisis.”
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availability of adequate professional training.*’ This discrepancy has placed medical practitioners
in increasingly complex professional dilemmas, further exacerbated by inefficiencies in top-down
healthcare planning. One illustrative example is the method hospitals use to estimate the number
of patients to be treated daily. Instead of prioritising individual patient cases based on medical
necessity, this numerical approach risks reducing care delivery to a quantitative metric, thereby
undermining the quality of treatment that practitioners are ethically and professionally obligated
to provide. Besides, tensions exist between medical practitioners’ claims regarding their
professional rights and their concurrent duty to uphold patient rights. While practitioners seek
recognition of their own legal and ethical protections, they remain obligated to ensure high-quality
care.

Beyond deficiencies in medical training, several systemic issues continue to hinder the effective
delivery of healthcare services in Rwanda. One significant challenge is the difficulty in
implementing adequate hospital infrastructure due to various constraints. The demand for medical
personnel remains exceptionally high, especially in public hospitals, where shortages of qualified
practitioners exacerbate existing healthcare inefficiencies.*®

Additionally, healthcare facilities frequently experience shortages and malfunctions of essential
medical reagents and equipment,® particularly in decentralised health centres.’® These
shortcomings are primarily attributed to bureaucratic inefficiencies and prolonged procurement
processes for medical supplies,”! which significantly disrupts the functioning of healthcare
institutions.’?> Furthermore, inadequate remuneration for medical practitioners remains a persistent
concern, contributing to dissatisfaction within the profession and further exacerbating workforce
retention issues.™

47 Ishimwe, p. 18, 24-26.

48 National Academies of Sciences, Engineering, and Medicine Evaluation of PEPFAR’s Contribution (2012-2017)
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The interplay between healthcare organisations and medical insurers significantly influences
clinical decision-making, often at the expense of patient care.’* Insurers frequently impose
financial restrictions that limit physicians’ autonomy, resulting in decisions driven by cost
considerations rather than medical necessity. This dynamic heightens the risk of misdiagnosis,
delayed treatment, and suboptimal care, thereby exposing healthcare providers and institutions to
legal liability for malpractice.

Economic pressures further exacerbate these challenges, as medical clinics, constrained by
financial sustainability concerns, may adopt selective service delivery models. In many cases,
physicians and healthcare providers prioritise cases based on insurer coverage rather than clinical
urgency, leading to inadequate care and potential medical negligence. This approach increases the
likelihood of premature patient discharge or the avoidance of complex treatments, potentially
compromising patient safety and escalating the risk of litigation.

In addition, deficiencies in legal and regulatory adherence have been observed,>® particularly
concerning outdated laws and policies that fail to align with the rapid evolution of medical
technology and changing societal needs. These shortcomings undermine effective healthcare
governance, limiting the capacity of legal frameworks to address emerging challenges in
contemporary medical practice. Crucially, they contribute to increased medical malpractice risks
and hinder effective liability enforcement, limiting patient protection and accountability.

Despite the above factors and justifications, compliance with legal frameworks, professional
ethics, and established standards constitutes the cornerstone of all professions, particularly the
medical field, which is often regarded as a model of integrity due to its fundamental role in
preserving human life.’® Within medical practice, healthcare professionals’ decisions are

>4 Stephen Hill et al., Professional Responsibility: The Fundamental Issue in Education and Health Care Reform, ed.
Douglas E. Mitchell and Robert K. Ream, Value in a Changing Built Environment, 4th ed. (New York: Springer,
2017), https://doi.org/10.1007/978-3-319-02603-9.
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predominantly shaped by deontological ethics and institutional theory principles, which

collectively exert a profound positive or negative influence on healthcare systems.”’ ;> ;> ;%0

Importantly, the prevailing standards of care and best medical practices serve as critical
benchmarks, ensuring quality and safety in patient treatment. While the professional custom rule
is primarily governed by reasonableness and the requisite degree of skills and knowledge, these
elements collectively function to safeguard the rights and well-being of patients and other
healthcare users. Therefore, adherence to these principles is crucial in establishing an equitable,
reliable, and ethically sound healthcare system.

Following the above background, any medical practice that undermines patients’ dignity not only
breaches fundamental moral obligations but is also widely condemned by society and is legally
actionable. Medical practitioners whose actions or inactions violate medical ethical principles and
health services consumer safety standards, as outlined in various laws and regulations, may be
liable for medical malpractice or negligence in Rwanda. However, it has been a challenge for
competent organs to document many cases due to a lack of information and proof. For this reason,
only a few cases with evidence have been successful in the Rwandan courts, in which some
medical providers were held accountable.

Medical practices that compromise patient dignity not only violate fundamental ethical principles
but are also widely condemned and can be legally actionable. Healthcare practitioners whose
actions or omissions breach medical ethics and patient safety standards, as defined by existing
legal frameworks, may be held liable for medical malpractice or negligence. However, challenges
in documenting and proving malpractice cases have limited successful litigation in Rwanda, with
only a few cases resulting in legal accountability due to a lack of sufficient evidence.

Various mechanisms could be implemented to enhance accountability for medical malpractice and
negligence. Comparative legal analyses indicate that jurisdictions adopt either fault-based or no-

37 Institutional theory explores how behaviour within organisations or systems is shaped by both formal norms (laws,
regulations) and informal norms (traditions, cultural expectations). It focuses on how institutions contribute to
stability, direct decision-making, and affect how people and organisations acquire legitimacy by conforming to social
standards. Institutional theory describes how formal regulations, cultural norms, and standards influence the conduct
of healthcare practitioners and organisations.

This approach might benefit the health care system by standardising procedures, fostering legitimacy and trust,
facilitating change adaptability, and establishing accountability systems. It may, however, also have negative
consequences, such as resistance to innovation (putting conformity above creativity), disparities or imbalances in
healthcare access, and systemic failures brought on by ineffective institutional rule implementation that lead to medical
malpractice and negligence and ultimately jeopardising patient safety. See Jason Beckfield et al., “An Institutional
Theory of Welfare State Effects on the Distribution of Population Health,” Social Theory and Health 13, no. 3—4
(2015): 228—41, https://doi.org/10.1057/sth.2015.19.
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5% Balon, “Bureaucracy, Institutional Theory and Institutionaucracy: Applications to the Hospital Industry.”

% Hans Maarse, “The Institutionalist Model in Health Policy Analysis,” in Health Policy Analysis - An Introduction
(Maastricht University, The Netherlands: Maastricht University Press, 2023), 17-23,
https://doi.org/10.26481/mup.2303.

22



fault liability systems in malpractice adjudication.! While Rwanda has yet to test the no-fault
liability approach, medical liability in the country may be classified as administrative, professional,
civil, or criminal, depending on the circumstances and severity of the malpractice. Both formal
judicial proceedings and alternative compensation mechanisms offer potential remedial forums.

Moreover, healthcare institutions may bear liability for malpractice committed by their employees
or agents, particularly in cases involving contractual breaches,®? fiduciary misconduct, and
violations of patient rights. Under tort law, medical negligence can also invoke tortious liability
principles, ensuring that institutions uphold ethical and professional standards in care delivery.
The purpose of medical liability in the Rwandan health care system is to reinforce professional
accountability and deter harmful medical practices.5

In addition to the information gathered from scholarly writings, case laws, and media outlets
nationwide, the researcher visited healthcare facilities on several occasions at various times and in
different locations to seek medical treatment. Through unstructured observation, he could freely
observe the type of care the patients were receiving. This involves the use of offensive language
and negligence of various kinds that could result in patient adverse events. This made him think
of what could be done to raise the standard of patient safety and healthcare in Rwanda.

A review of existing literature on medical liability in Rwanda highlights a significant gap in
documented cases, underscoring the need for further research. This absence of systematic reporting
informed the development of the present study, which seeks to analyse the complexities of liability
for medical malpractice and negligence in Rwanda.

Although the study’s conceptual foundation is based on observation, a key limitation is the absence
of direct engagement with patients and medical practitioners, restricting firsthand documentation
of their perspectives on malpractice and liability. However, consolidated data from the Rwanda
Medical and Dental Council (RMDC), the Rwanda Food and Drug Authority (FDA), and the
Ministry of Health, alongside case laws from the Judiciary, offer valuable insights. These sources
serve as critical references for analysing liability frameworks and formulating structured reforms
to enhance patient safety and strengthen professional accountability.

1.3. Research question

The present research focuses on personal and institutional liability for medical malpractice and
negligence, examining various approaches and theories. It examines the following primary
question: “How does Rwanda implement its medical liability framework, and what can be done to

61 Kenneth Watson and Rob Kottenhagen, “Patients’ Rights, Medical Error and Harmonisation of Compensation
Mechanisms in Europe,” European Journal of Health Law 25, no. 1 (December 11, 2017): 13-23,
https://doi.org/10.1163/15718093-12460348.

62 St-Jean v. Mercier, [2002] 1 S.C.R. 491, 2002 SCC 15.

3 Edwin Durbin, “Torts — Nature of Tort Law and Liability,” THOMAS REUTERS WESTLAW CANADA, accessed
November 28, 2021, https://www.westlawcanada.com/academic/ced/torts.
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strengthen healthcare accountability and patient safety?”” This question has the following four sub-
questions:

(1) To what extent do medical malpractice and negligence cases occur in Rwanda, and what
are their predominant forms and underlying contributing factors?

(2) How do Rwanda’s legal and regulatory frameworks establish a liability regime for
malpractice and negligence, and what challenges undermine its effectiveness?

(3) What mechanisms can promote healthcare accountability and patient safety in Rwanda?

1.4. Hypotheses

- Medical liability is an essential factor in protecting the rights of patients, healthcare quality,
and the confidence of the population in the health system.

- Rwanda’s medical malpractice liability system does not accurately reflect the extent of
injuries suffered by healthcare service users in health facilities, thereby undermining its
remedial role for the victims.

1.4. Research significance

Malpractice liability seeks to strike a balance between the interests of medical practitioners and
those of patients by establishing accountability for their conduct.** Danzon argues that the liability
of healthcare service providers can encourage the most effective treatment for patients.®’
Nonetheless, a clash is likely to arise between medical experts and compensation authorities if all
medical injury remedial measures focus solely on economic compensation. Such compensation
would prioritise the future quality of healthcare, in addition to the financial loss already suffered.
All forms of liability ultimately aim to prevent medical malpractice by providing victims of
medical injuries with a flexible remedy and successful compensation. As previously stated, one of
the goals of medical liability is to create "deterrence," whereby medical practitioners must exercise
caution in their professional endeavors to prevent medical errors that could subject them to
liability.

In this context, the proposed research will shed light on medical liability, a public concern. It aims
to contribute to the legal and policy frameworks by providing remedial approaches for victims of
medical malpractice in Rwanda. The research is therefore envisaged to contribute to the
development of sound healthcare that guarantees compliance with international health regulations
(IHR) and meets minimal standards for health services. Ultimately, the research is expected to
inform the government and its stakeholders in the healthcare sector to take action to prevent
medical malpractice and negligence, and advance “patient safety” and “access to justice” as the
two most important aspects of the right to good health.

% Ronen Avraham and Max M. Schanzenbach, “Medical Malpractice,” in The Oxford Handbook of Law and
Economics: Volume 2: Private and Commercial Law, ed. Francesco Parisi, vol. 2 (Oxford University Press, 2017), p.
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1.5.Research aim

Medical malpractice and negligence are frequently seen as threats to patient safety and as financial
burdens on the country, healthcare organisations, and the community. However, there has not been
substantial reporting on the liability of medical practitioners for such patient harm in Rwanda.
From a legal perspective, the present research aims to investigate the liability of medical
practitioners for malpractice and negligence in Rwanda. The research uses the existing data from
various claims submitted to the Ministry of Health, the RMDC, and the Judiciary of Rwanda.
Those sources of data were supplemented by interviews conducted with key informants.

1.6.0bjectives

1.6.1. General objective

The general objective of this study is to contribute to the improvement of Rwanda’s healthcare
system by strengthening patient safety and compensation regime towards medical malpractice
claims.

1.6.2. Specific objectives

» Evaluate the degree of the medical malpractice situation in Rwanda;

* Identify the forms and factors that contribute to medical malpractice and negligence;

» Assess the existing modes of liability for medical practitioners;

» Evaluate the loopholes and challenges in the legal and policy frameworks that may lead to
medical malpractice;

* Explore various theories and doctrines associated with medical liabilities;

* Suggest possible legal remedies for victims of medical malpractice and negligence;

* Define the mechanisms that could strengthen patient safety and promote medical
malpractice compensation system in Rwanda;

* Provide appropriate recommendations on the prevention of medical malpractice and
negligence and enhance the healthcare service users’ rights and safety;

1.7.Dissertation structure
This treatise is organised into nine chapters. The introductory part forms the first chapter. It details
the research context, motivation, aim, significance, and research questions. Chapter two explores
the conceptual and theoretical framework underpinning medical liability. This chapter explains
various concepts essential for understanding the context of medical liability. It also lays the
foundation for the entire work by establishing theories and paradigms supporting the research.
Chapter three describes the research methodology, which comprises both doctrinal and non-
doctrinal approaches. It also details all steps and processes of the study, from data collection to
data analysis, while considering the ethical parameters. Chapter four provides an overview of
medical malpractice and negligence cases in Rwanda, their predominant forms, and underlying
contributing factors. Chapter five reviews the legal and regulatory frameworks for medical
malpractice and negligence in Rwanda. This section discusses the fundamentals of medical ethics
and standards of care, legal protections of patients’ rights, duties and responsibilities of medical
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practitioners, the institutional framework for ensuring patient safety, and existing legal and
regulatory loopholes. Chapter six discusses the liability for medical malpractice and negligence in
Rwanda. It begins with the history and rationale of medical liability and the ethical dilemmas
related to healthcare accountability. It then presents the existing models of medical liability before
discussing the application of tort liability in malpractice cases. The chapter further explores the
available forms of liability in medical malpractice cases and the recoverable damages in
comparison with other jurisdictions. Then, it dives into available remedial recourse and forums for
healthcare users in Rwanda. It also examines the consequences of medical litigation before
concluding. Chapter seven explores the informed consent in healthcare and related liability. It
sheds light on the essence of informed consent, its forms, application, validity, as well as medical
liability resulting from its violation. Finally, chapter eight presents a comprehensive framework to
enhance accountability and patient safety in the Rwandan healthcare system, leading into the
nineth chapter, which provides a general conclusion.

CHAPTER TWO

CONCEPTUAL AND THEORETICAL FRAMEWORK

This chapter presents the major concepts integral to this dissertation and discusses how they
interconnect within the framework of the entire research design. It also explores the theoretical
foundations on which substantive arguments in the study are established, highlighting the
significance of contextualising these concepts, theories, models, and paradigms to enhance the
understanding of the research context and the interpretation of the findings.

2.1. Key concepts

2.1.1. Medical practitioner

In the context of this study, the terms ‘medical practitioner,” health care practitioner,” ‘medical
expert,” ‘healthcare professional,” and “physician” are used interchangeably to refer to a medical
doctor or dental surgeon licensed by the Rwanda Medical and Dental Council (RMDC). Such a
doctor or surgeon may be practicing as a general practitioner (GP) or as a specialist in a particular
field. Although the research focuses on medical practitioners, the researcher cannot exclude
surgeons, nurses, midwives, ambulance teams, and other professionals involved in delivering
healthcare services or medical interventions. This inclusion highlights the collaborative nature of
critical practice, where interprofessional cooperation can influence outcomes and, in some cases,
contribute to malpractice or negligence. Additionally, the term ‘healthcare provider’ encompasses
physical healthcare facilities, whether public or private, including hospitals, ambulatory centers,
acute care facilities, mental health and addiction treatment centers, rehabilitation centers, medical
clinics, and medical offices.
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2.1.2. Medical negligence

A medical professional owes a patient the duty of care. This duty involves providing ‘aid’ and
‘protection’. When an infringement of that duty injures the patient, the negligence is actionable.5®
In that context, medical negligence refers to an act or omission by a health care professional that
derogates the standards of the medical profession, which can result in injury or death of a patient.®’
Medical negligence arises when damage occurs because of the inattention of a health professional
or health care organisation. Although it is hard to define medical negligence because of a cost-
benefit standard in the medical market, which unbalances the health care services provisions,®® it
entails all circumstances in which medical professionals fail to abide by the standards of care. In
other words, when the health care provider’s action or omission does not meet the medical ethics
and standards of care, it constitutes medical negligence. However, negligence in a medical context
is not a simple term. It encompasses the non-application of ancient knowledge and skills and the
non-observance of essential safety measures during medical procedures.®

Negligence can be either intentional or unintentional. It is intentional when the health professional
engages in medical treatment or procedure, or decides not to do something, by familiarising
himself with the associated potential consequences that are reasonably foreseeable.” In contrast,
nonintentional negligence occurs when a health professional chooses to act or abstain from acting
without reasonably predicting the outcomes. In this situation, there is no apparent risk of harm to
the patient.

2.1.3. The proximate cause

The proximate cause, also called a “responsible cause” by some scholars,’! is a cause that is more
direct or necessary for an injury to occur. Despite the other causes leading to the occurrence of
such an injury, the proximate cause is legally sufficient to establish liability against the
wrongdoer.”? In this regard, the foreseeability of the consequences of an action or inaction that
resulted into harm is a test determinant of a proximate cause in tort law. Besides, another test
determinant of the proximate cause is the substantial factor to the harm. Thus, if an action is a
substantial factor in the harm, it is likely to be the proximate cause compared to the remote or
intervening factors that will remain the actual causes.
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2.1.4. The acceleration theory
The acceleration theory is a tort law principle founded on the idea that a pre-existing injury or
condition that would have eventually happened on its own can be accelerated.”® In this situation,
even though the injury would have occurred independently of the defendant's acts, the defendant
may still be held liable for the entire extent of the harm. Thus, speeding up the inevitable damage
is the defendant's responsibility.

2.1.5. Administrative negligence

Administrative negligence in healthcare refers to shortcomings in the organisational, managerial,
or operational processes that play a crucial role in patient care.”* These lapses are distinct from
clinical errors and instead arise from failures within hospital systems or administrative protocols.”
Examples include insufficient staffing, which can lead to care delays or errors, and breakdowns in
communication, whether between staff or with patients, potentially causing incorrect treatments.
Failure to uphold safety standards, such as proper sanitation or infection control, may lead to
preventable health complications. Additionally, mishandling patient records—whether through
loss, disorganisation, or incomplete updates—poses significant risks of incorrect treatment.
Administrative inefficiencies, such as scheduling errors or poor resource allocation, can result in
delays that adversely affect diagnoses or care delivery.’¢

The challenges arising from administrative negligence in healthcare emphasise the significant legal
implications tied to failures in non-clinical management and organisational processes. From a legal
perspective, these deficiencies may give rise to liability claims, as they can breach the standard of
care expected from healthcare institutions.”” Examples include insufficient staffing that delays or
compromises patient care, mismanagement of medical records leading to errors in treatment, or
the failure to uphold safety protocols such as infection control, which can result in preventable
harm to patients.

Addressing cases of administrative negligence necessitates a thorough investigation of institutional
policies, adherence to regulatory frameworks, and the establishment of causal relationships
between administrative failures and resulting patient harm. A comprehensive understanding of the
intersection between healthcare laws, administrative responsibilities, and professional standards is
essential for evaluating liability and ensuring accountability. Effective administrative systems
serve not only as ethical necessities but also as critical legal mechanisms, safeguarding institutions

7 Legal Information Institute, “Acceleration Theory,” Cornell Law School, 2024,
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against claims of negligence and reinforcing their commitment to patient safety and operational
integrity.

2.1.6. Gross or overwhelming negligence
Medical negligence may become gross or overwhelming when a medical expert causes fatal harm
to a patient to whom he otherwise owes a duty of care. This happens when the expert has fallen
very short of reasonable standards of care, which raises the attention of the state, for it is against
public morals. In that situation, a civil court is petitioned for gross negligence. Also, this is
considered an offence of gross negligence or involuntary manslaughter in various jurisdictions,
including Rwanda.

The 1994 R v. Adamako case is believed to be the foundation of gross negligence manslaughter
against health care professionals. In this historic British case, an anaesthetist performed an eye
operation while negligently failing to maintain the patient's safety because the oxygen tube
was disconnected during the procedure, which resulted in the patient's death. The appellate court
found the defendant guilty of gross negligence manslaughter after upholding the legal standards
for gross negligence manslaughter. This landmark case is thought to have established the legal
criteria for gross negligence, requiring the defendant to meet four standards for liability: a breach
of the duty of care, reasonable foreseeability of an evident risk of death, a causal link between the
defendant's actions or inactions and the patient's death, and the degree to which the defendant's

misconduct constituted an offence.’®

Typically, the severity of the harm inflicted determines the civil court's determination of
punishment rather than the level of responsibility. Also, the degree or extremity of carelessness
must be considered when determining whether it is gross negligence against mere negligence.”
The following factors supporting the state of mind must be considered when determining whether
the medical provider's actions or omissions constituted gross negligence:®’
- Disloyalty to an evident patient injury;
- Foreseeability of risk paired with reconciliation with it;
- Acknowledgement of the risk associated with willful mind and the severity of negligence
in the presumed risk prevention; and
- Inability to avoid a severe risk beyond “mere heedlessness” regarding the evident and vital
concern.

Gross negligence shows the clumsiness of the health care professional in actions or inactions,
combined with those factors listed above. Besides, the overwhelming risks undertaken must be
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underscored as the basis of determining an offence of gross negligence manslaughter or
involuntary manslaughter in various jurisdictions.

2.1.7. Wanton misconduct and willful misconduct

“Wanton misconduct” refers to a deliberate doing of an act which one has a duty to avoid or the
intentional failure to perform a duty, in reckless disregard of the consequences and under
circumstances that a reasonable person would know, or should know, that such conduct would
likely cause substantial harm to another.®! This is slightly different from “willful misconduct,”
which denotes the intentional commission of an act from which one has a duty to refrain or an
intentional failure to perform an act which one has the duty to do with actual knowledge of risks
that will be created, and/or intentional failure to prevent damage or actual intention to cause
harm.??

The difference lies in the fact that in wanton misconduct, the medical professional disregards the
consequence of acting or failing to act that a reasonable person would or should know, while in
willful misconduct, a reasonable person performs a prohibited act or refrains from performing an
obligation with the intent to cause harm that they are fully aware of the risk at the moment.

2.1.8. Medical malpractice

Patrick Lingibé has defined medical malpractice as “any act, emanating from the caregiver, having
caused abnormal damage to the foreseeable evolution of the patient's state of health.”®* Assessing
medical malpractice mainly relies on the custom of the medical profession, underpinned by ‘due
care’. Medical malpractice is also known as ‘substandard health care’ or simply medical error,
which can result from the negligence of a healthcare provider or physician. The report “To Err Is
Human” describes an error as failing to carry out a planned activity as intended or using the
incorrect strategy to accomplish a plan.* This concept distinguishes between execution errors and
planned errors. Then, medical malpractice encompasses diagnostic error, inadequate patient
treatment, and lack of aftercare or unsuitable health management.

Medical malpractice arises when medical procedure or treatment results in an adverse outcome
compared to the anticipated outcome. Medical malpractice is, in most cases, associated with
negligence. However, all medical events not meeting the mutual expectations from the agreement
between a health professional and a patient are not founded on negligence and therefore do not
constitute liability for the health professional.
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In a medical malpractice action, the establishment of mere negligence does not suffice. Instead,
there should be an establishment of a breach of the standards of care and customary medical
practice. Medical malpractice can only be assessed by experts from the same or a similar
professional group as the one alleged to have caused the damage.®® The claimed injury or death
should be closely connected to the relationship between the medical professional and the patient,
wherein the former’s role was to relieve the unlikely health situation. However, failing to provide
aftercare, particularly to a patient who underwent a surgical procedure, falls into medical
malpractice. Unlikely health situations entailing body deformities, imperfections, and traumatic
injuries to be treated through plastic or cosmetic surgery are also considered.

Although some scholars have differentiated medical negligence from medical malpractice,®® they
are associated. Thus, malpractice is related to negligent behaviour, although the latter does not
always result in bad results. For example, a medical professional might skip some of the medical
procedures, which is also against the duty of care, but luckily, such a break does not affect the
patient. However, mere negligence might be considered malpractice in the medical profession
since it violates the standards of care. As it is deemed unsound, it is hard to determine the
occurrence of negligence without its consequences. Besides, there are specific medical treatments
and operations whose patients experience harm due to their risky nature.?’ For example, a surgery
that leaves a significant scar or a medication that presents a side effect to a patient. In those
situations, it is hard to determine the health provider’s fault despite the harm suffered by the
patient.

Despite the tremendous role of health care providers in saving people’s lives, their errors or
negligence can contribute to severe morbidity and premature mortality of patients on the other
hand. One of the severe morbidity problems they may cause is an iatrogenic injury.®® This is a
serious health problem leading to most hospital admissions.?’ Iatrogenic injury refers to tissue or
organ damage as a result of a medical procedure, pharmacotherapy, or other medical act that has
not served its purpose.”® According to Cheng et al., it increases hospital stays, treatment costs,
preoperative surgeries, and implant removal.”! In this regard, iatrogenic injury is said to have
occurred when the prior medical procedure has worsened the patient’s condition, brought a new
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medical problem, or taken the patient’s life. In this research, iatrogenic injury is a technical term
with the same meaning as medical malpractice.

In case of failure to abide by the duty of care or acting negligently, medical practitioners are subject
to liability for the damage they have caused. This is what is considered a medical liability for
malpractice or negligence. The malpractice itself is founded on negligence, since it is a breach of
the professional duty of care that can be avoided by adherence to accepted norms. Negligence
alone might suffice to establish malpractice in medical practice, but it never necessarily results in
injury or liability except where a breach proximately causes harm or damages to the patient or
health care user.

Although medical “negligence” and “malpractice” are often used, other terminologies may be

29 <¢

encountered throughout this work. Different terms, including “medical error/fault,” “medical
misadventure,” “medical negligence,” “avoidable misadventure,
injury,” and “avoidable/adverse event,” are used interchangeably to describe medical malpractice
in different settings and jurisdictions. However, an avoidable or adverse event is commonly used

in no-fault systems, while the rest are familiar in tort liability systems.

29 <¢ 99 ¢¢ 29 Cey

patient harm,” “iatrogenic

2.1.9. Duty of care

The duty of care has been defined as a legal obligation imposed on an organisation, requiring
adherence to a reasonable standard of care while preventing any acts that could foreseeably harm
others.”? This implies a reasonable management of the foreseeable risks that may harm others by
protecting their health, safety, security, and well-being. In the medical context, the duty of care
requires a medical practitioner to exercise the diligence and skills a reasonable person would
exercise in similar circumstances.”

A physician’s duty of care includes a number of responsibilities, such as adhering to current rules
and protocols, protecting patients from harm, and choosing treatments that are both effective and
acceptable. According to Hannah Karim, duty of care in health and social care settings
encompasses providing safe and compassionate care to healthcare service users, safeguarding
vulnerable people, maintaining confidentiality, and providing a secure environment.”* However,
the duty of care premise changes along with society. Ima Farboud claims that it is essentially based
on reasonableness, which considers the risks involved, the nature of the relationships involved,
and other relevant conditions.”
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Applying the necessary duty of care helps health professionals to maintain high standards of care
and professionalism in healthcare settings. Thus, a medical practitioner has the duty of care
towards the patient by following the accepted medical standards, applying relevant diagnostic
procedures, and administering appropriate treatments or medications. Nevertheless, ethical
components such as delivering essential information in a safe and conducive atmosphere,
considering the patient’s opinions, and offering physical and emotional support represent the
physician’s fulfilment of the duty of care. In health and social care, the duty of care is coined into
the “6Cs”, comprising care, compassion, competence, communication, courage, and

commitment.”®

It is worth noting that medical professionals have a duty of care to all patients they encounter in
their professional settings, not just those they directly interact with.”” Even if they were not
assigned to that patient or department, a hospital physician or ostensible doctor passing by a
hospital ward and hearing a patient asking for help at the moment, they are directly required to
intervene within their capacity and report the matter if it is beyond their capacity. This will not be
considered a good samaritan’s act.”® It highlights the broader scope of responsibility within
healthcare, ensuring that patients receive appropriate care and support at every stage, whether in-
person or remotely.

According to Ann Sommerville, the duty of care in healthcare is multifaceted, encompassing
various professionals and roles. It begins with those who receive the patient upon entry into a
healthcare institution and extends to individuals conducting triage. It also includes general
practitioners or consultants responsible for diagnosing, recommending tests, and initiating
treatment, as well as nurses and junior doctors involved in the patient’s care. Additionally, referral
management centres (RMC) play a crucial role, ensuring that appropriate actions are taken to
address the patient's needs. Each of these parties is bound by the duty of care, ensuring that patients
receive safe, effective, and timely healthcare services.”® Even specialists such as radiologists or
endoscopists, who are only involved with one aspect of the patients’ examination, are bound by
this duty.'® In cases where a patient has been referred from another healthcare institution, this
duty of care extends to the professionals involved in the patient’s previous medical treatment,
emphasising the continuity of care and shared responsibility across all levels of healthcare
provision.
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The duty of care in healthcare is not confined to instances of physical interaction between doctor
and patient. It can begin even before the patient is physically seen, through alternative means of
communication such as phone consultations, emails, or remote medical advice. This duty
transcends the traditional boundaries of the doctor-patient relationship, encompassing all
professionals and situations where medical guidance, advice, or actions are provided.

2.1.10. Breach of a duty of care

The duty of care is necessary since it forms the foundation of numerous legal actions. Essentially,
it mandates that in order to prevent harming patients, healthcare providers must adhere to a certain
standard of care that is both effective and acceptable. When they breach this duty and their deeds
or inaction cause injury to healthcare users, a negligence tort claim can ensue. Malfeasance,
misfeasance, and nonfeasance constitute a breach of the duty of care. In this regard, all clinical
practitioners and health care providers, even the healthcare organisations, are accountable for any

malpractice or negligence.!"!

2.1.11. Medical standard of care

Medical professional associations, speciality societies, and voluntary health organisations started
rigorously developing medical standards of care in the 1980s. %> The terminology “standard of
care” is predominantly used in common law to mean “the level and type of care that a reasonably
competent and skilled health care professional, with a similar background and in the same medical
community, would have provided under the circumstances that led to the alleged malpractice.”!'%
It is also known as the minimally competent care that a physician must provide to meet the quality
of care.'™ Vera Lucia considers the standard of care the medical leges artis (rules of behaviour) to
which medical practitioners should adhere.!” The leges artis results from the codes of ethics,
medical councils’ professional guidelines, clinical guidelines and protocols, and best practices of
the medical profession.!®® However, the standard of care is determined by various factors all
associated with the common practice agreed by the community or team of medical professionals
in a particular area of medical specialty. Such practice involves technical skills, knowledge,
treatment and diagnostic regimen choice,'”’ and attitude demonstrating every team member
practising the profession.!%®
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All licensed medical practitioners have an obligation to adhere to the established standards of care.
To maintain these standards, the government has established quality assurance mechanisms,
including regular audits, licensing and accreditation processes for medical practitioners and
healthcare facilities, and continuous professional development (CDP) for healthcare workers. In
this regard, the Rwanda Biomedical Centre (RBC) and professional councils are significant in
monitoring health service delivery and ensuring compliance with established standards. Thus,
establishing medical standards of care has not been easy. However, it, in conjunction with liability,
has been found crucial to improving medical treatment.'®

The standard of care is not custom-based.!'!® In a medical malpractice lawsuit, the plaintiff has an
obligation to establish the standard of care and show that the medical practitioner violated the
standard. To determine the standard of care, the court should hear the expert witnesses and then
decide whether the defendant’s conduct meets the acceptable conduct by a responsible body of
similar professionals.!'!;!1? Slightly different, the reasonable physician standard of care is another
concept for assessing what appropriate conduct a medical practitioner would have manifested to
avoid an adverse event. Customary professional practices do not determine this.!!'> Under this
standard of care, a physician should undergo a practice that is non-customary if it would be a
reasonable decision. Thus, reasonable practice, which is not universally customary, could be used
as a measuring tool for the standard of care. Hence, there is a slight difference between the two
concepts. Indeed, in most cases, reasonable practice is common practice although it is not its
measure.!'* The standards of care can vary based on medical circumstances. However, the most
important things to consider are how the average doctor would deliver the same care, medical
knowledge, and traditional medical practices, as well as assessing and comparing the skills of an
average doctor in the field in question.'!?

The custom-based standard of care and the reasonable physician standard of care could be applied
in Rwanda,''¢ although the former was eschewed in some jurisdictions.!!” Sarah Simon considers
the custom-based standard of care superior as it enables the medical profession to regulate itself,
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while judges are not well equipped or expected to keep up with the latest practices. In contrast, a
reasonable physician's standard of care ignores the advancements in contemporary medicine and
enables courts to overregulate the profession, which has much oversight.!!® The latter is considered
vague as it is applied uniquely depending on the individual case as what is reasonable in one case
might be unreasonable in another, which might bring an inconsistency in practice.

It should be noted that while customary practice may serve as a foundation for establishing the
standard of care in the medical profession, its acceptance is not determined by the number of
practitioners who adhere to it. Rather, it must be acceptable in light of the medical knowledge
available at the time of the treatment, as following the tradition (the practice of others in the same
kind of neglect) may be a failure and not be a valid ground for an excuse.'"

The standard of care in the context of evidence-based testimony and medicine is not far from
standard care, where a physician addresses clinical problems that are well-understood and have
certain evidence-based medications. By citing Bohmer’s concepts of standards versus custom care,
Abed ascertains that “standard care involves the application of clear and well-understood
interventions that include investigations and treatment through a sequential process.” It then

involves compliance with well-known and well-understood good practices.!?

Although Nancy E. Epstein appeals that there are many standards of care depending on the sub-
speciality,'?! the present definitions are suitable for this study. The good or the best practices are
not considered a measure of the standard of care. Depending on the patient’s needs, the practice
should use average or reasonable care to meet the standards of care.!*? This is because the legal
standards are set at an acceptable minimum, although clinical standards aim for optimal care.
Nonetheless, the current medical standard of care is dynamic and adaptable, taking into account
many factors, including the physician’s specialty, the available resources, and the advancements
of the medical profession at the time.!??
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2.1.12. Principle of justice in healthcare

The principle of justice in healthcare requires equal treatment for all patients, regardless of their
socioeconomic status, and simultaneously expects healthcare practitioners to uphold high ethical
and professional standards.'>* The principle is a fundamental concern in the health system and
encompasses distributive, procedural, and social justice. Preservation of distributive justice
enables responsible resource utilisation within medical facilities and prevents substandard medical
practice as a result of deficits.!?> Procedural justice ensures that medical experts adhere to standard
procedures, thereby avoiding disparate practices and biased judgments. Social justice also
guarantees healthcare equity by offering the proper medical care to vulnerable or protected groups.
The concept of justice also guarantees equal treatment to the patient and practitioner in court
proceedings and rejects unjust blame or undue punishment. Justice establishes standards that
protect both patient safety and the practitioners’ accountability, minimising the risk of malpractice
through transparent policies, informed consent, and adherence to best practices. Besides, the
principle of justice is critical in preventing medical malpractice and negligence by promoting
fairness and ethical decision-making in healthcare. Lastly, the addition of justice in preventing
medical malpractice and negligence builds trust, encourages ethical care, and reduces legal
disparities.

2.1.13. The neighbour principle

The neighbour principle stems from the religious precept that “you must not injure your
neighbour.”'?¢ Lord Atkin first introduced it in the Donoghue v. Stephenson case in 1932.!%7 In
essence, it requires everyone to exercise reasonable care to avoid acts or omissions that could be
perceived as likely to harm a neighbour. In law, a neighbour is anybody who is so closely and
immediately impacted by another person’s actions that the latter should have reasonably noticed.
The neighbour principle could not be separated from the duty of care. It is notably utilised to

determine when there is a duty of care.!?®

2.2, Theories/paradigms

2.2.1. Deontological paradigm
The deontological paradigm of Immanuel Kant can significantly contribute to modern medicine.
This theory underpins this study. It offers a compelling framework for addressing medical
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malpractice by emphasising the moral duties and principles that healthcare professionals must
uphold, irrespective of outcomes.'?’ This moral theory centers on the intrinsic value of human
beings and the obligation to treat them as ends in themselves, not merely as means to an end.'*°

According to Kant, the concept of duty in medical ethics demands attention to the empirical
specificities of healthcare. While physicians are often regarded as experts, Kant rejects the notion
that this expertise justifies paternalistic attitudes. The inherent asymmetry in the doctor-patient
relationship creates a power imbalance, which may lead to violations of the duty to respect the
patient as an autonomous individual. By ensuring the respect of patient autonomy, which is a
foundation for informed consent, medical practitioners can reduce the incidence of medical
malpractice resulting from inadequate communication. The Kantian ethical theory emphasises the
significance of adhering to the law and professional standards as the healthcare professionals' duty
to protect patients' rights. This framework compels physicians to prioritise the protection and
dignity of patients, recognising their moral duty as fundamental to ethical medical practice.'3!

This paradigm can contribute to the accountability of medical practitioners and thus the mitigation
of medical malpractice and negligence. In this regard, deontology, in medical practice, focuses on
the health care providers’ duty to abide by moral principles, such as beneficence and non-
maleficence, which compels them to prioritise patient welfare and adhere to professional
standards, thereby minimising negligence and harm. Another key point raised by Immanuel Kant
is the “intentionality in action,” whereby healthcare professionals are encouraged to act out of a
sense of duty and moral obligation rather than external pressures or personal gain.'’> The
intentionality behind their actions fosters ethical decision-making and accountability.

Besides, Kantian categorical imperative, which advocates acting according to principles that can
be universally applied, provides a robust ethical foundation for medical practice, and this could be
the foundation for many principles, such as honesty or truth-telling,'** and apology in medical
practice, contributing to the prevention of medical malpractice. In the context of medical error, a
healthcare provider's failure to disclose a mistake during treatment—motivated by concerns over
reputational harm—can have significant ethical and legal implications. Such concealment may
exacerbate the patient’s condition, potentially leading to allegations of malpractice. From the
perspective of Kantian deontology, the healthcare provider is morally obligated to act with honesty
and integrity, irrespective of personal or institutional repercussions.
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The Kantian deontology underscores the critical role of cultivating an ethical culture within
healthcare institutions. By embedding fundamental moral principles into organisational policies
and professional development programs, healthcare systems can foster environments that actively
deter malpractice while safeguarding the intrinsic dignity and safety of patients. This ethical
framework further affirms the institutional responsibility to prioritise patient welfare as a central
tenet of healthcare practice and governance.

Kantian deontology, therefore, offers a powerful framework for healthcare professionals in
addressing ethical dilemmas specifically related to medical liability. By emphasising universal
moral duties and accountability, this ethical perspective provides clear guidance in navigating
issues such as balancing patient autonomy with medical recommendations and resolving conflicts
of interest. Its principles underscore the necessity for healthcare providers to adhere to informed
consent practices, disclose risks transparently, and maintain honesty in their interactions—key
elements in mitigating medical liability claims. It also serves as a foundational tool for developing
institutional policies that promote accountability and uphold ethical standards, ultimately
enhancing the integrity of medical practice and patient care.

2.2.2. Professional liability theory

This research is also guided by professional liability theory, a legal framework that establishes the
liability and accountability of professionals such as medical practitioners and legal professionals
for their acts or omissions causing harm to patients, clients, or third parties.!** In the medical
liability sphere, the theory plays an important role in defining the responsibility of medical
professionals in the event of malpractice and negligence. !>

Professional liability entails both legal and ethical considerations requiring practitioners to meet
required standards of care.!*® It possesses underlying principles of duty of care, breach of duty,
and causation that all work together to enhance accountability in medical practice. Furthermore,
the theory also informs regulatory and legislative frameworks, for instance, medical malpractice
acts, institutional safeguards, and rules of governance.

Professional liability in Rwanda is backed by institutions, including the health professional
councils, the Rwanda Food and Drugs Authority (Rwanda FDA), and the Ministry of Health
(MoH). These institutions are instrumental in ensuring the balance between protecting patients and
treating health professionals fairly, thereby ensuring a dynamic system of healthcare governance.
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2.2.3. Human error theory

The third theory that guides this research is the “human error theory”. This theory, initially
introduced by James Reason, has significantly transformed research in the areas of safety, risk
management, and organisational behaviour in a wide range of settings, such as healthcare, air
transport, and engineering.'>” The paradigm challenges traditional paradigms of individual blame
and predicts the systemic factors that contribute to human error.!*® One of its most notable features
is the classification of types of errors and the creation of models that assist organisations to reduce
any negative consequences.

Under this theory, a ‘person’ approach to errors is systematically differentiated from a ‘system’
approach. The former attributes the causes of errors to personal deficiencies, such as forgetfulness,
inattention, or recklessness, and typically appeals to punishment, including disciplinary action or
retraining. Conversely, the system-focused perspective acknowledges the existence of errors but
focuses the explanation on failures in organisational operations or harmful environmental factors.
As a result, a sole focus on personal responsibility is likely to overpower latent systemic factors,
thereby undermining the development of safer and more resistant institutional cultures.'*

The human error theory divides errors into two main types: active and latent. Active errors occur
at the point of operation and are frequently committed by front-line workers. These errors are
immediate and easily noticeable, like when a nurse administers the wrong medication. Latent
errors, in contrast, are hidden within the structure of the organisation, either in decision-making,
structural defects, or management behaviour, and may lie dormant until they interplay with other
factors to trigger adverse events. This distinction is crucial for developing effective safety
interventions because it shifts the focus from personal fault to systemic resilience.

The most powerful contribution by the human error theory is the Swiss Cheese Model of accident
causation.'*’ This metaphor illustrates the concept that an organisation has many layers of defense,
similar to slices of cheese, which are used as protection against error. The holes in every layer
represent a failure or a weakness. As these holes intersect layer after layer, a path is formed through
which an error may pass, ending in harm.'*! The model consequently highlights the key functions
of redundancy, vigilance, and continuous improvement in the safety systems of organisations.

Applying the Swiss Cheese Model to the medical liability situation in Rwanda provides a robust
analytical framework for understanding how systemic malfunctions in the healthcare industry can
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management/james-reasons-12-principles-error-management/.

138 Eva van Baarle et al., “Fostering a Just Culture in Healthcare Organizations: Experiences in Practice,” BMC Health
Services Research 22, no. 1 (2022): 1-7, https://doi.org/10.1186/s12913-022-08418-z.

139 James Reason, “Human Error: Models and Management,” British Medical Journal 320, no. 7237 (2000): 76870,
https://doi.org/https://doi.org/10.1136/bm;j.320.7237.768.

140 Michael S. Rosenwald, “Cheese to Explain Human Error, Dies at 86,” The New Times, March 13, 2025,
https://www.nytimes.com/2025/03/13/science/james-reason-dead.html#:~:text=By = analyzing  hundreds  of
accidents,has played such a role.”.
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result in patient injury and how liability can be assessed. This can be observed in three aspects:
‘defense layers,’ systemic ‘pitfalls,” or ‘flaws,” and the ‘harm path.’

Defense layers in Rwandan Hospitals might include clinical protocols, staff training, equipment
checks, documentation standards, and oversight mechanisms. Each layer is designed to prevent
medical errors—from misdiagnoses to surgical complications. However, there might be systemic
‘pitfalls’ or ‘flaws’ (leeway for error) that reflect challenges such as limited resources or outdated
equipment, deficiency in training or supervision, inadequate patient record systems, overloaded
healthcare workers, and weak enforcement of medical standards, to mention a few. These are
factors contributing to medical malpractice or errors. In the same vein, the ‘harm path’ emerges
when those weaknesses intersect. For example, an overloaded fatigued nurse administers the
wrong dosage due to a Look-Alike, Sound-Alike (LASA) labelled medication and a lack of double-
checking protocols—the error can reach the patient, resulting in injury or death. This is where
medical liability becomes relevant. In Rwanda, the Swiss Cheese perspective can inform legal and
ethical deliberations about whether liability lies with the practitioner, the institution, or the broader
health system.

The human error theory has significant implications for cultivating a “just culture” within
organisations. A just culture strikes a balance between accountability and learning, encouraging
individuals to report errors without fear of punishment.!*»!% As organisational safety is
underpinned by accurate and timely information, this openness is essential for identifying latent
conditions, mitigating risks, and preventing future incidents. The theory emphasises that while
some actions may be blameworthy, most errors are unintentional and should be treated as
opportunities for systemic improvement rather than moral failure.!** %> Suppose the “Human Error
Theory” is adopted in Rwandan healthcare. In that case, there will be a shift in focus from blaming
individual practitioners to systemic vulnerability, which enables organisations to build safer, more
resilient environments through legal and regulatory reforms, improved training, reporting systems,
organisational design, and Standard Operating Procedures (SOPs).!*® Besides, this promotion of a
just culture within healthcare settings fosters shared accountability among healthcare professionals
and enhances the transparent flow of information.'#’
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The workplace setting must be proactively planned and logically arranged to reduce the chances
of and the effects of errors. Although human fallibility is an inevitable part of professional practice
and cannot be eliminated, its impact can be significantly minimised by specific interventions that
can alleviate the risks linked to it. Errors stemming from individual actions or systemic
shortcomings can trigger incidents that, depending on the strength of safety mechanisms, may be
detected, prevented, or mitigated.

Individual actions or systemic weaknesses can cause errors, and the likelihood of detecting,
preventing, or responding to these errors depends on the strength of safety mechanisms. As Pascale
Caro and Kenneth E. Wood emphasise, human error and organisational accident models contribute
to a better understanding of the diverse nature of failures, the central role of latent conditions in
undermining patient safety, and the role of error recovery strategies. These models also emphasise
that systems or practices can quietly degrade, leading to serious accidents.!*® In the same vein, the
focus should be placed on the process rather than the substance by maximising the institutional
competencies for their productivity, as articulated by Dworkin.!* Thus, if the system and the
process are harmonised, it will be an ideal approach that would enable the system to establish
sound patient-centered models, minimise errors, and ensure the safety of health services users.

In the context of the current national initiative to improve healthcare quality in Rwanda,
implementing the human error theory into hospital management presents a promising opportunity
to reduce preventable harms, support accountability, and foster a culture of safety and continuous
improvement.

2.3. Conclusion

Practitioners' liability for medical malpractice is a critical aspect of healthcare governance. This
chapter explores the conceptual and theoretical foundations underpinning the present research.
This underscores the essential role of contextualisation in the study at hand. Various concepts and
theories related to medical negligence and liability within the healthcare sector are discussed,
including theories of deontology, professional liability, and human error. It is worth noting that
understanding the factors contributing to clinical errors, the ethical responsibilities of healthcare
professionals in ensuring patient safety and quality care, as well as the associated repercussions,
are crucial. Additionally, the chapter helps to understand the research context and interpret findings
by properly situating concepts, theories, models, and paradigms within that context. Thus, it
enables the researcher to ensure consistent, more nuanced, and accurate comprehension of the
subject matter.

Adapting to these theoretical approaches establishes a compelling environment for promoting
patient safety and malpractice prevention as those approaches collectively require medical
professionals to uphold moral duties and principles, regardless of the outcomes. They also help
define their obligations in their daily clinical practice, taking into account legal and ethical

148 pascale Carayon and Kenneth E. Wood, “Patient Safety: The Role of Human Factors and Systems Engineering,”
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considerations. Besides, this chapter highlights the importance of transitioning from individual
blame to systemic accountability in fostering a “just culture.” Therefore, medical liability is a
complex area which necessitates the adoption of those theories that substantiate compliance with
accepted medical standards to ensure the safety of healthcare service users and accountability
within the Rwandan healthcare system. Thus, understanding this chapter is essential for contextual
understanding of the meaningful insights and interpretations derived from research findings.

CHAPTER THREE

RESEARCH METHODOLOGY

3.1. Introduction

A combination of non-doctrinal and doctrinal approaches to legal research has been used in this
dissertation to critically analyse the legal regimes governing patient safety and healthcare
accountability in Rwanda. Doctrinal research focuses on analysing relevant laws, policies,
regulations, and legal principles through a systematic review of legal texts, statutes, case law, and
policy documents to establish the legal basis and identify gaps or uncertainties. This approach
helps to understand the formal legal structure and how it aligns with international standards or best
practices. To supplement this, a non-doctrinal approach has been employed to evaluate the actual
working and effectiveness of those laws in practical settings, considering socio-legal contexts and
stakeholders' perspectives.

Furthermore, to address the study's complexity, a mixed-method design that combines quantitative
and qualitative data provides a comprehensive picture of medical malpractice incidents and
medical practitioners’ liability for negligence and malpractice in Rwanda. This method allows for
the measurement of the extent of the problem while investigating legal, systematic, and contextual
determinants influencing medical malpractice and alternatives for liability for physicians. Such a
nuanced analysis is crucial for identifying shortcomings in Rwandan legal and regulatory
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frameworks, enabling the development of sound strategies to improve patient safety,
accountability, and public trust in the healthcare system.

This section entails the entire design of the prospective research entailing the methods and
techniques employed throughout both the data collection and analysis stages. Various research
steps and methods have been considered, including data collection, data analysis, and data
interpretation.

3.2.  Study description

The study focuses on the liability of medical practitioners rather than the technicalities of adverse
events, which may involve both practitioners and patients. It did not use human objects or
specimens and is not concerned with personal patients' information. Thus, the required information
could be obtained without disclosing any patient’s personal information.

The necessary information on the medical malpractice phenomenon is primarily composed of
statistics showing the number of received cases, the number of solved cases, their frequency, and
the significant areas of concern, as well as the contributing factors. Additionally, information on
the actions taken by relevant institutions (administrative or judicial) were required as part of the
actual remedial approaches. The issue of whether they are satisfactory or not is beyond the scope
of this research. Other information regarding existing legal and regulatory frameworks related to
the prevention of medical malpractice and negligence, as well as the compliance of medical
practice, is also crucial to this study.

To obtain the necessary data, the research employed a mixed-methods approach (qualitative and
quantitative) using various techniques to construct a well-founded discussion and a reliable
conclusion. Additionally, analytical legal research was necessary for analysing case laws on
medical malpractice and information related to medical malpractice complaints from the Ministry
of Health of Rwanda (MINISANTE).

As the sources of information were diverse, spanning the legal and medical spectrums,
triangulation was another useful research technique. Triangulation is another research technique
that utilizes multiple sources of information and methodologies to enhance the validity and
reliability of findings. In this regard, both data triangulation and methodological triangulation were
employed. Data triangulation involves various methods of collecting information, including
interviews, observations, laws, and document analysis, to gain a thorough understanding of the
facts around adverse events and related liability. This process enables the researcher to validate his
findings and minimise the possibility of bias that may arise when relying on a single method. In
addition, the study aims to collect both qualitative and quantitative data, utilizing different
techniques of one of these methods (qualitative). Methodological triangulation is important to
answer research questions and achieve the research objectives.
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The interview guide helped the researcher collect both qualitative and quantitative information. In
this light, both open-ended and closed-ended questions were be formulated to effectively and
efficiently obtain both qualitative and quantitative information.

3.3. Data collection

As the major information is expected to be retrieved from the existing claims data stored by
MINISANTE, RMDC, and case laws from the Judiciary of Rwanda, data collection was conducted
only by the principal investigator and the research assistant. Where necessary, the number of
research assistants may be increased. Data collection teams was constituted of a facilitator, a
notetaker, and a recorder, where necessary, to ensure that the data is well captured. Interviews might
be conducted in English or Kinyarwanda. However, data were transcribed and translated into
English for reporting purposes. The researcher and research assistant would meet after every
interview to reflect on and document emerging common themes, as well as the challenges faced.
The purpose of these meetings was to inform and shape further questions, and to organise data
while data collection is ongoing.

In addition, various techniques, including desk review, in-depth interviews, and key-informant
interviews, were utilised to support the existing data. These interviews were conducted with
specific institutions and individuals deemed relevant or experts in the research area, which justifies
the relatively minimal but crucial number. Thus, the Ministry of Health (MINISANTE), the
Rwanda Medical and Dental Council (RMDC), the Judiciary of Rwanda, and other experts whose
backgrounds are considered helpful might be involved on a purposive basis.

3.4. Collection techniques and management of data

Considering the nature of the research, the study on the liability of medical practitioners for
malpractice and negligence in Rwanda involved methodological triangulation. The general
methodological approach involved designing research tools to gather experiential data, addressing
specific objectives and research questions.

Experiential data was explicitly collected through a comprehensive and in-depth desk review, as
well as qualitative and quantitative information from the Ministry of Health of Rwanda
(MINISANTE), and key informants from various councils that gather medical practitioners and
the judiciary throughout the research process. In-depth interviews with specific actors brought
empirical data to inform the strategic orientations during the study.

3.5. Desk review

The desk review includes an analysis of already existing literature on the liability of medical
malpractice and negligence. Although a focus was placed on domestic literature, literature from
other jurisdictions was explored to shape a comprehensive understanding of the situation regarding
medical malpractice and negligence, as well as the modes of liability of medical practitioners.
Such an exploration can also help the researcher find further information that could be useful in
discussing the matter and, together with other facts, in setting recommendations.
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In that regard, the emphasis was put on the understanding of the phenomenon of medical
malpractice, the existing laws and regulations, policies, and available case laws.

3.6. In-depth interviews

Semi-structured interviews were conducted with targeted groups, individuals, or institutions to
collect information on the current nature of medical malpractice and the liability of the involved
medical practitioners in Rwanda. The Ministry of Health (MINISANTE), Rwanda Medical and
Dental Council (RMDC), The Judiciary of Rwanda, and experts in this field were consulted to
ensure that a clear picture of the current situation is captured at the national level.

3.6.1. Key informant interviews (KlIs)

A key informant interview, another technique of qualitative in-depth interviewing, was employed
to investigate the state of affairs regarding medical malpractice, negligence, and liability of
medical practitioners further."”® The purpose of key informant interviews is to collect detailed,
rich, and strategic information from individuals of diverse backgrounds, including, inter alia,
leaders of specific institutions and professionals who have firsthand knowledge about the subject
matter of the research.

By conducting this research, face-to-face interviews were utilised to help the researcher obtain the
necessary information. However, where deemed impossible, video conferences and telephone
Interviews were employed. In this regard, a selection of key informants was made, and their
knowledge and understanding contributed to this research process.

It was expected that the existing quantitative information from the highlighted institutions would
play a significant role in this research. Thus, the interviews were used at the institutional level to
obtain qualitative information from relevant experts and, on an individual basis, from other experts
who may not necessarily belong to those institutions. In this regard, university lecturers and judges
whose professions enable them to deal with issues related to the present research topic were
consulted.

3.7. Sampling technique

As the research was expected to employ a methodology of triangulation (mixed approach), a
selection of samples was required. Purposive or selective sampling was applied as a non-
probability sampling technique. Under the purposive sampling technique, the researcher relies on
his own judgment when choosing participants in the study.

Quota sampling is another sampling technique that was employed. This technique is a non-
probabilistic sampling method in which participants are selected based on predetermined
characteristics, ensuring the total sample has the same distribution of characteristics as the broader

130 UCLA, “Using Key Informants,” in Key Informants (Los Angeles: UCLA Center for Health Policy Research,
2016), 1.
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population.'! The predetermined characteristics of the research participants involve having been
involved in any medical malpractice case in their work, either by receiving, settling, and/or
advocating on such case issues in an administrative or judicial setting or an individual capacity.
However, gathering firsthand data from participants through interviews has served as a supplement
as the research is based on the existing data from medical malpractice and negligence received by
the respective institutions in different periods for at least five (5) years.

In combination with purposive sampling, this technique is expected to be time-effective and yield
manageable information.'>?> In this light, key informants from highlighted institutions and
concerned individuals were consulted to provide important information that could not be obtained

from other sources.!>?

3.8. Study population

The Judiciary of Rwanda, MINISANTE, and RMDC constitute the primary focus of this research,
as they are expected to be the significant sources of information. However, following the
predetermined characteristics of the research participants discussed above, the following
participants were targeted as key informants from each selected institution, as illustrated in the
table below. It should be noted that this sampling is not representative; however, it has no negative
effect on the research, as explained above.

Table 1. Key informants and their institutions

Number Participant Institution Needed number and description

1 Judges Judiciary of Rwanda - 8judges from four intermediate courts
(IC Gasabo, IC Nyarugenge, IC
Gicumbi, IC Rubavu.)

- 2 judges of the High Court

2 Specialists MINISANTE - 4 relevant officers (a lawyer, an officer
who deals with malpractice cases,
another one in planning, and a
pharmacist)

3 Specialists RMDC - 2 senior officers in the management of
the council (chairperson and registrar)

151 Hamed Taherdoost, “Sampling Methods in Research Methodology; How to Choose a Sampling Technique for
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4 Specialist NCNM - A specialist who deals with legal
affairs involving medical malpractice
issues

6 Analyst Rwanda FDA - A senior officer who deals with

legal and ethical compliance affairs

3.9. Data analysis

The gathered information was combined and analysed systematically to establish a more
comprehensive understanding of the situation of medical malpractice and the liability of medical
practitioners in Rwanda. Sources of information were mentioned, and any issues that might arise
were documented.

Data analysis began at the interview level to ensure that fresh information was well captured and
documented. Primary data analysis was conducted after all interviews were completed and the
notes were transcribed and/or translated. While Microsoft Excel was used to analyse quantitative
data for smoothing the work, thematic and content analysis methods were employed for the
analysis of qualitative data. Patterns and concepts were derived from the analysis of all interviews
conducted to compile coherent and consistent descriptions and themes.!>* The identified patterns,
concepts, and themes were investigated further.

3.10. Ethical considerations

Participation in this research was voluntary. The participants in this study did not receive any direct
benefits from their involvement. Nonetheless, the researcher expects that all the information
gathered will contribute to advancements in patient safety, healthcare provision, and the overall
Rwandan healthcare system. Additionally, participants were free to withdraw from the study at
any time without being required to provide a reason. In addition, they were also free to opt not to
respond to any questions they felt uncomfortable with without providing any explanation. There
are no penalties or repercussions associated with withdrawing from the study or not participating
at all.

3.10.1. Data storage and management

3.10.1.1. Confidentiality
The participant’s responses were captured in the form of notes and compiled into a single file,
stored electronically in a secure environment accessible only to the research team. Besides, the
stored information should be used for research purposes.

The information provided by the participants was kept secure and confidential in accordance
with the Data Protection and Privacy Law (DPP Law) and the revised Data Protection Regulation
of the University of Pécs, which complies with the General Data Protection Regulation (GDPR),

154 Alyona Medelyan, “Coding Qualitative Data: How to Code Qualitative Research,” Thematic, 2021, 1-16,
https://getthematic.com/insights/coding-qualitative-data/.
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a European data protection law. Thus, information that could identify the participant will not be
disclosed unless the following conditions, as provided by the law, are met:
- If the participant consents to the present researcher's release of any specific recorded
information,
- If the participant authorises the researcher to share any research records with third parties,
- If the researcher has a legal obligation to report anything you share with the appropriate
authorities for violations of the Rwandan law.

Additionally, the research team did not request any personally identifiable information from
participants, and they could not be identified by the information they provided. Therefore, the
researchers have not identified them as participants in this study or any subsequent reports, nor
will they associate their names with any of their responses.

3.10.1.2. Informed consent
As previously stated, participation in the research remains voluntary. Without the participant's
permission, no interview was conducted. The interview could be audio-recorded with the
participant's consent. This could enable the interviewer to record everything that was said, as they
may not be able to transcribe or recall everything that was said after the interview. However, this
approach was not used as it was found to invoke discomfort.

3.10.1.3. Risks/discomforts

The study could involve certain risks. Some of the subjects covered might make the participant
uncomfortable or seem too sensitive if they are related to their experience or violence. In this
situation, the interviewer would ask the participant if there was any question that made them
uncomfortable before moving on. Additionally, it was expected that the participant would be
allowed to end the interview at any moment. Furthermore, the latter might not agree with the final
interpretations of the data from the interview; however, the researcher assures that every effort was
made to represent the viewpoints of all research participants fairly.
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CHAPTER FOUR

LANDSCAPE OF MEDICAL MALPRACTICE IN RWANDA: FORMS AND
CONTRIBUTING FACTORS

Worldwide, millions of patients suffer or get injured and die annually due to the
provision of unsafe care and treatment. Hospital infections, inadequate
diagnosis, delays in treatment, adverse drug events, and omissions of surgical
procedures make up the most common root causes of medical errors or adverse
events that may be avoided.’”

The above excerpt from Kapaki and Souliotis provides a comprehensive synthesis of the most
prevalent forms of medical malpractice, along with their corresponding impacts on patient
outcomes. This chapter begins by providing a global overview of medical malpractice incidents
and a comprehensive examination of medical malpractice cases in Rwanda. Additionally, it
discusses forms of medical malpractice that have been documented, reflecting both clinical and
systemic vulnerabilities within the healthcare system. These cases include medication error;
neonatal injury or death during childbirth; maternal injury or fatality; unnecessary ablation or
resection procedures; surgical errors; incorrect count and retained surgical instruments (RSIs); and
the lapse in standard medical protocol; defective drug supply; failure to consider patient history;
breaches of patient confidentiality; and offensive or dehumanising language within the therapeutic
relationship. These forms lead to medical legal claims, as Larisse asserts.'>® With selected case
law summaries, this section illustrates their legal and ethical implications. It also delves into factors
contributing to medical malpractice incidents. Although they are not classified throughout the
discussion, these factors may be systemic, organizational, or human.

155 Vasiliki Kapaki and Kyriakos Souliotis, “Patient Safety and Medical Errors: Building Safer Healthcare Systems
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4.1. Overview of medical malpractice on a global scale

Despite global health regulatory regimes aiming to improve health systems across various
jurisdictions, balancing clinical risk management with patient safety remains a complex challenge
in health service delivery.'>” This issue can be observed from the volume of claims against medical
professionals and their social and economic effects. Patient harm or an adverse event in medical
treatment and procedures remains a threat to the healthcare system. These instances of medical
malpractice that can be avoided or minimised undermine the efficiency and worth of health care.
They are the reasons behind numerous sequelae, early mortality, and increased healthcare costs.'*®
Due to the unsafe health care system, medical malpractice incidents can manifest in many forms
and sizes. They appear in all medical departments with different effects. The unsafe health care
has been the primary source of patient harm, although it has received less attention. According to
the 2020 OECD report on the economics of patient safety, in the developed world, unsafe
health care claims the lives of 4 out of every 100 patients. More than 1 in 10 patients incur injury
due to safety lapses in their treatment.!>® This substandard healthcare is exacerbating the cost of
health services globally. Medical malpractices occur in all countries, with exceptionally high
intensity in low—and middle-income economies where the situation worsens.!* In those
countries, 10% of hospitalised patients acquire infection before their discharge compared to 7% in
the rest of the globe. For example, according to Forbes’ medical malpractice statistics, medical
malpractice has become a public health challenge in the United States.!®! It is estimated that
medical errors are responsible for about 251,000 deaths per year, making it the third leading cause
of death nationwide.'%? The statistics indicate that errors happen regularly, with about one-third of
care providers having been sued for malpractice, and preventable errors happen in 3% to 15% of
interventions. The frequency, severity, and mortality of medical malpractice create a significant
public health impact on the quality of healthcare and patient safety in the United States.'®

The forms of medical malpractice range from misdiagnosis, delayed diagnosis, failure of treatment
or transfer, surgical and anaesthesia errors, childbirth injury, and application of defective medical
devices to the lack of aftercare. The magnitude of medical malpractice cases has been minimised.
Only claims that are reported can be documented. Yet, it is hard to trace and find all the patient’s

157 Marco Bonetti et al., “An Analysis of the Number of Medical Malpractice Claims and Their Amounts,” PLoS ONE
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harm. Although it is an overlooked problem,'®* iatrogenesis or sequelae cases are enormous. It is
estimated that 15% of hospital activity and expenditure is incurred on direct sequelae due to
medical negligence and malpractice.'® This interprets the health systems’ waste of opportunity
cost.

The 1991 research by Harvard Medical Practice found that 3-4 per cent of medical admissions had
avoidable adverse events, while 1.7 per cent resulted in death.!®® Negligence was reported to
contribute significantly to the most severe adverse events. The release of the “To Err Is Human”
report helped raise public awareness by calling for action to minimise medical errors and improve
patient safety.'®” Yet, several studies highlighting the concern of medical mishaps came
afterwards. Several nations launched national agendas to avoid patient harm, and the International
Alliance for Patient Safety was founded in 2004 to make it a worldwide effort.

Darius and Seth attempted to estimate the financial consequences of medical malpractice liabilities
in the United States.!®® However, monetising the impact of medical negligence and malpractice
remain difficult. Still, unsafe health care has a significant indirect effect on nations' socio-
economic growth through slowing productivity. The OECD report on the economics of patient
safety estimates its social cost between US$1 and US$2 trillion annually. According to the report,
reducing patient injury would boost annual global economic growth by 0.7%, or more than US$29
trillion. 1%

Furthermore, health care providers may curtail some health service delivery due to the liability
costs associated with medical malpractice. For instance, surveys conducted in 2003 and 2004 in
Pennsylvania and Florida showed that 12% of specialised doctors restricted or eliminated high-
risk patients, while 3% of other doctors reported being inclined to follow suit.!”® Because of a
concern for liability expenses, high-risk instances are avoided, such as high-risk pregnancies and
back surgery, which cause high-risk people to become victims.

By citing the “To Err Is Human” report, the book “Patient Safety and Quality” discusses
several factors that can lead to medical malpractice if compromised, including medical staff
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communication, medical error reporting, and disclosure,'”! leadership and medication

management, and medical safety systems.!’”? Other factors include an improper and delayed
referral to secondary care, a medical personnel's lack of knowledge and abilities, and a flawed
medical process. All these elements contribute to three main issues: misdiagnosis, ineffective
treatments, and the absence of aftercare.

According to various studies, the culture of blame and punishment hinders healthcare professionals
from reporting their clinical errors.!”® Patients are the ones who typically report medical
malpractice, which is frequently underreported and unreported because of ignorance.!’
Significantly, it has been discovered that revealing medical malpractice benefits patients,
healthcare providers, medical organisations, and the healthcare system since it reduces patient

claims and promotes patient satisfaction.

Medical malpractice poses a threat to people’s lives. This development hindrance is far-reaching
as it affects patients, their communities, and the country. Indeed, it undermines countries' economic
growth by engaging extra health care services that would otherwise be provided to different
patients and health care costs. Besides, it establishes the health care system’s untrustworthiness to
the public.

4.2. Medical malpractice in Rwanda

Despite the Government of Rwanda’s efforts to advance the health system, some challenges
remain. The Auditor General has highlighted gaps in medical services on several occasions.!”
Medical malpractice and negligence cases have been documented in Rwandan courts several times,
following the actions or inactions of some healthcare providers' personnel, which have resulted in

iatrogenic injuries'’® and the premature deaths of many patients in Rwanda.

It has also been one of the sensitive topics in the media across the country. In 2021, this issue was
highlighted by the Rwandan Parliament’s Public Accounts Committee (PAC) for allegedly
impoverishing the government.

171 Razan Mansour et al., “Disclosure of Medical Errors: Physicians’ Knowledge, Attitudes and Practices (KAP) in an
Oncology Center,” BMC Medical Ethics 21, no. 1 (2020): 2—6, https://doi.org/10.1186/s12910-020-00513-2.

172 Ronda G Hughes, ed., Patient Safety and Quality: An Evidence-Based Handbook for Nurses (Rockville (MD),
2008).

173 Jessica Berthold, “Disclosing Medical Errors the Right Way,” ACP Internist, June 2014,
https://acpinternist.org/archives/2014/06/errors.htm.

174 Zhila Najafpour et al., “Nurses’ Decisions in Error Reporting and Disclosing Based on Error Scenarios: A Mixed-
Method Study,” Health Scope 10, no. 3 (2021): 67, https://doi.org/10.5812/jhealthscope.114868.

15 “Annual Audit Report for the Year Ended 30 June 2022” (Kigali, Rwanda, 2023), p. 53-57,
https://www.oag.gov.rw/fileadmin/REPORTS/Annual Audit Report 2022.pdf.

176 A damage of tissue or organ resulting from a medical procedure, pharmacotherapy, or other medical act that has
not adequately served its purpose.
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The findings show that the field of Obstetrics/Gynecology leads the complaint volumes in both
RMDC and NCNM. Although no publication exists for the number of medical malpractice cases
by specialty jurisdictions like Hungary and France, the Canadian Medical Protective Association
(CMPA) data indicate that obstetrics has been a leading source of medical-legal complaints and
lawsuits between 2015 and 2024, compared to other specialties.!”” Additionally, maternity care
(mostly obstetrics) accounts for a larger share of medical malpractice claims, at 13 percent in the
United Kingdom.!”® Furthermore, 59 percent of medico-legal cases in South Africa from 2009 to
2019 were obstetric in nature.!”’

While competent organs could not document many cases due to a lack of information and evidence,
a few instances with sufficient evidence have been successful in the Rwandan courts and have held
convicted medical providers liable.!®® Consequently, courts have held the Ministry of Health
(MINISANTE) and different health providers accountable for medical malpractice and negligence.
Among others, we can mention King Faisal Hospital, University Teaching Hospital of Kigali
(CHUK), University Teaching Hospital of Butare (CHUB), Rwanda Military Hospital, Byumba
District Hospital, Muhima Hospital, Kibagaba Hospital, and La Croix du Sud Hospital.

Various healthcare providers justify their unresponsiveness due to the Rwandan healthcare
system’s vulnerability, presenting some gaps that can contribute to the existing issues of
negligence and malpractice. One of the argued causes is that the training for medical professionals
is not in proportion to this rapidly growing sector, where the complexity of the medical sector’s
settings has left doctors in an unprecedented dilemma. Another point is that there is a shortage of
top-down planning in the healthcare system, where hospitals estimate the number of patients that
should be treated daily, leading to treatment in terms of a number rather than an individual patient’s
case. This affects the quality of care that a caregiver owes a patient. In addition, medical
professionals claim that their own rights are not respected, despite also having a duty to respect
the patient's rights.

Behind the medical training, some issues may potentially affect healthcare services in Rwanda.
For example, hospital structures could not be implemented due to various factors. There is a high
demand for medical personnel, particularly in public hospitals. Medical practitioners are still few.
For example, in 2018, Rwanda had 1,648 medical doctors, resulting in a doctor-to-population ratio
of one doctor per 7,465 people.'®! In 2019, there were 1,492 medical doctors, or one doctor per
8,294, and 0,134 doctors per 1,000 population.'®? Although these figures were estimated to reach

177 “Medico-Legal Risk: What Obstetricians Need to Know,” Canadian Medical Protective Association (Ottawa, June
2025), https://www.cmpa-acpm.ca/en/research-policy/know-your-risk/what-obstetricians-need-to-know.
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2024, https://www.independent.co.uk/news/health/nhs-negligence-maternity-care-legal-costs-b2587544.html.
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182 Ibid., p. ii.
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one doctor per 7,000 population in 2024, they are still below the health standards set by the Fourth
Sector Health Strategic Plan (HSSP IV).!83 Nurses work many hours due to backlogs, which can
also contribute to medical malpractice. This is generally combined with the shortage of medical
reagents and other equipment in various health centers in Rwanda. These issues are associated
with medical bureaucracy and the prolonged procurement process for medical equipment, which
bothers medical personnel. The shortage of salaries for medical practitioners is also on the list.

Besides, there is a fight between healthcare organisations and medical insurers. Doctors’ deeds go
with the will of the insurers and pharmacists. On various occasions, doctors require approval from
insurers to prescribe medicine to patients. Such approval undermines the doctors’ role. In other
words, a doctor will transfer a patient to the second care not because it is an appropriate option,
but by considering the power of money to ensure that the insurer will cover the bill for the medical
services undergone. Thus, medical clinics will choose to do less by accepting selected cases to
reduce the risk of closing their doors.

However, despite the health system’s vulnerability and other medical concerns, health providers
whose actions or inaction violate medical ethical principles and health services consumer safety
standards can be liable for medical malpractice or negligence in Rwanda.

4.2.1. Do medical malpractices keep accelerating?

The statistical data of medical malpractice complaints collected in both RMDC and NCNM do not
indicate an increase in malpractice case volume in Rwanda. However, other sources of
information, such as interviews, case law, and online repositories, also underscore that this increase
has been notable over the last decade. Such a rise has been associated with an increase in public
awareness of medical malpractices and patients’ rights.'8*

Medical malpractice is a growing problem worldwide.'®> Mary-Elizabeth Tumelty indicates that
there has been an increase in the volume of medical litigation following the birth injury case of
Dunne v National Maternity Hospital (1989), which established standards of care in medical
negligence claims.'®® This has been attributed to factors such as increased awareness of patients’

183 National Academies of Sciences, Engineering, and Medicine Evaluation of PEPFAR’s Contribution (2012-2017)
to Rwanda’s Human Resources for Health Program (2020) (Washington, DC: National Academies Press (US), 2020),
https://doi.org/10.17226/25687.
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2464822.
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Plaintiff and Medical Practitioner: Insights from Ireland,” Legal Studies 41, no. 4 (2021): 633-56,
https://doi.org/10.1017/1st.2021.20.
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rights, a strong emphasis on preventing the recurrence of medical malpractice incidents, and a
decline in public admiration for medical practitioners.'®’

Although there is no empirical research on the rise of medical malpractice incidents or lawsuits in
Rwanda, it is not spared. The literature underscores this increase and the need for urgent action in
Rwanda.'®® For example, between 2014 and 2016, reported cases of medical malpractice and
negligence rose sharply from 12 to 34 annually.'® This has some merit, as the current cost-benefit
standards in the health sector can create an imbalance and expose the industry to negligence and
malpractice. Besides, being linked to the morality of medical professionals may heighten the
problem. However, the following reasoning can also be factual in the current situation.

The decline of religious beliefs and the evolution of society that brought liberties and rights have
opened the eyes of society so that people can dare to hold healthcare providers accountable when
they are not satisfied with their services.!”® Previously, anything ‘medical’ was considered
trustworthy and respected, ultimately, unattackable. However, health care intervention slowly lost
its original public trust due to its growing monetisation character. This demands that the medical
sector balance the two rival things, profit maximisation, as any other business, and keeping medical
ethics for public trust.

Moreover, the rapid growth of science and technology has led to a remarkable change in health
service delivery, which demands further competencies and skills.!”! The advancement of science
and technology has made the medical profession a sophisticated field that contributes to the healing
of numerous previously incurable diseases. Still, it has also exposed it to many errors. In this light,
it is not recommended that medical professionals adopt procedures that involve fewer risks and a
higher chance of failure. Instead, they are compelled to adopt practices that involve higher risks,
but honestly, they believe they increase the chances of patients’ recovery. In doing so, the health
professional’s lack of updated knowledge and skills or any slight mistake results in patient harm.
Thus, continuous medical training is inevitable to safeguard patient safety.

Nonetheless, the misunderstanding between the public and the healthcare system is another
concern leading to confrontations. It has always been hard to bridge people’s expectations and the
reality of what healthcare can deliver. Neither the public nor medical professionals are willing to
understand each other. As the public contributes to health care, they also value money, similar to
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people's daily purchases.!®> These higher expectations could be irrational, leading to blame on the
health professionals if they have been compromised.

4.3.Forms of medical malpractice in Rwanda

The findings further show that forms of malpractice include diagnostic errors, wrong-site
surgeries, and documentation failures, as well as maternal, neonatal injuries, and death in obstetrics
and pediatrics, respectively, emerging as high-risk areas. In addition, the assessed case laws have
also revealed additional forms such as medication errors, lapse of attention, and defective drug
supply.

Frequent forms of malpractice include diagnostic errors, medication errors, wrong-site surgeries,
maternal and neonatal injuries and deaths, postoperative care and monitoring, documentation
lapses, and breaches of informed consent.

There was a case at CHUK in which the hospital was sued for carrying out
surgery on the wrong kidney. The case was settled out of court. ... The [nurse]
did not remove the tourniquet that was tied to a child patient’s arm while tracing
veins for blood (specimen) collection. So, the young patient and her parents
thought it was part of the treatment and left it overnight. The following morning,
the child’s hand had been paralyzed due to a lack of blood and was
amputated.’®’

As exemplified above, cases include hand amputation following tourniquet oversight that took
place at MUNINI Hospital and wrong kidney surgery at CHUK. Additionally, other illustrative
case examples entail anaesthesia-induced coma that leads to end-of-life disputes and misdiagnoses
that necessitate corrective treatment abroad. These and other cases have been attributed to
inappropriate treatment plans and deficiencies in communication skills.

Before exploring each form of medical malpractice, the following discussion presents quantitative
findings from data collected from RMDC and NCNM. The charts reflect data in tables. Tables
and charts are organised into three categories: data by specialty, data by status, and data by
frequency.

From data analysis, obstetrics and pediatrics emerge as high-risk areas, as shown in both Figure 1
and Figure 2, presenting RMDC and NCNM complaints by specialty. Internal medicine follows in
RMDOC, although it does not present any concern in the scope of nurses’ and midwives’ practice,
as shown in Figure 2. Surgery is another area that needs attention under both councils, as they

192 Povl Riis, “Medical Negligence,” World Health Forum, 1996. p. 217.
193 Spenser Bugingo (Rwanda FDA Legal Analyst), Kigali FDA headquarters, interview on medical malpractice in
Rwanda with the author, April 28, 2025, transcript., n.d.
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present relatively high malpractice incidents following internal medicine in RMDC and pediatrics
in NCNM.

Table 2. RMDC cases by specialty (2016—2022)

Specialty Count Share (%)
Obstetrics/Gynecology 60 59.4
Internal medicine 12 11.9
Surgery 11 10.9
Pediatrics 8 7.9
Anesthesiology 4 4.0
Ethical 4 4.0

Ear, Nose, & Throat 1 1.0
Ophthalmology 1 1.0

Table 3. NCNM complaints by specialty and year (2021-2024)

Specialty 2021 2022 2023 2024 Total
Obstetrics/Gynecology 12 11 13 5 41
Surgery 0 1 0 2 3
Internal medicine 0 0 0 0 0
Pediatrics 2 0 2 4 8
Anesthesiology 0 0 0 0 0
Other areas 2 2 1 2 7
TOTAL 16 14 16 13 59

According to the data provided, 27 malpractice complaints from RMC have been pending for over
two years as of March 2022. The cited cause of that delay includes investigation disruptions due
to COVID-19. Besides, 4 cases were pending over the year 2025 due to investigation disruption
resulting from a shortage of human resources (investigation team).

Table 4. Distribution of RMDC complaints by status

Status Count Percent (%)
Closed cases 63 62.4
Pending cases 21 20.8
Pending in PCC 11 10.9
Ongoing investigation 6 59
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The analysis of data from both RMDC and NCNM on the number of received medical malpractice
complaints from March 2016 to March 2022 reveals that RMDC received approximately 17.5
cases per year, and NCNM received approximately 18 cases per year.

The following discussion dives into various forms of medical malpractice in Rwanda and presents
each category through relevant case summaries that are relevant to the form under discussion.
These summaries are mainly drawn from specific judgements rendered by Rwandan courts and
were selected to exemplify the malpractice forms under this discussion.

The following discussion dives into various forms of medical malpractice in Rwanda and presents
each category through relevant case summaries that are relevant to the form under discussion.
These summaries are mainly drawn from specific judgements rendered by Rwandan courts and
were selected to exemplify the malpractice forms under this discussion.

4.3.1. Medication error

According to WHO, medication error refers to failures in the treatment process, which reduces the
probability of timely and effective treatment outcomes, thereby increasing the risk of patient harm
resulting from the medicines and prescription contravening the generally accepted practice.!® The
National Coordinating Council for Medication Error Reporting and Prevention (NCC MERP)
defines it as “any preventable event that may cause or lead to inappropriate medication use or
patient harm while the medication is in the control of the healthcare professional, patient, or
consumer”.'”> Medication errors constitute one of the most common forms of medical malpractice
and are associated with a variety of adverse consequences, including physical injury, psychological
distress, and economic burden for the affected patient or family.

A medication error occurs when a patient or health care seeker receives incorrect medication,
inappropriate dosage, or an unsuitable administration route. The literature reveals that medication
errors can also involve nurses providing medications without a physician’s order, improper
documentation, and improper administration technique, wrong time, or wrong dosage.!”® A
medication error could also result from drug administration without considering the known
interactions or patient-specific allergies, resulting in harm.'®’

194 Abdul Mondul and Mei Kong, Medication Error:Technical Series on Safer Primary Care, Patient Safety: A Case-
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Medication errors are categorised into three types: improper dosage, incorrect prescription, or
improper administration.!”® Improper dosage refers to administering a medication in unauthorized
doses, either too much or too little, which can affect the medication’s effectiveness and safety for
the patient. Improper prescription can also include recommending unintended medication or the
wrong medication, which can lead to patient harm and potential treatment failure. Improper drug
administration encompasses a range of errors, including administering medication prematurely or
belatedly, administering the drug to the wrong patient, or using the wrong route of administration,
such as intravenous (IV) delivery instead of intramuscular (IM) routes. One example is dispensing
instruction errors, in which a pharmacist incorrectly labels a medication as an IV medication even
though the prescription clearly states IM administration. Once this is dispensed, the nursing staff
may administer the medication incorrectly and potentially endanger the patient’s safety. This error
may come from a physician’s erroneous prescription. Nonetheless, as the final checkpoint in the
medication process, pharmacists have a professional and ethical responsibility to complete the
necessary checks thorough verification and detect such discrepancies before dispensing. The
obligation of physicians and pharmacists to care is also extended to clarify prescriptions that are
vague or represent potential risks. This may include instances where the prescribed route is
contrary to what would usually be expected or not indicated. The failure to recommend or clarify
in these situations may constitute professional negligence or medical malpractice.

Additionally, misreading handwritten prescriptions, communication breakdowns between
healthcare providers, and similar drug names known as look-alike sound-alike drugs (LASA) could
lead to medication errors. Various factors, such as inadequate training, fatigue, distraction,
interruptions during medication administration, poor communication, and LASA, could lead to
medication errors.

Unlike other forms of medical malpractice, medication errors can occur at various stages of the
medication management process, including transcription, dispensing, administration, monitoring,
and documentation.'*® Thus, responsibility may extend beyond the prescribing physician to include
the pharmacist who dispenses the improper dosage or the nurses who administer the incorrect dose

to the patient,??’ even the systemic error that fails to implement adequate safety protocols.

In Rwanda, despite concerted efforts by the Government—particularly through the Rwanda Food
and Drugs Authority (Rwanda FDA)—to mitigate medication errors via initiatives such as the
national pharmacovigilance system, professional training programs and structured reporting
mechanisms for adverse drug reactions (ADRs), and adverse events following immunisation
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(AEFI), studies indicate that medication errors are common particularly in the highly pressured
areas including neonatal and pediatric units.?’!

The case of Kamatenesi Jovia v. King Faisal Hospital exemplifies a critical instance of medication
error within the Rwandan healthcare system and illustrates how the judiciary addressed the issue
to ensure justice for the affected patient.

4.3.1.1.Kamatenesi Jovia v. King Faisal Hospital
Ms. Kamatenesi Jovia, an expectant woman, sought medical care at King Faisal Hospital (KFH) in
Kigali. During the course of her treatment, she was allegedly administered an excessive dose of
Cytotec, resulting in a ruptured uterus, the loss of her fetus, and permanent physical injuries,
including the removal of one fallopian tube and one ovary. In response to these events, Ms.
Kamatenesi initiated legal proceedings seeking compensation for the harm suffered.

The Intermediate Court of Gasabo found King Faisal Hospital liable for negligence and
ordered SONARWA, the Hospital’s insurer, to pay RWF 50 million in damages.?*?> Against this
decision, both KFH and SONARWA appealed to the High Court, which upheld the lower Court’s
ruling on April 21, 2017. In their appeal, the Hospital argued that liability should lie with the
attending physician or that the incident constituted an unforeseeable accident. Still, the Court found
KFH negligent for administering a third dose of Cytotec, which caused the uterine rupture as
corroborated by the established medical teams’ reports of May 20, 2015, and October 25, 2015.
The High Court ruled in favour of Ms. Kamatenesi by ordering SONARWA to pay RWF 20
million as per the insurance contract limit, and KFH to pay the remaining sum of RWF 30 million.
KFH was also ordered to pay RWF 600,000 to Ms. Kamatenesi Jovia for being forced into
prolonged litigation. Dr. Muganda John was also awarded RWF 1,200,000 for being wrongly
involved in the litigation.?%

Following a further appeal by KFH, the Supreme Court issued a ruling on February 16, 2018,
ordering King Faisal Hospital to pay additional compensation to both Ms. Kamatenesi and Dr.
Muganda on the basis that the appeal lacked merit, as KFH had exhausted all available remedies.

Subsequently, Ms. Kamatenesi sought enforcement of the Supreme Court’s judgment. In response,
KFH claimed it was unable to fulfil the payment because its assets had been transferred to Oshen
Health Care Rwanda and debts to the Government of Rwanda. However, the Supreme Court ruled
that KFH remains legally responsible for the judgment and should execute it within one month,
and that Oshen Health Care was not part of the case. In this ruling, the Court awarded Ms.
Kamatenesi RWF 800,000 for legal costs and follow-up.?%*
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4.3.1.2.Prosecutor v. Dr. MUGEMANSHURO Alfred and Another

On May 3, 2024, the Intermediate Court of Nyarugenge presided over the appellate-level criminal
case against two medical doctors, Dr. Ntahonkirye Gasapard and Dr. Mugemanshuro Alfred; this
case emanated from a previous criminal case ruled on December 9, 2022, by the Primary Court of
Kicukiro.?®> During the December 2022 ruling, two medical doctors from BAHO International
Hospital (BIH) -- Dr. Mugemanshuro Alfred and Dr. Ntahonkirye Alfred -- were charged with
involuntary manslaughter in connection with Article 111 of the Law No. 8/2018 of August 30,
2018, that determines offenses and penalties in general. This case arose as a result of the death of
its 54-year-old female patient, Kamanzi Ngwinondebe Chantal, who was admitted to BAHO
International Hospital (BIH) on November 9, 2021, for the removal of an intrauterine device (IUD)
from her body after the hospital’s management issued an apology in response to public complaints
about poor facility/customer care.

The autopsy report concerning the patient’s death indicated a cause of death resulting from hypoxia
after laryngospasm, due to anaesthesia. Although the physicians had proceeded normally, upon
consultation, to attempt the removal, they chose hysteroscopy as an alternate method of removal
based on the circumstances surrounding not only the surgery, but also additional issues involving
oxygen shortages during the procedure and not having any of the medications that should have
been available (e.g., adrenaline). However, despite testimonies concerning these issues, the
appellate Court did not thoroughly investigate what caused the hypoxia or whether the clinical
protocols were adequately followed. In the end, the Court ruled in favour of the accused by
reaffirming the previous judgment made by the Primary Court of Kicukiro.?? Despite the request
for compensation related to Chantal’s death, the plaintiffs could not receive any compensation, as
this could only be based on the conviction of the accused. This is due to the fact that Rwanda uses
a fault system to gain compensation for harm.

4.3.1.3.Juvenal Habyarimana v. Kibagabaga Hospital
In 2017, Mr. Juvenal Habyarimana's wife was admitted to Kibagabaga Hospital to deliver a child.
During the cesarean section, it was medically mismanaged when Ms. Elise Mukarukundo of the
hospital staff inappropriately administered a fatal medication to the patient. Due to that error, the
patient experienced a severe and irreversible brain injury that resulted in a coma of roughly one
and a half years. After the incident, Mr. Habyarimana brought a civil action against Kibagabaga
Hospital. The case was first filed at the Primary Court of Kibagabaga, where it did not go the way
of the plaintiff, which led to an appeal in the Intermediate Court of Gasabo. The court's decision
in July 2019 overturned the prior decision and positively ruled on the case brought by Mr.
Habyarimana. At this point, the case was implicated as a criminal matter. Ms. Mukarukundo was
found guilty of involuntary manslaughter based on the findings of the Rwanda Medical and Dental
Council (RMDC) investigation report. The RMDC concluded the brain damage was caused by the
alleged metabolic error, which caused a lack of oxygenation during the medical procedure. In its
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final judgment, the court ordered Ms. Mukarukundo to pay damages of RWF 500,000.
Subsequently, Gasabo District, which oversees the administration of Kibagabaga Hospital, was
held liable for institutional negligence and ordered to pay RWF 20 million in compensation. The
ruling emphasised the district’s failure to exercise due diligence, which contributed significantly
to the fatal outcome.?"’

The discussed cases of Kamatenesi Jovia’s suffered injuries at King Faisal Hospital, death of
Kamanzi Ngwinondebe Chantal at BAHO International Hospital, and the death of the spouse of
Juvenal Habyarimana at Kibagabaga hospital underscore the potential harm and irreversible
consequences associated with medication errors in clinical practice. These errors resulted in
significant harm to the patient, including loss of life, illustrating how serious these errors impact
healthcare delivery.

In addition, each case resulted in litigation and financial compensation, while also inflicting
reputational damage on the respective healthcare institutions. For instance, the case involving Ms.
Ngwinondebe prompted the temporary closure of BAHO International Hospital during the
investigation phase, reflecting the broader institutional impact of clinical negligence.

4.3.2. Neonatal injury or death during childbirth

Neonatal injury and death during childbirth remain a pressing global issue in maternal and child
health, with profound implications for families and healthcare systems. While complications such
as birth asphyxia, trauma, infections,?”® and congenital anomalies can happen naturally,?* many
cases are preventable and often result from clinical errors, delayed interventions, and inadequate
care—key indicators of medical malpractice and professional negligence. Research shows that
timely access to skilled birth attendants and emergency obstetric care could prevent many of these
deaths.?!% In 2022, an estimated 2.3 million newborns died globally, with nearly half of under-five
deaths occurring in the neonatal period.?!! Sub-Saharan Africa faces particularly high rates,
averaging 27 deaths per 1,000 live births.?!'> In Rwanda, birth asphyxia and delivery-related
injuries are the most common causes of neonatal mortality.?!* These outcomes reflect systemic
gaps in clinical standards, accountability, and CPD, which must be addressed to reduce preventable
harm and avoid legal and ethical consequences.
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Failing to provide adequate neonatal care constitutes medical negligence and can lead to lawsuits
against healthcare providers. The following cases show how Rwandan courts have handled such
incidents and the role of judicial remedies in addressing medical liability.

4.3.2.1.Mbareba vs. King Faisal Hospital Rwanda Ltd

This is a wrongful birth case where Mbareba Geofrey filed on behalf of his child, Muhinda
Mbareba Allan, who was born with a disability caused by medical negligence by King Faisal
Hospital’s medical staff. In this case, MBABAZI Anet, the mother of Muhinda Mbareba Allan,
visited the hospital on January 8, 2015, for prenatal diagnostics and counseling under Dr. Manzi,
who recommended she return after four days on January 12, 2015, for a C-section. However,
before that date, she experienced signs that labor was imminent and returned directly to the hospital
on January 10, 2015, at 09:20 A.M. Although she completed all preliminary requirements,
including payments, and notified the medical staff that she was not in natural labor, they ignored
this and told her to wait for natural labor. They realised that this plan was no longer feasible around
15:00, prompting them to call Dr. Muganda Rwibasira John, an obstetrician and gynecologist at
King Faisal Hospital, who arrived at 16:45. From that point, Anet was directed to the operating
room, from which she emerged around 07:00 the next day (January 11, 2015), and was informed
that the baby had been taken to the intensive care unit due to fetal distress. Since then, the child’s
condition has been traumatic. According to the medical report, the baby suffers from uncontrolled
epilepsy, bilateral lesions in grey and white matter (a form of brain damage), lack of proper brain
growth (encephalomalacia), thin bones due to lack of sunlight (clinical features of rickets), and
signs of upper airway obstruction. This disability requires lifelong care.

The RMDC report from February 14, 2016, with reference No. 030/RMD/2016, indicated that the
hospital’s negligence caused the child’s condition. The Ministry of Health (MINISANTE) then
advised the hospital to cooperate with the child's family to resolve the matter outside of Court to
protect the hospital's reputation and prevent loss. However, the hospital did not follow this advice,
citing a lack of cooperation from SONARWA General Insurance Company Ltd., as stated in their
letter dated March 20, 2018, responding to MINISANTE.

Following these incidents, Mbareba Allan’s parents filed a lawsuit against King Faisal Hospital
Rwanda Ltd. in the Intermediate Court of Gasabo, claiming that negligence resulted in the birth of
a child with a preventable disability. The Court ruled in favour of the child, awarding 125 million
Rwandan francs in compensation, of which 20 million was to be paid by SONARWA General
Insurance Company Ltd. The hospital was also responsible for the Court's and the attorney's fees.

King Faisal Hospital filed an appeal with the High Court contesting the judgment issued by the
Intermediate Court of Gasabo. In its ruling of June 18, 2024, the High Court amended the original
decision by reducing the awarded compensation amount from RWF 125 million to RWF 70
million. In addition, the Court allocated RWF 3,770,000 for recovery costs as well as advocate and
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court fees.?!* Despite the amendment of the decision, SONARWA General Insurance Company
Ltd remained obligated to pay RWF 20 million, which is the insured amount that should be covered
under its insurance policy.

4.3.2.2. NSABIMANA Etienne et. al. v. MINISANTE
On July 11, 2015, Mr. Nsabimana Etienne accompanied his spouse, Mrs. Akayezu Gisele, to
Masaka Hospital for childbirth. Mrs. Akayezu, a gravida 2 mother—indicating her second
pregnancy—had previously undergone a cesarean section. Despite her repeated requests for
medical attention, she remained unattended throughout the day.

On the following day, a physician informed her that the fetus no longer exhibited cardiac activity.
Nevertheless, no medical intervention was provided. On July 13, 2015, the attending physician
issued an apology to Mr. Nsabimana, confirming the infant’s death and acknowledging a critical
error during labour. The mishandling of the delivery resulted in severe cranial trauma, with the
infant’s brain protruding from the skull. This traumatic event led to significant psychological
distress and severe depression in the mother.

Upon request by the MINISANTE, on February 20, 2017, the RMDC concluded that the incident
was the result of professional negligence by Dr. Ndikumwenayo Guide and Mr. Nimpaye Donald.
Following an extended period without resolution, and having lost confidence in MINISANTE’s
assurances to address the matter, Mr. Nsabimana and Mrs. Akayezu filed a petition with the
Nyarugenge Intermediate Court on February 18, 2022, seeking legal redress and compensation.
Although a letter dated November 3, 2015, had indicated that their case had been referred to
RMDC and NCNM, no agreement had been reached between the claimants and MINISANTE by
February 22, 2027.

After the judicial process, Nyarugenge Intermediate Court ruled in favour of the claimants,
awarding them RWF 10 million in moral damages, RWF 600,000 to cover burial expenses, and an
additional RWF 620,000 for court fees and other recoverable costs. The compensation awarded by
the Nyarugenge Intermediate Court was granted following the appreciation of the Court and in
alignment with the precedent. Specifically, the Court referenced the precedent set in Kabayijuka
v. The Government of Rwanda, wherein the Supreme Court of Rwanda, on December 19, 2014,
held that in cases where claimants are unable to provide precise evidence of the financial
expenditures incurred due to the harm suffered, yet it is evident that such harm necessitated
remedial expenses, compensation should be awarded “ex aequo et bono ”—that is, in equity and
good conscience—with an amount deemed appropriate by the Court. 2!

4.3.3. Maternal injury or fatality
Maternal injury or death is a major global public health issue with serious consequences. Maternal
injury refers to physical or psychological harm a woman experiences during pregnancy, labour, or

214 King Faisal Hospital Ltd Rwanda v. Mbareba Geofrey et. al., RCA 00094/2023/HC/KIG- CMB RCA
00108/2023/HC/KIG (2024).
215 Kabayijuka v. The Government of Rwanda, RADA 0054/12/CS (2014).
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the postpartum period, resulting from obstetric complications arising from labour, delivery,
inadequate care, pre-existing conditions of the expectant mother, or medical interventions. While
maternal psychological injuries include postpartum depression or anxiety, birth trauma/PTSD,
maternal physical injuries encompass perineal tears, uterine or cervical injuries, pelvic floor
damage, obstetric fistula, haemorrhage, postpartum infections, and nerve injuries.

Besides, maternal death is also another health threat to mothers. WHO defines maternal death as
“the death of a woman during pregnancy or within six weeks of its termination due to
complications directly or indirectly related to pregnancy.” In 2023 alone, over 260,000 women
died from preventable causes associated with pregnancy and childbirth.2!® About 70% of these
deaths occurred in Sub-Saharan Africa, where Rwanda is located.?!” Thus, both maternal injuries
and deaths constitute a significant concern in clinical practice and public health due to their effects
on maternal morbidity and mortality.

Despite the Government’s efforts in setting a convenient environment for expectant mothers,
preventing the causes of maternal injuries or deaths, Rwanda still faces constraints that enable the
prevalence of the problem. For example, the maternal mortality ratio was estimated at 229 deaths
per 100,000 live births. These figures remain a health concern, while most of those deaths are
linked to preventable causes such as lack of timely access to skilled obstetric care, insufficient
emergency response systems, and gaps in clinical practice.

The leading causes of maternal injuries and deaths in Rwanda include postpartum hemorrhage
(PPH),?!82!9 often linked to uterine atony, tears, or post-cesarean complications, and sepsis,*°
resulting from infections post-delivery or post-cesarean. In addition, obstetric fistula is another
prevalent maternal injury in Rwanda resulting from prolonged labour, leading to incontinence and
social stigma.??! Hypertensive disorder resulting from undiagnosed or untreated conditions is
another cause.??? Additionally, pelvic floor damage, uterine or cervical injuries,??* In complicated
deliveries or interventions like C-sections, they also contribute to maternal injuries.??*

216 WHO, “Maternal Mortality,” April 2025, https://www.who.int/news-room/fact-sheets/detail/maternal-mortality.
27 WHO.

218 Eugene Ngoga, “Maternal Health in Rwanda,” International Federation of Gynecology and Obstetrics, December
2019, https://www.figo.org/news/maternal-health-rwanda.

219 Felix Sayinzoga et al., “Maternal Death Audit in Rwanda 2009-2013: A Nationwide Facility-Based Retrospective
Cohort Study,” BMJ Open 6, no. 1 (2016): 3, https://doi.org/10.1136/bmjopen-2015-009734.

220 Stephen Rulisa et al., “Causes of Maternal Mortality in Rwanda, 2017-2019,” Obstetrics and Gynecology 138, no.
4 (October 1, 2021): 552-56, https://doi.org/10.1097/A0G.0000000000004534.

221 UNFPA, “Maternal Health,” accessed August 20, 2025, https://rwanda.unfpa.org/en/topics/maternal-health-22.
222 Rulisa et al., “Causes of Maternal Mortality in Rwanda, 2017-2019.”

223 Sayinzoga et al., “Maternal Death Audit in Rwanda 2009-2013: A Nationwide Facility-Based Retrospective Cohort
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224 Sayinzoga et al., p.3.
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Psychological injuries such as postpartum depression, trauma, and birth trauma have also been

reported in Rwanda.??>22¢

High parity or lack of skilled birth attendants,??”??® and substandard care,’* have been the main
factors contributing to those injuries and deaths. To tackle this challenge, the WHO ascertains that
timely interventions of skilled birth attendants in well-equipped settings could prevent most
maternal injuries and deaths.”*® However, proper prenatal care can play a significant role in
preventing maternal injuries or deaths. The following snippet explains the matter.

Missing supplies, lack of staff, poor patient-provider interaction and suboptimal
treatment, as described in the women’s narratives, were identified as main
barriers to an optimal care encounter. Repeated care-seeking occurred because
women had either been misdiagnosed, received incomplete care, discharged too
early, or received inappropriate treatment altogether. These were identified
among women both in the early and late stages of pregnancy, and appeared to
have contributed to some of the near-miss events. [...] Most women with a near-
miss in late pregnancy had attended one antenatal check-up, but only a few had
attended more than once. Several reported that healthcare providers had not
been engaged in dealing with their symptoms or health concerns.
Retrospectively, they believed their problems could have been avoided had the
providers paid more attention and informed them of potential complications.
This was especially apparent among women with hypertensive disorder. Their
early signs were missed in consultations, misdiagnosed or not taken seriously,
even though women had repeatedly sought advice at the health center. One
woman explained: “When [ went to the health center for the antenatal check-up,
they always told me I had no problem. They said I should not work so hard and

gave me pain killers whenever I complained of pain”.*!

Maternal injury cases that have been recorded, such as uterine rupture, vaginal tears, and excessive
bleeding, resulted from a lack of skilled birth attendants and substandard care, which are classified
as medical negligence. The aforementioned case of Kamatenesi Jovia v. King Faisal Hospital

225 Aimable Nkurunziza et al., “Integrating Trauma - and Violence - Informed Care in Perinatal Services to Support
Adolescent Mothers in Low and Middle - Income Countries: A Call to Action,” Discover Public Health, 2024,
https://doi.org/10.1186/s12982-024-00313-8.

226 Jessica Péafs et al., “Beyond the Numbers of Maternal Near-Miss in Rwanda - a Qualitative Study on Women’s
Perspectives on Access and Experiences of Care in Early and Late Stage of Pregnancy,” BMC Pregnancy and
Childbirth 16, no. 1 (2016): 6, https://doi.org/10.1186/s12884-016-1051-4.

227 Péfs et al., p. 8.

228 UNFPA, “UNFPA ESARO | A Transformative Journey to Reach Zero Preventable Maternal Deaths in Rwanda,”
February 2024, https://esaro.unfpa.org/en/news/transformative-journey-reach-zero-preventable-maternal-deaths-
rwanda.

22 Sayinzoga et al., “Maternal Death Audit in Rwanda 2009-2013: A Nationwide Facility-Based Retrospective Cohort
Study.”

230 “Maternal Health,” accessed August 19, 2025, https://www.who.int/health-topics/maternal-health#tab=tab 1.
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exemplifies maternal injury. In this incident, Ms. Kamatenesi suffered a ruptured uterus, the loss
of her fetus, and permanent physical injuries, including the removal of one fallopian tube and one
ovary during her labour. Besides, the following case summaries of Nyirabatesi Laurence v. King
Faisal Hospital and NIYONSENGA Pierre Celestin v. MNISANTE underscore the importance of
timely and specialised medical intervention in high-risk obstetric cases and how the Rwandan
Courts can hold healthcare institutions responsible not only for the actions of their staff but also
for systemic failures in assigning qualified personnel and ensuring proper care protocols.

4.3.3.1.Nyirabatesi Laurence v. King Faisal Hospital
In November 2003, Nyirabatesi Laurence was admitted to King Faisal Hospital (KFH) for
maternity care. Despite her previously documented history of cesarean deliveries, she was not
operated on right away upon arrival. Instead, she was put into prolonged labour and then operated
on late at night by one of the general practitioners (GPs) at the hospital, Dr. Ndagije Félix—
believed to be the only doctor available despite the previous specialist monitoring her pregnancy.

Ms. Nyirabatesi Laurence subsequently sued King Faisal Hospital (KFH) for medical negligence
during her childbirth in November 2003. She claimed that the delay in performing a C-section and
being operated on by a GP instead of a specialist led to serious complications, including the
formation of a vesico-vaginal fistula (VVF) (which, in layman’s terms, means that Ms. Nyirabatesi
had uncontrollable urinary leakage). In addition, she had permanent reproductive damage and
social dispossession, including the breakdown of her marriage and marital relationship.

The gaps in the standard of medical care led to further legal action from Ms. Nyirabatesi in the
Gasabo Intermediate Court, with the court finding KFH liable for negligence. The court was served
expert medical opinion confirming that the surgical error and blood loss, which led to the VVF,
took place during the delayed cesarean section. Ms. Nyirabatesi was awarded RWF 20 million in
damages and RWF 800,000 for her recovery costs on March 8, 2012.232

On November 1, 2013, the High Court heard the Hospital’s appeal and subsequently dismissed the
case on jurisdictional grounds. In its holding, the Court stated that the case should have been
submitted to the administrative chamber because the Hospital was a public hospital as defined by
the Rwanda Biomedical Centre (RBC).>*

Ms. Nyirabatesi filed an appeal with the Supreme Court against the High Court ruling. During the
period of judicial reforms, the case was moved to the Court of Appeal, which made the final
determination of the appeal on July 19, 2019.%** The court found KFH had not exercised due
diligence in delaying the C-section, despite Nyirabatesi’s previous surgical deliveries and known
high-risk condition. The Court found surgery was performed by a general practitioner who was
not accredited and was not Nyirabatesi’s qualified specialist, who was monitoring the pregnancy,
which was a breach of professional standards. Expert evidence corroborated that the bladder injury

232 Nyirabatesi Laurence v. King Faisal Hospital, RC 0290/09/TGI/GSBO (2012).
233 Nyirabatesi Laurence v. King Faisal Hospital, RCA 0187/12/HC/KIG (2013).
234 Nyirabatesi Laurence v. King Faisal Hospital, RCAA 00073/2018/CA.
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(which caused the fistula) was probably the result of surgical error and lack of experience. The
Court found KFH to be vicariously and corporately liable for the conduct of its staff and for failing
to provide appropriate medical personnel and timely medical intervention. The Court found in
favour of Ms. Nyirabatesi Laurence and overturned the High Court's finding, reinstating the
hospital's liability. The Court awarded RWF 28 million of compensation to Nyirabatesi for
physical pain, emotional suffering, and permanent injury. In addition to the court fees arising from
the appeal, which KFH was directed to pay directly to Nyirabatesi, the Court awarded Nyirabatesi
RWEF 2 million for costs and attorneys’ fees.

4.3.3.2. Ms. NIYIMUBONA Nadia’s incident at Muhima Hospital

On September 21, 2016, Ms. NIYIMUBONA Nadia, an expectant mother for her first pregnancy,
was referred to Muhima Hospital because of High blood pressure and a big baby (Fetal
macrosomia). Medical intervention to prevent the risk to the mother and baby should have been
undertaken when the medical staff showed signs of fetal distress (e.g., abnormal heart rate) after
observing for one day. After the medical staff delayed surgery for three days, the baby was lost. In
addition to the loss of the baby, the hospital's medical staff damaged the uterus in performing this
process, which resulted in a hysterectomy, or the surgical removal of the woman’s womb.

On September 5, 2017, after her indicated sufferings, NIYIMUBONA Nadia requested
compensation from the Ministry of Health (MINISANTE). The Ministry of Health
(MINISANTE), based on the RMDC’s report Ref:161/RMDC/2017, dated August 16, 2017
engaged in negotiations to reach an amicable termination and acknowledged the legal issues raised
from the infraction of doctors and medical staff of the institution, who should have sanctioned
optimal medical services respectively, which led to the loss of the child and to the inability to have
any children. The report specifically outlined that Ms. NITYIMUBONA Nadia would have received
attention in a timely and prompt manner, and undertaken a timely caesarean section as well. The
initial meeting of the committee in charge of out-of-court settlement determined that Ms.
Niyimubona was entitled to reasonable compensation. However, her requested amounts were
considered excessive and difficult to justify. A subsequent committee meeting was scheduled to
negotiate the appropriate compensation amount.

MINISANTE challenged the total amount claimed for “moral prejudice” and
“biological/physiological prejudice.” For “moral prejudice,” including suffering from
mistreatment and suffering for the loss of the first child, MINISANTE contended that there were
no intentional elements to the incidents, meaning that there was no active intent by the physicians
to harm or mistreat the patient. Nevertheless, on January 25, 2018, recognising that practising
medicine comes with risks, MINISANTE made a compensatory payment of RWF 5 million for
the loss of the child resulting from negligence. As to “biological/physiological prejudice,” which
covered the inability to have any children due to the hysterectomy, MINISANTE argued that the
hysterectomy was a saving lives, albeit chance that she had a permanent inability to have children,
there is no limit to happiness as it is not tied to children, and made a counter-offer of RWF 5
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million citing other cases whereby the physician had no consent to a medical procedure, and the
claimants were compensated for organ removal.

As to “economic prejudice,” MINISANTE argued that Ms. NIYIMUBONA Nadia was not
rendered permanently disabled as to prevent her from working or not being able to earn a living
less than prior to negligence. As such, MINISANTE rejected the claim for economic loss. In the
end, MINISANTE contended that Ms. NIYIMUBONA Nadia should receive a total amount of
RWF 10 million.

4.3.3.3.NIYONSENGA Pierre Celestin v. MNISANTE

On October 16, 2015, Ms. NIKUZE Aloysia UMULISA was referred to Rwinkwavu Hospital for
child labor. She had a C-section; however, during the operation, she bled heavily and suffered from
hypovolemic shock secondary to uterine atony or inadequate closure of the uterine wall since the
operation was done in torchlight due to the absence of fuel in the generator, as the power was cut.
On top of that, the blood bank of the hospital was out of blood, hence the transfer of the patient to
CHUK was done at a very late time, which made her die on the way. In the report by RMDC dated
October 14, 2016, it was indicated that this death was preventable.

Following this incident, the spouse of the late Ms. NIKUZE Aloysia UMULISA, Mr.
NIYONSENGA Pierre Celestin, approached the Ministry of Health, as Rwinkwavu Hospital is a
public health facility without legal personality, seeking compensation. Subsequently, the Minister
of Health at the time requested the Ministry of Justice (MINIJUST) to open the transaction process
instead of court proceedings due to the serious grounds of medical liability conviction. This was
done in accordance with the Prime Minister’s instructions No. 005/03 of 16/12/2015 governing
the organization and functioning of the committee in charge of out-of-court settlement. In
November 2016, the committee, made up of the Permanent Secretary of MINIJUST, the
Permanent Secretary of the Ministry of Infrastructure (MININFRA), the Permanent Secretary of
MINECOFIN, the Permanent Secretary of the Ministry of Internal Security, and a State Attorney
appointed by the MINIJUST, granted RWF 35 million for economic prejudice. This amount was
calculated based on the remaining years in the workforce before retirement of the deceased
Aloysia, which would be 35 years by multiplying by 12 (the 12 months of one year), presuming
that RWF 75,000 was the minimum monthly income of every person engaged in the workforce, as
decided by the Supreme Court of Rwanda in its precedents.

In addition to these damages, professional and administrative sanctions were imposed on
employees suspected of professional malpractice and negligence following the RMDC and NCNM
joint investigation.

4.3.4. Surgical error
Surgery is one of the most essential procedures for saving lives and one of the most error-prone
areas in healthcare, despite its requirement for highly trained healthcare professionals and robust
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infrastructure. The surgery error could result from human factors or systemic deficiencies.?*® Yet,
the literature indicates that preventable human performance deficiencies contribute to
approximately half of all incidents that occur.?*®

Surgical error, also known as perioperative error, is defined as unintended or preventable harm
that occurs during the perioperative period but is not recognised as an inherent risk or an acceptable
risk of the procedure. It should be emphasised that surgical error is not to be confused with surgical
risks or other common risks of adverse outcomes contemplated in the informed consent process.
Surgical errors occur in the perioperative phase and commonly arise from breakdowns in
teamwork, communication failures, incomplete preparations, or failures within the healthcare
system. The most common types of surgical error are wrong-site surgery, wrong-procedure or
wrong-patient surgery, retained surgical instruments (RSIs), anesthesia errors, and complications
arising post-operatively. These are all considered medical malpractice as they represent deviations
from the standard of care that lead to preventable harm to patients. According to CNN Health, one
in three surgical patients have complications after surgery. Many of those surgical complications

stem from medical error.?’

Surgical error constitutes an important global public health problem as it leads to avoidable
morbidity, mortality, and economic burden on health systems. There are approximately 310
million major surgeries performed worldwide each year, of which the rates of complication are
concerning: 1-4% result in patient death, 15% result in serious postoperative morbidity, and 5-
15% result in readmission within 30 days.?*® Of the surgeries performed globally, only 6% are
performed in countries considered to be low- and middle-income (LMICs), where errors related to
surgical complications have an increased risk due to limited resources.

In Rwanda, despite the Government’s strides in expanding surgical access after the 1994 genocide,
some challenges persist, including a low number of specialists (particularly in surgery,
anesthesiology, and obstetrics)**? and resource constraints contributing to surgical errors. For
example, research shows that between 2009 and 2010, more than 82.5% of major surgeries were
performed in district hospitals, with non-specialist physicians carrying out 90% of C-sections and

235 Marie Josée Mukagendaneza et al., “Incidence, Root Causes, and Outcomes of Surgical Site Infections in a Tertiary
Care Hospital in Rwanda: A Prospective Observational Cohort Study,” Patient Safety in Surgery 13, no. 1 (2019): 4—
11, https://doi.org/10.1186/s13037-019-0190-8.

236 Dipali Pathak, “Study Identifies Human Errors Associated with Surgical Errors,” Baylor College of Medicine
(Houston, July 2019), https://www.bcm.edu/news/human-errors-adverse-surgical-events.
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80% of abdominal surgeries.?*® This is one of the factors contributing to preventable errors, such
as hospital-acquired infections (HAIs), including surgical site infections (SSIs), that can occur
following an invasive procedure. The research found that 10.9% of SSI incidents accounted for an
estimated 76.8% of all HAIs in the surgical department in the CHUK.?*! Some of the identified
causes include the surgeon's lack of skills and experience, longer surgery durations, prolonged
hospital stays, blood transfusions, and emergency surgeries.?*?

Furthermore, the available data suggest that obstetrics/gynecology is the most prevalent medical
error in Rwanda, followed by surgical errors. The literature and analysed Rwandan case laws show
that and even many surgical errors are associated with maternal or neonatal errors occurring in the
obstetric field, e.g., in C-section procedures. The following case, between NDIZEYE Alphonse v.
Kibungo Medical Centre (KMC), exemplifies the phenomenon of surgical error and how Rwandan
Courts approach it. Besides, the discussion entails other examples of other types of surgical error.

The present case is about a medical malpractice claim, in which a child, dubbed I.A. for
confidentiality, suffered permanent injury when Kibungo Medical Centre (KMC) staff committed
an error during a circumcision procedure. As a result of their error, part of the child’s genital organ
was severed. The child’s parent, NDIZEYE Alphonse, took legal action seeking monetary
compensation with judicial remedies.

NDIZEYE Alphonse initially filed a lawsuit against KMC in the Intermediate Court of Ngoma,
claiming damages of RWF 45 million. On July 31, 2018, the Court found KMC partly liable for
the negligence of its employees, causing the child's injury. NDIZEYE, on behalf of his child, was
awarded RWF 35 million as damages, RWF 500,000 for legal representation, and RWF 50,000 for
court guarantee fees.’*’ Prime Insurance Company Plc was also included in the proceedings
initiated as the insurance company obtained by KMC.

KMC appealed the decision in the High Court, Chamber of Rwamagana, claiming that no clear
legal basis for the damages awarded existed to NDIZEYE Alphonse, nor were the prior payments
for the child’s treatment considered with respect to the appeal. On July 30, 2019, the High Court
ruling admitted the appeal in part by substituting the damages awarded to NDIZEYE with RWF
8,246,000. The legal and court guarantee fee was maintained. The Court also declared that the
RWEF 2,993,000 paid for the treatment of child I.A and the RWF 30,000 for an expert should not
be deducted from the allocated compensation.>**

Mr. NDIZEYE Alphonse, then appealed against the ruling to the Court of Appeal, submitting that
the High Court had not applied the law correctly and had mischaracterised the injury as an accident
rather than gross negligence. Essentially, the Court of Appeal determined that compensation
should take KMC’s admission of liability into account, which had to be assessed through the

240 Mukagendaneza et al., “Incidence, Root Causes, and Outcomes of Surgical Site Infections in a Tertiary Care
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exercise of judicial discretion (ex aequo et bono), having regard to the gravity of the injury and
lifetime effect.

The Court of Appeal set aside the decision of the High Court and awarded the RWF 35 million in
damages, noting that Prime Insurance had to pay RWF 2 million—Prime Insurance was involved
as it had an insurance agreement No. KMCN° 413/00021583- SG with KMC dated June 24, 2016.
Additionally, the Court ruled that prior payments and fees of the experts were no longer to be
deducted.?*> KMC was also ordered to pay NDIZEYE Alphonse, on behalf of his child I.A, RWF
800,000 and RWF 300,000 for costs of litigation, and to repay the fees for the court guarantee.
Ultimately, the Court of Appeal reiterated that this case considered the significance of judicial
discretion in cases of medical malpractice, as no state law guidance was available.

4.3.4.1.Unnecessary ablation or resection procedures

Ablation can be defined as the destruction or removal of abnormal tissue using heat, cold, lasers,
radiofrequency (RF), and is most often completed with minimally invasive techniques and no large
incisions. Ablation procedures are routinely utilised by oncologists, radiologists, and cardiologists
when treating cancers or tumours of the breast, liver,?*® thyroid, lung, and other areas of the
body.?*” Resection, on the other hand, is typically defined as the surgical removal or excision of
part of an organ or tissue, such as in a liver resection for tumours. Resection is most often used to
treat diseases or damage that cannot be treated medically or with less invasive methods.?*®

An ablation or resection is called “unnecessary” when it is done inappropriately without valid
medical justification, e.g., no evidence of benefit; it is inaccurate based on information such as
misdiagnosis; or because it is conducted for other less valid reasons, e.g., profit, or financial
factors, to name a few. In other words, it is overtreatment, where the risks outweigh any perceived
benefit, and potentially violates other ethical principles, including “do no harm,” for which there
may be health problems stemming from a lack of justification.?*” Such overtreatment may be
considered medical malpractice in several states, including Rwanda, if an injury occurs, including
different health-related factors such as complications, prolonged recovery, or deterioration of
health over time, if someone receives unnecessary treatment.>>’ The summary below contains an
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example of a case of Mugabekazi Assumpta v. King Faisal Hospital Rwanda Ltd et. al., depicting
such a health risk and a legal remedy from the Rwandan Court.

4.3.4.2. Postoperative care negligence
Postoperative peritonitis is a serious and potentially life-threatening complication that occurs after
abdominal surgery, involving inflammation and infection of the peritoneum—the thin membrane
lining the abdominal cavity and covering the abdominal organs.?*!;> According to the recent
multicenter prospective observational study of patients who underwent surgery between July 18-
31, 2020, 54 (4%) of 1458 patients who undergone surgery in 47 different hospitals in the country,
experienced postoperative complications.?>

The discussed case of Ms. NIYIMUBONA Nadia could also exemplify the post-operative care
negligence; during the cesarean section, there was an injury to the uterus, and after suturing, it
developed postoperative peritonitis (infection), which resulted in hysterectomy. This is indicative
of poor postoperative monitoring and infection control, which speaks to postoperative care
negligence.

4.3.4.3.Anaesthesia error

Anaesthesia malpractice is a situation when an anesthesiologist or other medical professional
administering anaesthesia falls short of the accepted standard of care for anesthesiology and, as a
result, harms the patient. This deficient care may take the form of: improper dosage of anaesthesia
medication; failure to monitor the patient properly; failure to assess the patient's pre-existing
medical conditions properly; failure to use medical equipment (or it was malfunctioning); errors
that occurred during intubating and extubating, or negligent positioning of the patient.?>*;25%;25¢ Al
of these shortcomings may have catastrophic consequences for patients, including injury,
disability, brain damage, organ failure, paralysis, and death.?’
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Research indicates that such malpractice has occurred and resulted in medical liabilities for some
Rwandan health facilities. The following is a summary of an instance of anesthesia malpractice
that resulted in medical liability for the University Teaching Hospital of Butare (CHUB).

On July 26, 2011, the spouse of Mr. Munyeshyaka Jean Damascene, Ms. Tuyisenge Marie
Christine, had a tonsillectomy at the CHUB for chronic tonsillitis. After this surgery, the patient
experienced a major complication arising from premature extubation while still under anesthesia.
This caused cerebral anoxia and led to post-anoxic encephalopathy (severe and irreversible brain
damage).

After this incident, Ms. Tuyisenge was hospitalized, including a prolonged stay in the Intensive
Care Unit (ICU) and continued through specialized departments, including neurosurgery and
neurology, at several facilities: CHUB, King Faisal Hospital (KFH), University Teaching Hospital
of Kigali (CHUK), CARAES Ndera Neuropsychiatric Hospital, and Rwanda Military Hospital
(RMH).

After looking at the events that had occurred regarding the medical negligence and malpractice,
the Maison de 1'Acces a la Justice (MAJ) determined that CHUB should pay Mr. Munyeshyaka
RWF 48 million for the harm suffered by his spouse. The case was settled through the transaction
procedure.

4.3.4.4.Incorrect count and retained surgical instruments (RSIs)
A retained surgical item (RSI) refers to a physical object, such as a gauze, that is inadvertently left
inside a patient's body following a surgical procedure.?® In contrast, an incorrect count denotes a
discrepancy or miscalculation in the surgical counting process. This results in a false tally of items
within the surgical process, even when no item remains inside the patient.

239,260 gther factors can contribute

to them, including inaccurate surgical counts, communication breakdowns, complex surgical
environments, inadequate procedure standardisation, human error and cognitive overload,

technological constraints, failure to use radiopaque materials, and insufficient training and clinical
261

Although incorrect surgical counts are the leading cause of RSIs,

experience.
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RSIs can lead to prolonged hospital stays and other life-threatening outcomes,?®? thereby
constituting significant patient harm and grounds for malpractice lawsuits.?®> Even though RSIs
are preventable—through measures such as minimising reliance on manual counting and
implementing adjunct technologies like barcoding systems—the problem remains prevalent in
Rwanda.?®* The following summary of the Mukaruberwa Eugenie v. Republic of Rwanda case
presents a relevant case and the judicial redress to the associated malpractice claim.

Mukakiberwa Eugenie underwent a medical procedure of fallopian tubes at NETCARE KING-
FAYCAL HOSPITAL (a health facility owned by the Government of Rwanda) by Dr. Manzi
SUBIRA. They left an instrument (gauze) inside her, leading to other surgical operations to cut
her intestines after being damaged by such gauze. Dr. Manzi Subira admitted an error to his
employer in a letter dated August 12, 2000, confirming that there was a retained instrument
resulting from the nurses’ miscalculating all the surgical instruments before closing the wound.
He also apologised to the patient through the letter.

4.3.4.4.1. Mukakiberwa Eugenie v Republic of Rwanda (MINISANTE)

Following the incident, Ms. Mukakiberwa lodged a case in the High Court against the Republic of
Rwanda (MINISANTE) seeking compensation resulting from the harm suffered. The Court
admitted the case and ruled on it on merit in some issues. The Court held that the Republic of
Rwanda (MINISANTE) should vicariously be liable for its employee, Dr. Manzi, who caused
harm to the patient in the course of his work. Based on the Supreme Court’s precedent Nyetera v.
CORAR establishing RWF 2,500 as a reasonable daily wage,?®* and the Presidential Order No.
31/01 of August 25, 2003 on Compensation for Personal Injuries Caused by Motor Vehicles, the
High Court, in its ruling of May 16, 2014, ordered the Government of Rwanda (MINISANTE) to
pay RWF 3 million for moral damages, RWF 264,000 for non-pecuniary damages, as well as RWF
One million consolidating medical expenses and advocate fees.

4.3.5. Lapse in standard medical protocol (lapse of attention)
Standard Medical Protocols refer to evidence-based guidelines and standard operating procedures
(SOPs) that healthcare organisations implement to ensure consistent, safe, and effective patient
care. These guidelines include diagnostic methods, treatment plans, surgical procedures,
medication administration, and infection control measures.?®® ;> A lapse in standard medical
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protocol can occur when a healthcare provider fails to establish, implement, or follow proper
protocols and procedures, resulting in harm to patients. Such failure constitutes administrative
negligence,?® a ground for a liability lawsuit in medical practice.?® ;27

As Sinikiwe explains, the duty of care requires medical practitioners to demonstrate the level of
diligence and skill that a reasonably prudent person would show in similar situations.?”! When
there is noncompliance, Cooter and Porat note that “a lapse from a legal standard of precaution is
usually sufficient to trigger liability for any resulting harm.”?’? The Nyandwi Safari Révérien et.
al. v. MINISANTE case illustrates a breach of established medical protocols, showing a failure to
meet the required standard of care. The following summary explains the case and how the High
Court ruled it.

4.3.5.1. Nyandwi Safari Révérien et. al. v. MINISANTE

On November 23, 2015, at night, HABAGUSENGA Benitha was admitted to Munini Hospital in
Nyamagabe District for malaria treatment. During the clinical procedure of collecting specimens
of blood, the nurse involved, Munyeshyaka Theogene, failed to remove the tourniquet or garrot
from the child's arm until the following day. This crucial failure resulted in severe vascular
compromise to the extent that the unrelated surgical intervention of amputating the child's right
arm became necessary. This patient harm was categorized into the permanence of physical
disability with the level of impairment assessed to be 60%. This incident was registered in Report
No. 055/LD/NCNM dated April 31, 2016, issued by the National Council for Nurses and
Midwives.

After the incident, the child's parents, Nyandwi Safari Révérien and Mukarukundo Donatha,
instituted proceedings against MINISANTE in the Intermediate Court of Nyamagabe. The Court
ruled in favour of the plaintiffs, awarding them RWF 25 million for compensation for the
irreversible harm caused to their child, HABAGUSENGA Benitha, due to medical negligence.
The High Court later upheld this in an appeal.?’®

4.3.5.2. Kabayijuka v. Republic of Rwanda (MINISANTE)
On December 8, 2000, Mr. Kabayijuka Gaspard attended the Nyarubuye Health Centre, a public
institution. He was injected into the thigh by Mr. Hakizimana, who seemed like a medical doctor
but was an auxiliary health worker at this Health Centre, as will be claimed later. Afterwards, Mr.

Regional Office for Africa, 2014), https://medbox.org/document/sop-standard-operating-procedures-for-
coordinating-public-health-event-preparedness-and-response-in-the-who-african-region.

268 “When Hospital Protocol Fails: How Administrative Negligence Can Lead to Medical Malpractice Claims Blog.”
269 Zachary R. Paterick and Timothy E. Paterick, “The Standard of Care: Medical Errors/Violations and the Law,” The
Journal of Medical Practice Management, 2019, https://www.physicianleaders.org/articles/standard-care-medical-
errors-violations-and-law.

270 “Medical Malpractice Claims Due To Inadequate Protocols and Procedures,” MedLeague, accessed August 21,
2025, https://www.medleague.com/inadequate-protocols-and-procedures/.

27 Singini, “An Analysis on the Applicability of Medical Negligence and Its Relevance Under Zambian Health Laws.”
272 Robert Cooter and Ariel Porat, “Lapses of Attention in Medical Malpractice and Road Accidents,” Theoretical
Inquiries in Law 15, no. 2 (2014): 332, https://doi.org/10.1515/ti1-2014-0204.

273 MINISANTE v. NYANDWI Safari Révérien, RCA 00034/2018/HC/NYZ (2018).

77



Kabayijuka felt severe pain and was referred to Kibungo Hospital, and afterwards went to the
Rwamagana Hospital and CHUK, where his health condition deteriorated to a permanent
disability.

In this context, Kabayijuka had submitted a complaint to the High Council Chamber of
Rwamagana for damage sustained against the Ministry of Health (MINISANTE) due to an
employee's negligence, which allegedly caused the injury. The High Council dismissed the
complaint on the basis that it had no grounds.?”

Mr. Kabayijuka appealed to the Supreme Court on the grounds that the lower court had not taken
proper notice of the evidence that established vicarious liability on the part of the Ministry. He
argued that Mr. Hakizimana, though not qualified, was authorised by the health Centre
administration, with the knowledge and acquiescence of his supervisor, to conduct medical
activities.

The Ministry specified that there was an absence of an employment relationship between itself and
Mr. Hakizimana. Following the written medical report of Medical Doctor Gafurama Claude dated
December 12, 2000, stating there was “evidence of suspected paralysis” resulting from “an
intramuscular injection to the sciatic nerve by Sylvestre,” the Supreme Court determined that he
was solely acting as an employee of the Health Centre when he treated Mr. Kabayijuka. Therefore,
having established the Ministry’s vicarious liability, it held that “the employer is liable for the
faults of his employee in case they were committed within his or her duties and during working
hours”.?”> Besides, while Mr. Kabayijuka could not produce receipts for the costs he incurred
because of the injury caused, the Court agreed that the injury did cause him to incur costs. The
Court also agreed to award compensation applying the principle of “ex aequo et bono” (equity and
fairness).

Using the Supreme Court’s precedent of Nyetera v. CORAR,*’® where RWF 2,500 was considered
a reasonable daily wage, the Court subsequently determined RWF 60,000 fair (SMIG) for
compensation. The Court calculated damage on 12 months’ salary, disability level and how many
working years were left until retirement at age 65. The Supreme Court awarded Mr. Kabayijuka
RWEF 2,240,000, for moral damages, financial damages and compensation for as well as damages
for medical and transport expenses.

4.3.5.3. Mutiganda Fidele v. MINISANTE
On December 5, 2017, Mutiganda Fidele sought treatment for respiratory complications at
Muhima Health Centre. He was then referred to Muhima Hospital and saw a doctor. Mutiganda
received Tramadol injection in the left arm administered by Nurse Marie Jeanne Mutuyimana.
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Upon receiving the injection, Mutiganda felt excruciating pain and swelling in the left arm that
resulted in permanent disability rated 38.4%.

Even though he continued to receive treatment from several providers, including Munini Hospital,
CHUK, and Rwanda Military Hospital, his condition did not improve. Mutiganda requested
compensation from MINISANTE on June 18, 2019, for the disability caused by the injection, but
received no further support from the Ministry.

As aresult, Mutiganda submitted a motion to the Intermediate Court of Nyarugenge, where he was
requesting compensation for his accidents: physical, economic, and emotional harm. MINISANTE
argued that its internal investigation "revealed no causality linking injection [...] and subsequent
adverse consequences." Nevertheless, the court found in favour of Mutiganda. The finding was
based in both medical documentation and the precedents of NYIRABATESI Laurence v. King
Faisal Hospital (July 19, 2019) and MANIRARORA Jean De Dieuv. RWANDA RUDNIKI LTD et.
al. (June 28, 2022), both decided by the court of appeal and the precedent cited in Republic of
Rwanda v. KABAYIJUKA (December 12, 2014), where the Court concluded that the injury
sustained to his left arm, was causally linked to the injection as set out in medical documents
produced and the fact that medical professionals treated her for the events without disputing its
origins.

Accordingly, the Court ordered MINISANTE to pay Fidele Mutiganda the following
compensation: RWF 10 million for pain and suffering; RWF 6,566,400 for economic loss (loss of
income), and RWF 1.2 million for medical and travelling expenses connected to treatment.?”’

4.3.5.4.Institutional failure

Although injury prevention initiatives are necessary, identifying health system
deficiencies and barriers that hinder access to safe, affordable, good quality,
and timely trauma care is key to reducing preventable deaths from people who
are inevitably injured.’’®

Institutional failures or systemic negligence in medical practice refer to situations where harm to
a patient result not just from the actions of individual healthcare providers, but from broader
problems within the healthcare system or facility. This occurs when the policies, procedures, or
culture of a healthcare institution or facility are flawed, leading to patient harm and ultimately
resulting in medical malpractice lawsuits.>”” The examples of systemic negligence may include
inadequate staffing, negligent credentialing, failure to supervise, faulty policies and procedures,
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and poor communication.?8%?8! this could result in negligent delay in treatment, which refers to a
situation where a healthcare provider fails to act promptly in diagnosing or treating a medical
condition, resulting in harm to the patient.?%?

While the case of Nadia is a good example of the previous types of medical malpractice and
negligence discussed, including maternal injury, it can also be categorised as systemic/institutional
failure resulting in the negligent delay in treatment. The case of Ms. NIYIMUBONA Nadia is a
clear example of “negligent delay in treatment” since there was a delayed referral for a cesarean
despite the documented fetal distress. As stated by the RMDC report of August 16, 2017, “[i]f the
procedure had been done correctly, timely, and with diligence, the baby would not have died. The
baby was born dead; this represented a failure to act promptly”. In the same vein, there is delay in
supplying medical interventions (including C-section) after the maternal reference to Niyimubona
Nadia and the inadequate care provided after the reference, could support an institutional failure
or systemic negligence of Muhima Hospital, which resulted from inadequate staffing, or deviation
from standard maternal-fetal monitoring protocols, or a lack of emergency medicine preparedness
or knowledge to cope with obstetrical/neonatal emergencies.

Another notable case of institutional failure in clinical practice in Rwanda is the baby-swapping
incident at Muhima Hospital, which sparked media interest and public concern in 2015. On
December 14, 2015, Rukundo's wife went to the facility for maternal care and gave birth to a baby
boy (according to the formal birth certificate).?®* Following the birth, the newborn baby was,
allegedly, swapped for a baby of a different sex after birth; a case never formally decided by any
regulatory or judicial authority. Although rare in Rwanda, this situation highlighted the threats to
the neonatal and maternity care systems and increased public awareness of maternal healthcare
services. Similar cases occurred in other countries, such as South Africa, illustrating that such
errors, while uncommon, are not unprecedented and demand systemic safeguards to prevent
recurrence. 2%

4.3.6. Defective drug supply
Defective drug supply generally encompasses product liability, medical malpractice, or
negligence. The party that is sued and the suit hinge on where the breakdown occurred in the
supply line. This can entail the manufacturer, distributors, and quality control labs that are
responsible for confirming the potency and safety of the drug. A strict liability standard can be
applied in such circumstances. According to this doctrine, the manufacturer is liable if the drug
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was defective and caused injury to a patient, regardless of whether negligence can be proven.
Defective drugs are traditionally categorised into three types: manufacturing defects, design
defects, and marketing defects.

A manufacturing defect, for instance, could be contamination, the use of incorrect ingredients, or
an incorrect calculation that affects a batch. A design defect—more relevant in the case of medical
devices—is when the design of the drug inherently renders it unsafe for its proposed use, even if
correctly manufactured. A marketing deficiency includes mislabeling the safety or efficacy of the
drug, or warning deficiencies with regard to known hazards, e.g., defective instructions, concealed
side effects, or unadvertised drug interactions.

When the defective drug product is imported into the nation and administered by a physician who
has no knowledge of its defectiveness, various legal avenues of redress can arise. Under Rwandan
law, product liability is imposed upon the drug importer, based on the reasoning that the importer
introduced a defective product into the market, which subsequently harmed someone. Licensed
importers owe a duty to ensure that the products they bring into the country are safe, registered,
and of quality. Therefore, if a drug is found to be defective due to manufacturing errors,
contamination, or failure to comply with regulatory standards, the importer is held to have
breached this duty, even without actual knowledge of the defect. Under such circumstances, strict
liability may be imposed if laboratory tests confirm the defective status of the drug. The plaintiff
must establish that the importer supplied the specific drug, that it was defective at the time of
supply, and that the defect was the immediate cause of damage suffered.

Doctors are also responsible if their conduct falls below the standards expected in their field of
care. This may include such slips as administering the drug without verifying the patient's identity,
cross-verifying for allergies, verifying the correct dosage, or inspecting the drug's expiration date.
However, a physician who administers a defective drug without having justifiable reasons to
believe there is a hidden defect—such as one that requires laboratory testing—would most likely
not be held accountable.

While patients usually sue medical professionals in such cases, the fault often lies with the
pharmaceutical importer, who is ultimately held responsible for distributing the defective product.
The following case summary of Tukakira et al. v. Hopital La Croix du Sud et al. illustrates how
these principles are applied in Rwandan law.

4.3.6.1. Tukakira et al. v. Hopital La Croix du Sud et. al.
Between February 20 and February 24, 2015, different patients, namely Mr. Tukakira Rugigana
Deus, Ms. Mutesi Scola, Ms. Bayitake Angelique, and Mr. Rubagumya Clinton Innocent,
underwent treatment at Hopital La Croix du Sud, during which a 2% lidocaine injection was
administered. These patients later developed side effects, including pain, necrosis, and other
undesirable reactions. As confirmed by the May 25, 2015, medical Reports of Hopital La Croix du
Sud, the patients' injuries traced back directly to the lidocaine injection, a drug supplied by
ABACUS Pharma Rwanda Ltd. Following this accident, all the interested patients who were
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enlisted sued in the Intermediate Court of Nyarugenge the Hopital La Croix du Sud for
compensation of the expenses incurred by them on treatment, i.e., transport fees, damages for pain
endured after the injection of 2% lidocaine, moral damages, procedural fees, and compensation for
being subjected to lawsuits.

On 3 June 206, the Court ruled that the drug caused health problems and further held that Hopital
La Croix du Sud did not suffer any professional error in administering the drug. Instead, the Court
held ABACUS Pharma Rwanda Ltd responsible for supplying the lidocaine that caused side
effects, and the subsequent recall of the drug by the company likewise fixed the liability of the
company for selling an unsafe drug. The Court instructed ABACUS Pharma Rwanda Ltd to pay
damages and legal fees to the claimants of RWF 32,818,808, distributed as follows: RWF
21,184,153 to Mr. Tukakira Rugigana Deus; RWF 3,158,106 to Rubagumya Clinton Innocent;
RWF 4,251,641 to Mutesi Scola; and RWF 4,224,908 to Bayitake Angelique. The Court also
instructed ABACUS Pharma Rwanda Ltd to pay back RWF 4,883,604 to Hopital La Croix du Sud
for the cost of drug tests.® In addition, the Court established that ABACUS Pharma Rwanda Ltd
is not liable for compensating damages and ordered the company to refund the court fee to the
plaintiffs. The plaintiffs appealed to the High Court of Rwanda against the decision of the
Intermediate Court of Nyarugenge. However, the Court in its decision of September 29, 2017,

upheld the previous court’s ruling.?%

The High Court ruling was founded on the expert analysis that attested to the fact that ABACUS
Pharma Rwanda Ltd 2% lidocaine did not meet the standard and was responsible for the side
effects. For this purpose, various laboratory reports confirmed the drug deficiency like that of the
University of Rwanda which established that the lidocaine 2% (Batch No. CM4032 LINCOLN
PHARMACEUTICAL, INDIA) was below standard and the SGS laboratory in Belgium report
dated August 19, 2015, that labeled the same drug as defect because it had the possibility of
triggering side effects like allergy and necrosis. Specifically, the medicine was 94.5% pure,
whereas the requirement is 95.0% to 105.0%. Additionally, the Court invited the Ministry of
Health to participate in the hearing to provide authoritative comments on pharmacy standards and
liability mechanisms, and it made it clear that in the event of defective imported medicine, legal

liability rests with the licensed pharmacy importer.?%’

4.3.7. Breaches and violations of patient confidentiality
The ethical and legal compliance framework of medical practice demands that all healthcare
personnel uphold the confidentiality of personal health information (PHI) during their clinical
practice. To reinforce this obligation, governments have enacted data protection laws, and
healthcare providers have developed and implemented Standard Operating Procedures (SOPs) to
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ensure the secure handling of PHI across all medical settings. Patient confidentiality implies trust
between patients and healthcare providers and the prevention of serious consequences, such as
legal penalties and disruptions in effective healthcare delivery.?*8

Even with such measures in place, possible breaches may occur due to, limited digital
infrastructure, inadequate training, and a lack of process uniformity.?%® For example, a recent study
at the Rwanda Military Hospital highlighted gaps in implementing privacy standards, especially
around Current Procedural Terminology (CPT) codes, which are meant to protect patient data.?°
This creates a CPT-related privacy breach risk.>’!

There is a breach of patient confidentiality when there is an intentional or unintentional disclosure
of private health information without consent from the patient.>”> Unlike a breach, a violation of
patient confidentiality involves the deliberate and unlawful disclosure of identifiable personal
health information.?**> This often occurs through false representations or with the intent to exploit
that information for financial gain, personal benefit, or malicious harm.?** This includes any
unauthorised sharing of medical records, conversations, or identifying details. Steve Alder argues
that there are numerous breaches of patient confidentiality, and it is impossible to calculate the
total number of breaches that occur every year.>”

Prof. Justin Wane, the former Vice-Chairman of RMDC, underscored that incidents of public
disclosure and documentation mismanagement exist in Rwandan medical practice, although they
often go unreported.?*® He also added that this concern had been consistently highlighted in various
assessments of medical ethics in Rwanda. In particular, poor documentation was identified as a
recurring issue. In addition, unauthorised sharing of patient files, especially in administrative
disputes, was noted as a form of documentation mismanagement. Such actions exemplify a breach
of patient confidentiality and may constitute grounds for a malpractice lawsuit.

4.3.8. Diagnostic errors
Diagnostic errors encompass both misdiagnosis and failure to diagnose. According to Augustine
Kumah, these errors constitute a substantial concern leading to a poor quality of healthcare
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setting.?”’ Misdiagnosis generally occurs when a healthcare provider incorrectly identifies a
patient’s condition (either providing the incorrect diagnosis, or missing the patient’s actual
condition), whereas failure to diagnose occurs when a provider fails to detect a patient’s medical
condition within an appropriate time frame and/or in an appropriate way (i.e. they either miss the
diagnosis completely, or a diagnosis only occurs at a later time). In either case, these failures may
lead to serious consequences, including inappropriate or delayed treatment, disease progression,
avoidable complications, or irreversible harm to the patient (including death).>”® Choctaw asserts
that several diseases such as breast cancer and acute appendicitis are associated with diagnostic
errors.?’

According to Johns Hopkins, misdiagnosis is one of the most common forms of medical
malpractice.>® The common causes of diagnostic failures include failure to obtain a sufficient
patient history or examination, misinterpretation of laboratory or imaging test results, failure to
order appropriate diagnostic tests, ineffective communication between medical personnel, or
systemic issues such as understaffing or lack of necessary equipment.

In the Rwandan context, diagnostic errors, including both misdiagnosis and failure to diagnose,
exist despite their limited reporting and legal documentation. A discussed case of Mugabekazi
Assumpta v. King Faisal Hospital Rwanda Ltd et al. illustrates the misdiagnosis of breast cancer
by King Faisal Hospital and a subsequent unnecessary mastectomy by Rwanda Military Hospital,
demonstrating the profound impact of diagnostic negligence.

4.3.9. Failure to consider patient history
Patient history is considered the foundation for accurate diagnosis and effective treatment. Indeed,
the patient history is part of the medical record,*®" which can support clinical research, drug
requisitioning decisions, and health system management.>? Specifically, the patient history plays
a pivotal role in guiding diagnosis and treatment, personalizing care, assessing genetic and
teratogenic risks, and enhancing communication between patient and healthcare provider.
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A failure to consider patient history constitutes a form of medical negligence that occurs when a
medical provider fails to obtain, review/or take appropriate steps to address historical information
(such as reactions to medications, chronic conditions, recent treatments, and prior surgeries) in
diagnosis or treatment.>%* If historical knowledge is overlooked, the provider may miss a diagnosis,
misdiagnose, make a medication error, or incorrectly determine the appropriate medical
intervention. These preventable errors can result in substantial compensation for medical costs and
emotional suffering. For example, in a case cited by the online resource Standards of Care, the
patient received a settlement of $450,000 following a physician’s failure to diagnose a stroke.
Despite the patient disclosing a history of heart valve replacement and an indication that he was
not compliant with taking the prescribed blood thinners, and even though the patient had facial
palsy as well as a CT scan showing there was no stroke, there was no consideration of the patient’s
significant history, which delayed treatment and caused the patient significant harm.3%

In Rwanda, fragmented health records across different health facilities make it difficult for
providers to access complete patient information. Besides, although many health facilities have
introduced electronic medical records systems, such as OpenClinic EMR, which are particularly
useful in resource-constrained environments, some facilities still rely on paper-based records,
leaving them vulnerable to loss, damage, or incomplete documentation.’®> Due to those
discrepancies, healthcare practitioners can fail to retrieve or even fail to check the patient's history,
leading to the issue of test duplication, inconsistent care, or misdiagnoses.

This study’s findings indicate that medication errors exist in Rwanda, although there are no data
quantifying medical incidents in Rwanda due to limited reporting, associated with various factors
such as fearing the associated consequences, the reporter’s burden, and a lack of interest in
reporting all, resulting from a lack of relevant policies in place to report errors.

4.3.10. Offensive or dehumanising language
Effective communication is essential to establishing a patient-centered approach in the doctor—
patient relationship, especially during clinical decision-making.’® It reflects the principle of
“respect for others,” a core principle of professionalism in medical practice.’*” As Kanter et al.
emphasize, physicians are expected to uphold high standards of behaviour in their interactions with
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patients—avoiding offensive or dehumanising language—in a manner that reflects honour,
integrity, and ethical responsibility.>®

Professional standards prohibit the use of dehumanizing expressions, including racial or sexual
remarks, aggressive or forceful tones, hateful or malicious allegations, and threatening or offensive
gestures or behaviours. Martha Roberts states that “such language confers negative traits such as
passivity or petulance onto the patient.”**® Such transgressions can escalate into harassment or
violence, and result not only in the termination of their therapeutic relationship but also turn into
a civil or criminal case under the applicable legal and regulatory frameworks.

The use of offensive or dehumanising language is a serious barrier to the delivery of satisfactory
healthcare. According to Zimmerman and Stern, “use of offensive language triggers emotions,
shapes biases, and elicits myriad behavioral responses—and even legal proscription.”*!? Within
clinical practice, such language functions as a double-edged sword, posing risks to both physician
and patient. Caitriona and Zo¢ highlight that outdated medical language that casts doubt, belittles,
or implicitly blames patients poses a significant threat to the integrity of the therapeutic
relationship.®!!

Although the present study did not identify formally documented cases of offensive or
dehumanising language as a form of medical malpractice in Rwanda, such instances are known to
occur. For example, a 2018 study conducted on Rwandan women living with HIV found that
participants highlighted that women with HIV experience all forms of stigma resulting from
various factors, including dehumanising language.*!> The study showed that language questioning
a patient’s morality, motherhood, or personal worth can lead to feelings of shame and exclusion.?!3

With the current Rwanda health law, the new healthcare law prohibits and punishes offensive
language acts, such as using disparaging, traumatizing language, written remarks, or gestures
towards a health service user, and insulting or showing contempt towards him or her.*'* Although
the law had not yet been tested in practice, it has laid the groundwork for future punishment of
such acts.
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4.3.11. Medical record malpractice/ Charting errors
Accurate documentation is critical not only for continuity of care but also for legal accountability,
ethical practice, and patient safety. This differs from medical record malpractice, also known as
charting errors, which is an underreported concern in Rwanda.

Charting errors are any mistakes, inaccuracies, or omissions in documenting patient clinical
information in a patient’s medical record. Charting errors also include errors of omission, such as
mislabeling, illegible handwriting, and vague documentation of patients’ information, and can
occur in either paper or electronic health records (EHRs). Such errors can lead to potential harm
to the patient. An error in charting could result in a wrong diagnosis, a medication overdose, or a
delay in treatment, which could cause serious injury or death.?!> Indeed, poor documentation
practices, incomplete, inconsistent, and/or inaccurate, have been consistently identified as
contributing factors in several malpractice cases reviewed by the Rwanda Medical and Dental
Council (RMDC).31¢

4.4. Factors contributing to medical malpractice

The Auditor General’s 2022 report highlights gaps in health service delivery at public hospitals,
mainly due to staffing shortages. This leads to long patient wait times, queues, slow responses to
complaints, stockouts or shortages of essential medicines, and poor customer service.*!” The report
also mentions a shortage of ambulances, unpaid medical bills, and ongoing delays in billing
insurance companies, which disrupt hospital operations.*!® The similar report for the year ended
in June 2024 documented the non-functioning of health posts, the Rwanda FDA’s delays in service
delivery for assessing application dossiers for medicine registration, along with delays in
inspecting new premises applied for licensing.*'® All those factors in public health and clinical
medicine can result in patient adverse events, as enshrined in the following snippet.

Medication errors occur when weak medication systems and/or human factors
such as fatigue, poor environmental conditions or staff shortages affect
prescribing, transcribing, dispensing, administration and monitoring practices,
which can then result in severe harm, disability and even death.’?’

The literature has documented various factors influencing medical malpractice, including
deficiencies in medical training, shortages of medical professionals, medical corruption, poor or
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top-down healthcare planning, regulatory gaps,*?! productivity-driven compensation models,*??

and a lack of public awareness of medical rights and accountability mechanisms.*??

The results of this study have highlighted several factors that contribute to medical malpractice
incidents, categorising them into three main arrays: systemic factors, organizational factors, and
human factors. Systemic factors include a shortage of medical personnel, outdated infrastructure,
regulatory gaps, productivity-driven compensation models, inadequate public awareness of
medical rights, and deficiencies in accountability mechanisms and healthcare planning. Besides,
organisational factors include shortages and malfunctions of essential medical reagents and
equipment, the influence of lack of insurance, and productivity-driven compensation models,
which are shared by both categories above. Then, human factors include deficiency in medical
training and medical corruption, and broken communication between the patient and provider. The
following figure illustrates the three arrays.

Svstem ic factors

Organisational
factors

Medical error

Hum an factors

Figure 1. Classification of factors contributing to medical malpractices

The following section discusses various factors contributing to medical malpractice in Rwanda.
Although those factors could be into three categories, the discussion does not classify them. It
explores its factors separately.
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4.4.1. Shortage of medical personnel
According to the WHO, the world is expected to experience a shortfall of more than 11 million
healthcare workers worldwide by 2030,%?* primarily in low- and middle-income countries.*** This
crisis is driven by a constellation of factors, including insufficient training capacity, unequal
distribution of healthcare jobs, burnout and mental health strain, workplace violence, and poor
retention policies, coupled with an international migration of health workers, which is cited to
exacerbate the situation.?® In Africa, the situation is particularly dire: by 2030, the continent is
projected to lack over 6 million surgical care providers, while the current health workforce density
of 0.5 surgeons and 0.1 anaesthetists per 100,000 people has already created a significant burden

on healthcare delivery and access.*?’

In 2019, Rwanda recorded a total of 1,492 physicians, resulting in a doctor-to-population ratio of
one physician per 8,294 individuals.**® Compared to the previous year, when there were 1,648
medical doctors, the number of doctors per 1,000 population decreased from 0.134 to 0.1206.3%°
Despite projections indicating a potential increase to one doctor per 7,000 people by 2024, these
figures remain below the targets established in the Fourth Health Sector Strategic Plan (HSSP IV).
The current healthcare worker density stands at approximately 1 per 1,000 population.>*® In the
surgical domain, the disparity is even more pronounced: while global standards suggest 20 surgical
specialists per 100,000 people, Rwanda currently maintains only 3 per 100,000.%*! The following
table illustrates the estimate other doctor-to-population ratio and density in three years (2018,
2019, 2024) from the obtained data.

Table 5. Rwanda’s estimate of doctor-to-population ratio and density (2018, 2019 & 2024)

Year Indicator (Doctor-to- Value (Doctors per 1,000)
population ratio)

2018 1 per 7,465 0.134

2019 1 per 8,294 0.1206
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2024 (estimated) 1 per 7,000 0.143

Despite the notable progress in strengthening its healthcare system, a severe shortage of medical
personnel still subsists.>*? Without targeted and strategic intervention, projections estimate that it
would take nearly 180 years to achieve the recommended ratio.

The persistent shortage of medical professionals continues to exert significant pressure on
Rwanda’s healthcare system, contributing directly to the rising rates of medical malpractice and
negligence. This workforce deficit compels healthcare facilities to operate beyond safe staffing
thresholds, thereby compromising the quality of care, making it possible for medical malpractice
to occur, and leaving organisations, practitioners, and patients open to legal and ethical risks. For
example, a 2015 study conducted at a Malawian hospital revealed that professional standards in
obstetric care could not be maintained due to a lack of skilled medical staff, resulting in shortcuts
in the medical care provided.**

Indeed, the excessive workload placed upon medical personnel, primarily driven by patient
backlogs, significantly exacerbates medical malpractice.*** As healthcare providers navigate high-
demand environments with limited resources, the strain undermines both the precision and
attentiveness required for optimal patient care. This creates diminished clinical attention, delayed
emergency responses, inadequate supervision and training, and a high level of human error due to
provider burnout. Collectively, these factors contribute to systemic vulnerabilities that undermine
patient safety and institutional accountability.?*>33¢ Thus, this shortage necessitates the need for
strategic workforce expansion and policy interventions to bridge this gap.>*’ In response, the
Government launched the “4x4 Reform” as a strategic initiative to quadruple the national
healthcare workforce by 2027.33® This program aims to expand training programs, increase
investment in medical education infrastructure, and develop new specialty fields to accelerate
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workforce production and improve service delivery across the country.>** However, its feasibility
requires a concerted effort from various stakeholders and effective enforcement mechanisms to
address the systemic challenges.

4.4.2. Deficiency in medical training
The definition of “reasonable care” in the context of medical practice centers on “the application
of the skill and knowledge deemed competent among comparable medical providers in the same
or similar situation.”**® This justifies that a medical practitioner needs to undergo thorough
education, training, and specialization to deliver reasonable care.

The recent publication of Mahmoud Alil and Branden Tejada in The Egyptian Journal of Internal
Medicine explores how inadequate training leads to increased medical errors and malpractice. The
research has found that deficiencies in clinical training are a major contributor to malpractice
incidents.**! Deficiencies in medical education and clinical training have been widely recognised
as substantive contributing factors to medical malpractice and professional negligence. Inadequate
preparation of healthcare personnel—whether due to limited access to high-quality training,
outdated curricula, or insufficient clinical exposure—may pose diagnostic errors, procedural
incompetence, and ethical issues.

Furthermore, failure to uphold professional standards or a reasonable standard of care, resulting
from inadequate training, can result in a limitation of duty and potential malpractice. According to
the American Bar Association (ABA), malpractice is often the result of the health care provider’s
breach of accepted standards of practice where reasonable care was not provided, which may be
linked to inadequate training or a lack of specialisation in their scope of practice.’*> The
Association notes that expert testimony in malpractice cases frequently usually focusses on
whether the practitioner had adequate training to meet expected standards of care normalised by
the respected profession.>**-*** This necessitates the importance of CPD programs and adherence
to protocols to avoid negligence.>*’
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In Rwanda, a gap exists in academic preparation and professional standards among allied health
practitioners, prompting the implementation of knowledge assessments and disciplinary measures
to uphold professional standards. According to the Rwanda Allied Health Professions Council
(RAHPC), there is a gradual decline in the knowledge, skills, professional attitudes, core values,
and overall appreciation for careers in healthcare across the country.>*® Besides, the National
Strategy for Health Professions Development 2020-2030 notes systemic challenges, including
limited faculty capacity, under-resourced training institutions, and uneven distribution of clinical
mentorship opportunities, which exacerbate these deficiencies.®*’ A study assessing medical
malpractice in Musanze District further highlights that many healthcare workers lack adequate
CPD, which impairs their ability to provide safe and effective healthcare, increasing the likelihood
of clinical errors.?*®

To address the deficiencies in medical training, there is a need for a concerted effort involving
many aspects, including curriculum reform, investment in faculty development, expansion of
clinical training sites, and the integration of ethical and legal education into health professional
programs. Without such interventions, the risk of malpractice remains high, particularly in high-
risk specialties such as surgery, obstetrics, and emergency medicine.

4.4.3. Shortages and malfunctions of essential medical reagents and equipment
The deficient, substandard, and falsified medical supplies constitute a global public health
challenge, particularly in resource-constrained settings such as those in low- and middle-income
countries,>***" where one in 10 medicines is either substandard or falsified.*>! This issue has been
linked to increased rates of medical errors and compromised patient safety.*>? They jeopardise the
provision of optimal treatments. The WHO indicates that the supply of ineffective or dangerous
products and the lack of essential medicines are contributing factors to significant morbidity,
mortality, increased antimicrobial resistance, economic loss, and erosion of public trust in
healthcare systems.>>* Besides, the shortage of medical supplies led to delays in chemotherapy,
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incorrect medication dosages, and even surgery cancellations, which constitute a deviation from
standard protocols, increasing the likelihood of malpractice.®*

A 2023 survey by the ECRI and the Institute for Safe Medication Practices (ISMP) indicates that
60% of healthcare professionals reported shortages of over 20 essential medical items, such as
single-use supplies or other medical devices, during the six months before the survey, which
significantly compromised care in surgery and anesthetics at of 74%, and in emergency care at
64%.3° Most of those medical supplies include reagents, diagnostic kits, such as pipette tips, blood
collection tubes, and other essential equipment, like beds.>>°

Consistency of access to essential medicines has also been a concern in most sub-Saharan
countries. The research estimated 10 million deaths annually due to the lack of availability of drugs
existing on the list, and the Least and Middle-Income Countries of Africa are the most affected.®’
In Rwanda, the shortage of medical supplies in health facilities is particularly acute.™® A study
conducted at Rwanda Medical Supply Ltd and Medical & Allied Service Solutions Ltd identified
systemic factors contributing to the deficiency and presence of substandard and fortified medical
products, including poor procurement practices, limited local manufacturing, poor forecasting of
medical needs, misalignment between evolving clinical protocols and procurement practices, and
the lack of shelf-life requirements in supply contracts.*>>® These challenges result in the circulation
of expired, damaged, or inappropriate medical commodities, directly undermining the quality of
care.’®® To address the problem, the Rwanda Food and Drugs Authority (FDA) has issued
guidelines on the safety and vigilance of medical products and technologies,*®!
strengthening post-market surveillance and reducing risks associated with malfunctioning or
substandard equipment. Nevertheless, implementation challenges persist, particularly in rural and
under-resourced health centers.¢?
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Additionally, there has been irregular distribution and underutilisation of medical equipment
across Rwandan hospitals, where some facilities suffer from acute shortages, while others are
oversupplied with medical equipment due to poor planning and logistical failures.’®> Such
disparities not only affect service delivery but also expose institutions to legal and ethical scrutiny
when patient outcomes are compromised.

The medical supply chain performance is not in line with the market demand.*** For example, the
2016 USAID-DELIVER Final Report and the Auditor General’s reports in the same have

consistently highlighted problems with medicine supply,®® including poor inventory management,

stock-outs, and significant losses of expired medicines at the RBC’s central medical store>¢%-¢
and Medical Procurement and Production Division (MPPD).3*® Despite the efforts made, the
supply has not yet met the demand. In this regard, the Auditor General’s report of 2019-2020
indicated that Rwanda Medical Supply (RMS)’s satisfaction was at 29% of health facilities’
demand, while it hit 75% of the demand by December 2024.3° For example, the procurement
processes used by the MPPD are also used by the University Teaching Hospital of Kigali (UTHK-
CHUK), whose 80% of clients are beneficiaries of the community-based health insurance scheme
(CBHI).*”® While the OAG reported that the MPPD supplies essential medicines below demand,
clients who rely on public pharmacies without these supplies will experience shortages, as this is
the only option available, which is where the CBHI can approve.®’! It requires CBHI beneficiaries
to top up for certain prescribed medicines while they are in financial constraints, thus, their
insurance subscriptions are paid by the Government.*’?
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To address these issues, Rwanda Medical Supply (RMS) has recently implemented a technological
solution by developing platforms that enable the agency to manage and control stock levels in
public hospitals. The Systems, Applications, and Products in Data Processing/Enterprise Resource
Planning (SAP/ERP) system is expected to integrate with the new Electronic Medical Records
(EMR) to oversee stock, supplies, and sales data, which could be crucial for specialized
medicine.’”> However, this technological solution requires additional strong mechanisms, such as
regulatory oversight and an efficient reporting system, to be effective and beneficial.

Moreover, for drugs to be supplied, they must be registered on the national list of essential
medicines. This legal requirement in many countries, including Rwanda, ensures public health and
helps inspect, improve, and maintain drug standards, efficacy, and safety. Thus, the registration of
pharmaceutical products enables their prescriptions, dispensing, labelling, and availability on the
pharmaceutical market. However, the cost and time of the registration process of pharmaceutical
industries, entailing medicine registration, good manufacturing practice inspection, and quality
testing procedures, have been documented by the Office of the Auditor General to be

disproportionate to the existing market demand.*’# 37>

While most pharmaceutical products available in African countries, including Rwanda, are
imported, the demand, accessibility, affordability, and effectiveness of medicines depend heavily
on the supply by manufacturing companies.*’® Nevertheless, the manufacturing processes of those
companies are regulated in other countries, and their supplies are controlled, which may invoke
ethical concerns and other implications associated with the medical supply chain in the country of
demand, such as health and national security risks, as well as health care costs and medication
shortages, as articulated by Senator Cary Peters.>”’

The shortage and malfunction of essential medical reagents and equipment represent a significant
operational vulnerability of healthcare systems in developing nations, including Rwanda.
Addressing these gaps requires a coordinated cross-border response, robust planning, improved
procurement, regulatory oversight, reporting, education, and investment in supply chain resilience
to mitigate malpractice risks and safeguard patient safety.?’s:37°

4.4.4. Shortage of up-to-date infrastructure
The shortage of modern and functioning healthcare infrastructure, such as diagnostic equipment,
surgical tools, and advanced digital health systems, is common in the low-resource settings of
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developing countries.*®" 3! For example, the WHO estimated that 50 to 80 percent of medical
equipment is non-functional in developing countries,*®? which hinders healthcare providers from
delivering adequate care to their patients or other healthcare seekers.*** About 80 percent of the
medical equipment is obtained through donation, but some of its medical devices remain unused
in the storerooms due to various infrastructural issues, including unreliable electricity and water.>%*
For example, maintenance and repair for a broken-down machine could be beyond the facility’s
financial capacity, making it impossible. Some new machines cannot be installed due to
incompatibility with the available infrastructure, while others are unable to reach remote areas due
to transportation issues.*®*> Baker argues that “the more delicate and sophisticated the machinery,
the more likely it is to fall out of service.”>%¢

Inadequate infrastructure compromises diagnostic accuracy, delay treatment, and limit healthcare
providers to adhere to clinical standards. These deficiencies are particularly evident in low-
resource settings within low- and middle-income countries, where under resourcing and irregular
resource distribution exacerbate systemic vulnerabilities. According to the Swiss Re Institute, over
130 countries spend less than the recommended 7 -7.5% of GDP on healthcare infrastructure,
resulting in increased morbidity, mortality, and malpractice risks.**’ The report noted that outdated
or inadequate facilities limit safe and suitable care at any time, especially during an emergency or
when undertaking a high-risk procedure.

In the Rwandan context, infrastructural limitations remain a persistent challenge. There are barriers
to access and quality care stemming from outdated facilities, uneven urban-rural distribution of
resources, and limited digital integration. The 2020-2021 health sector annual performance report
from the Rwanda Ministry of Health indicated that only 60% of the rural facilities meet the
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minimum standards for infrastructure and staffing.’®® The report notes that gaps remain in
equipment availability, maintenance, and utilisation, particularly in district hospitals and health
centers.’® Despite Rwanda’s progress in rebuilding its healthcare system post-genocide,
disparities in infrastructure continue to hinder clinical performance, increasing the likelihood of
medical errors and negligence as well as exposing providers to legal and ethical risks, particularly
in remote or rural areas.>*°

Hence, the shortage of up-to-date medical and public health infrastructure is a systemic issue in
Rwanda's low-resource settings®®! and can contribute to medical malpractice by undermining the
safety, timeliness, and effectiveness of care. Despite the strides made in Rwanda, addressing this
issue requires sustained investment in facility modernisation, equitable resource distribution, and
strategic planning to ensure that healthcare providers can deliver care that meets professional and
ethical standards.

4.4.5. Regulatory gaps

Medical malpractice is exacerbated by weak or inconsistent regulatory environments, which create
a lack of accountability for healthcare practitioners.>** Issues surrounding the legal definition of
the term “malpractice” and its classification must also be addressed, including whether it is
considered administrative, professional, civil, or potentially criminal fault. Furthermore, the lack
of a centralised system for tracking malpractice incidents and regulated oversight poses a
significant problem, further impeding enforcement. In this context, LMICs often rely on manual
audits and informal deterrents due to resource constraints, which pose a capability challenge for
detecting and preventing malpractice.**®> The Rwandan healthcare system suffers greatly from
under-reporting by practitioners, often due to fear of litigation and professional repercussions; this
limits the feedback loop needed to stimulate regulatory reforms.

Rwanda has made significant strides in health regulatory reform, beginning with the successful
passage of relevant laws and regulations. For example, a law creating medical professional liability
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insurance was passed in 2013, but has not been implemented because there is no mechanism to
enforce it. Besides, the Government recently issued a new healthcare law, but its implementation
will depend on the Ministerial Orders that have not yet been issued.

Additionally, despite the enforcement of disciplinary sanctions in the Rwandan healthcare system,
malpractice cases continue to rise, indicating that these measures are not fully effective due to
inconsistencies, weaknesses, or a lack of supportive actions such as awareness campaigns,
Continuing Professional Development (CPD), and regulatory upgrades.

Furthermore, poor documentation, lack of standardised procedures, and limited employer
accountability have been identified as key issues. Underreporting of malpractice incidents is
another primary concern, suggesting that the reported number of incidents may significantly
underestimate the true scope of the problem. Additionally, the RMDC’s disciplinary decisions are
ambiguous to licensed practitioners, and the available appeal options pose issues. In this context,
medical practitioners frequently appeal disciplinary decisions, and the Council is often criticized
for being either too punitive or too lenient.

These regulatory divides frequently appear as limited enforcement of standards, protracted
bureaucratic processes, procurement issues,>** inadequate oversight and a limited legal framework.
These are sometimes related to unsafe medical practice, patient injury, and a loss of trust in the
healthcare system. Given these challenges, it is clear that regulatory gaps are a significant factor

contributing to medical malpractice in Rwanda.

These factors can lead to system inefficiencies and, in some cases, preventable harm, but could be
addressed with a current regulatory divide with vigorous enforcement. The new healthcare
regulation is expected to address some challenges if paired with effective enforcement. In Rwanda,
while progress is evident, strengthening regulatory bodies like the Rwanda FDA and professional
Councils, along with improving regulatory oversight, is crucial to reduce malpractice and improve
patient safety. This could be possible with feedback loops and Standard Operating Procedures
(SOPs).

4.4.6. Productivity-driven compensation models

In many healthcare systems, physician pay is linked to productivity metrics through models based
on Relative Value Units (RVUs) because of fixed low wages.>*> These models appear in various
forms. For instance, in the United States, they include fee-for-service (FFS), capitation, pay-for-
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performance (P4P), case rates or episode-of-illness rates, and bundled payments.>*® These
outcomes-based healthcare systems reward physicians according to the volume and complexity of
services provided, rather than patient outcomes or quality of care.>*’ These models have been
adopted worldwide, especially in resource-limited settings. However, this approach can lead to
decreased healthcare quality and ultimately harm patients.>*

In Rwanda, like RVUs, Performance-Based Financing (PBF) is common in public health facilities.
These financial incentives are based on data from the Health Management Information System
(HMIS), which measures the services delivered during a specific period. This aligns with the
“imihigo program” or performance contracts, which provide a benchmark for the government to
set targets for the quantity, quality, and timeliness of health services annually, often linked to PBF
incentives. Although PBF is recognized for improving patient outcomes, especially in government-

incentivized services,*” it emphasizes quantity more than the quality of healthcare delivery.

While these models may enhance efficiency and resource management, they can also
unintentionally create psychological and operational pressures—such as increased workload, task
burden, stress, sleep disturbances, and fatigue—that elevate the risk of malpractice.*”° For instance,
if doctors are encouraged to be more productive and accept more patients per shift, it likely leads
to less thorough diagnostics, documentation, and communication with patients.*’! Additionally,
with pay-for-performance (PBF) programs, there is a direct link between billing and payments for
healthcare facilities, raising concerns about the overuse of government resources or unnecessary
services for patients. This constitutes another form of defensive medicine, as providers aim to
maximize service delivery to earn higher bonuses under PBF.**> When financial compensation is
based on “volume, not value,” practitioners are caught in an ethical dilemma, balancing financial
interests with professional standards. They must also recognize that persistent productivity
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pressures are linked to provider burnout, which significantly increases clinical errors and
compromises patient safety.

Moreover, not all practitioners can maintain the same pace due to factors such as their age, the
issues their patients present, and the tools available. As a result, practices may cultivate a culture
of shortcuts in documentation by documenting less or relying on template notes to maintain pace,
and increase their risks of miscommunication (e.g., sloppy note-taking) and legal liability.

These systemic issues in healthcare service delivery, which sacrifice quality for quantity,
necessitate the need for compensation models that integrate quality metrics, patient satisfaction,
and clinical outcomes alongside productivity.*** Fee-for-service models are suitable for quantity
but not for quality in clinical practice. A more balanced approach can help address malpractice
risk while preserving practitioners’ safety and integrity.

4.4.7. Lack of public awareness of medical rights

For upholding their dignity, human beings should be both aware of and safeguarded in their entitled
rights.*** In the context of public health and clinical practice, patients or service users should be
aware of their medical rights.*> In this light, the current consideration is that patients are
consumers whose rights should focus on information, quality, and choice. Particularly, consumer
patients have the right to be informed about their rights and the duties of healthcare providers.*%
This transparency is essential for building trust, maintaining ethical standards in clinical care, and
allowing patients to participate in shared decision-making in the doctor—patient relationship.

Providers, especially physicians, know about the right to provide sufficient
information about patients’ disease and its progress, but they withhold
information from patients as they think it can limit the authority of them.
Patients’ awareness of this right, however, was in moderate level. The disparity
in awareness between good providers and weak patient awareness of this right
may be attributed to the dominant paternalistic medicine, where medical
professionals have the authority to make decisions on behalf of their patients.*”
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Although the general public’s limited awareness of their medical rights might be ignored, it could
be a significant contributor to medical malpractice. In many healthcare systems, particularly in
those of developing countries, patients are not adequately informed about their entitlements.
Rwanda is no exception; throughout the interviews, three participants revealed that they have ever
dealt with the violation of informed consent as a form of medical malpractice.

Ensuring respectful treatment and equitable access to accurate medical information requires that
healthcare providers actively inform consumer patients of their fundamental rights—particularly
the rights to informed consent, confidentiality, and access to essential information relevant to their
care.*®® These rights are not merely procedural formalities; they constitute the ethical and legal
foundation of patient-centered healthcare. Thus, their expectations and needs, wants, and
preferences should always be considered.*” These are enablers that empower citizens to take an
active role in their own healthcare. The absence of such information reduces patients’ involvement
in health care, which undermines their ability to advocate for themselves, question inappropriate
or harmful medical practices, and report violations. As demonstrated by some research, limited
awareness of patient rights can be linked to reduced accountability among healthcare professionals
and a measurable decline in the quality of health care service delivery.*!

Furthermore, without a clear understanding of what defines ethical and lawful medical practice,
patients may unintentionally accept substandard care or fail to recognise instances of medical
malpractice. Thus, this can result into reduced accountability, underreporting of malpractice, and
increased vulnerability. This weakness is exacerbated by the lack of public awareness campaigns
and institutional systems designed to promote and safeguard patient rights.*!! The systemic neglect
of patient education not only threatens individual autonomy but also hinders broader efforts to
promote transparency, justice, and dignity within healthcare systems.

4.4.8. Deficiency in accountability mechanisms
Accountability in healthcare means that medical professionals and institutions must deliver quality
care, follow ethical and legal standards, and be responsible for their actions or omissions.*'? This
has considerable significance in medical practice as it sets an environment that leaves no room for
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negligence and malpractice. On the contrary, a deficiency in accountability mechanisms
compromises patient safety.

In this regard, Rwanda has made significant progress in establishing laws and regulatory bodies to
oversee healthcare quality and professional conduct. Despite this progress, a deficiency in
accountability mechanisms still exists, as manifested by a lack of transparent reporting systems,
limited disciplinary frameworks, and lack of defined legal recourse for patient victims, resulting
in inconsistent compensation. In the same vein, the RMDC’s applicable disciplinary actions, such
as suspensions and deregistrations, are rarely applied and often argued to be insufficient, especially
when errors lead to death. RAHPC, mandated to regulate and enforce ethical standards among
healthcare professionals, itself acknowledges a decline in professionalism, compassion, and
clinical competence among practitioners.*'> This might be rooted in institutional issues due to
resource constraints and the limited statutory enforcement mandate of regulatory bodies. This can
lead to an increase in malpractice and negligence incidents.

Despite ongoing reforms aimed at improving accountability and quality of care, including the
introduction of performance-based financing, hospital accreditation, and data systems such as
TRAChnet and RapidSMS,*!* these mechanisms primarily focus on service delivery metrics rather
than individual professional conduct. This necessitates strengthening legal frameworks and
enforcement, increasing public awareness of patient rights, ensuring transparent and accessible
reporting systems, and providing CPD programs to improve healthcare standards and reduce
malpractices to enhance patient safety.

4.4.9. Broken communication between patient/family and provider
As discussed earlier in another section, in patient-centred healthcare, good communication is
essential. Without this, providers withhold information from patients, thinking that it can limit
their authority.*!> This results in dominant paternalistic medicine, where patients’ medical rights
are infringed. According to the CRICO report on malpractice risks related to communication
failures, such failures account for 30% of all medical malpractice claims. In comparison, 44% of
claims involving a communication issue result in serious harm or death.*!® These problems occur
in various healthcare settings and involve both provider-provider and provider-patient interactions.

Clinical communication failures often arise from various interconnected causes, such as language
barriers, time constraints, heavy workloads, limited interpersonal communication skills, and the
embedded hierarchical structures within healthcare settings. These failures can be substantially
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reduced by replacing outdated communication systems and adopting electronic health records
(EHRs). Evidence of communication failures can sometimes be found in poor or missing
documentation, and a lack of or incomplete consent. These communication failures can lead to
numerous poor clinical outcomes, including misdiagnosis or failure to diagnose, delays in
appropriate treatment, postponement of critical diagnostic testing, prolonged hospitalisation, and
medication or surgical errors.*!” This cultural issue has led to various adverse clinical outcomes
worldwide.*'® They can also lead to biases about the patients by misinterpreting their needs and
withholding some healthcare services.*"”

Patients place great importance on clear and empathetic communication in Rwandan healthcare
contexts. If these qualities are missing, patients may feel dismissed or misunderstood, making them
more likely to be dissatisfied.*?® These communication issues can compromise the therapeutic
relationship and increase the likelihood of formal complaints and potential litigation. Ultimately,
these issues underscore the importance of culturally aware, patient-centred communication in
fostering trust, adherence, and overall quality care.

In light of both the structural and cultural challenges in patient-provider communication—often
with significant clinical implications, there is a distinct need for responsive reforms at the
organisational level. A focus on empathy and relational transparency, combined with the use of
tools such as electronic health records, can reduce errors, enhance satisfaction, and foster trust.
These initiatives are the first step toward improving care quality, safety, and equity, especially
within Rwanda's evolving healthcare model.

4.4.10. Faith-based and conscientious constraints
Besides, the beliefs of patients or their families may also contribute to malpractice incidents in
various aspects.*’!*?2 For example, Jehovah’s Witnesses' objections to blood transfusions have
been a challenge in Rwanda.**® When healthcare providers’ and practitioners’ personal or religious
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faith deviates from the acceptable standard of care, their doctrine oversteps evidence-based
medicine and can result in adverse outcomes. An example is where removing the fallopian tube
has been a common practice in Catholic-based hospitals instead of using the less invasive drug
like Methotrexate in case of ectopic pregnancy, fearing abortion as a result of the medication.***
The rationale was that Catholic medical facilities worldwide are bound by binding ethical codes,
most notably, the Ethical and Religious Directives to Catholic Health Care Services (ERDs),*?
which restrict or forbid abortion, emergency pregnancy abortions, sterilization, and certain life-
saving procedures when those are interpreted as directly killing a fetus.*?

This applies not only to Catholic health institutions but also to other faith-based providers, some
of whom have limited some reproductive health care, including family planning or after abortion
services, on the basis of theological teachings. In turn, in areas where such facilities are prevalent,
or are the only community providers, the effect of religiously determined refusals can potentially
put out the option of patient choice, thus exposing them to potential adverse consequences of
delayed or unsuitable care.*?74?

In Rwanda, the problems associated with the denial of some lawful reproductive health services
by faith-based healthcare facilities exist. Some of the church affiliated hospitals and health centres
do not provide modern contraception and sterilization or termination of the pregnancy based on
their doctrine, despite being part of the national health system. Since the Rwanda reproductive,
maternal, newborn, child, and adolescent health (RMNCAH) framework encourages universal
access, equity, and emergency obstetric care, its implementation in the faith-based facilities is still
limited by negotiated State-church agreements. Although referral is necessary in the lack of
services, there is still a gap in referral effectiveness, monitoring, and service continuity, especially
in rural areas, and this presents dangers of delayed care and avoidable maternal morbidity.

4.4.11. Insurance forces and effects
Although Rwanda has made significant strides in achieving universal healthcare coverage,*** some
challenges remain.**° Some citizens are uninsured because they cannot afford premiums. Although
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the government has introduced a tiered premium system based on income levels, which could help
more citizens afford insurance, some categories still cannot afford it.**! This leads to self-
medication, resulting in complications. In addition, as Adebayo et. al. indicate, poor quality of care
is one of the issues of community-based health insurance schemes (CBHI) in low and middle-
income countries (LMICs) that need to be addressed.**? In the same vein, the Rwandan CBHI,
generally available to nonprofessional working groups, does not cover all medications and
healthcare services.*** Additionally, the provision of poor-quality care and long queues for medical
services among insured clients has been rampant in Rwanda.*** This situation necessitates that
subscribers incur significant out-of-pocket expenses for medications, like those who are not
insured. Such limited coverage of CBHI schemes may discourage individuals from seeking timely
medical care, potentially resulting in more severe health outcomes.

Moreover, the complex relationship between care providers and medical insurers exerts a profound
influence on clinical decision-making, jeopardising patient-centered care.*** Financial constraints
imposed by insurers routinely curtail physicians’ professional autonomy, compelling them to make
choices guided more by cost-efficiency than by clinical necessity. For example, a patient referral
that requires traveling a long distance from the patient’s hospital to a specialised health facility
could be denied if the insurer does not cover the ambulance bill. In addition, the doctor may fail
to recommend tests or prescribe medication if the patient’s insurance does not cover it, and the
patient may incur out-of-pocket expenses.

The bureaucratic process of seeking approval from insurers for medications and clinical tests
significantly impedes the efficiency of healthcare delivery.**® This system not only interferes with
physicians’ autonomy in making medical decisions but also creates unnecessary delays in patient
care delivery. The approval process is unpredictable because requests are potentially denied for
various reasons, often prioritising financial aspects over medical necessity. This highlights a
fundamental conflict between the profit-driven nature of insurance companies and the healthcare
needs of patients.
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The impact of this bureaucratic interference extends beyond simple delays. It can lead to
suboptimal treatment plans if preferred medications or tests are not approved, forcing physicians
to resort to less effective alternatives. This system also places an additional administrative burden
on healthcare providers, diverting time and resources away from direct patient care. The profit-
maximization mindset of insurers often clashes with the medical community’s goal of providing
the best possible care, creating a tension that ultimately affects patient outcomes and the overall
quality of healthcare services.

The implications of tradeoffs in healthcare due to insurance are far-reaching. It extends beyond
personal patient care and can create an environment that undermines the entire healthcare system.
Indeed, when insurance entities interfere with medical decision-making and exert pressure on
healthcare providers, it can trigger a series of adverse patient outcomes. Compromised diagnostic
accuracy may result from limited access to necessary tests, while delayed interventions can occur
when insurance approval processes slow down critical treatments. These factors, combined with
the potential for substandard treatment outcomes due to cost-driven compromises, can
significantly impact patient health and well-being.

Moreover, the pressure to prioritise cost-saving over providing the highest quality patient care may
lead healthcare practitioners to become non-compliant and unethical. This not only compromises
the safety of patients but also exposes healthcare professionals to potential lawsuits due to medical
malpractice. With all these problems on the rise, patients’ trust in their health care begins to
decline,*” and they might start to question the motives of healthcare providers, whether they are
receiving the best possible care service or the most cost-effective one.

4.4.12. Poor healthcare planning

Health care planning may have a profound impact on patient care and the quality of healthcare
delivery in general. Patient-centred care provision can be dominated by practices like working on
performance contracts, which require the public health facilities to work on daily quantitative care
measures. This method puts efficiency above medical necessity; thus, it may undermine the quality
of care and professional ethics. In this respect, the healthcare system must find a balance between
efficiency in terms of volume (operations) and value (patient-centered care). Using quantitative
metrics too much may result in a dehumanized approach where patients are treated as numbers,
instead of human beings with specific medical needs. To resolve this concern, healthcare planners
ought to integrate qualitative evaluations and patient feedback with quantitative information to
make healthcare delivery more ethical and inclusive.

Moreover, this issue is complicated by the tension between the medical practitioners’ professional
rights and the obligation to protect the patients’ rights. Although health professionals have a
legitimate right to have their legal and ethical privileges acknowledged, they should also ensure
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that these privileges do not disrupt their primary duty of providing quality care. In this balancing,
both the needs of practitioners and patients must be considered carefully, and an ethical resolution
to the delivery of healthcare must be maintained.**® Managing these issues will require a more
comprehensive healthcare plan that focuses on patient outcomes and respects the rights and
responsibilities of medical professionals.

4.4.13. Medical corruption
The WHO claims that corruption is one of the elements undermining the quality of healthcare.
Medical corruption prioritises personal gain over patient care. The safety of the patients is at risk
since they can undergo needless and detrimental treatment. Numerous forms of medical
corruption, including donations, informal payments, bribery, fraud, political influence, research
funding, and kickbacks, have been discovered at public health facilities through lobbying efforts,
according to the literature.**® These unethical practices paralyse many nations’ healthcare systems,
and Rwanda is no exception.*?® They have far-reaching effects that compromise health, including
eroding trust, misusing public funding, and raising healthcare costs.**! Furthermore, medical
corruption can exacerbate medical negligence and malpractice, posing a serious risk to patient
safety. For instance, the 2023 WHO technical paper documented maternal and child mortality rates
to be high in countries with high levels of bribery, with an estimated 140,000 child deaths

annually.**

A 2017 study by the Basel Institute on Governance on petty corruption in the Rwandan health
sector found that certain forms of corruption, including bribery, favouritism, and gift-giving, were
prevalent in the sector.*** According to Transparency International Rwanda, there is a possibility
of corruption in several areas related to the delivery of healthcare services. These include Ubudehe
categorisation, patient transfers, medical appointments, medical examinations and prescriptions,
medical supply chain and procurement, registration, licensing and inspection of health and
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pharmaceutical facilities, clinical trials, drug registration, and authorisation.*** In addition,
Transparency International Rwanda further notes that corruption in Rwanda's healthcare human
resource services may likely result in the hiring of underqualified workers, which could have
adverse health outcomes.**

Establishing strong regulatory measures, implementing strong risk assessments in healthcare
organisations, and implementing an integrated multi-stakeholder anti-corruption model are some
strategies to combat medical corruption.**® These strategies aim to enhance collaboration among
health regulatory bodies, the national health observatory, and other key health stakeholders. This
approach could enable relevant institutions to gather information and tailor suitable mechanisms
to address medical corruption, enhancing transparency, accountability, and ethical conduct in
medical practice. Transparency International Rwanda recommends several strategies for
combating medical corruption in Rwanda's healthcare system, including government audits,
integrity training, anonymous reporting of corruption, the adoption of electronic systems to
minimise human intervention, and the establishment of independent oversight mechanisms. To
address this crucial issue, the WHO recommends that governments implement measures for anti-
corruption, transparency, and accountability (ACTA).*’

4.5.Effects of medical malpractice and negligence

Medical malpractice incidents have enormous and far-reaching consequences for patients,* their
families, health care professionals, the healthcare system, and the community at large. Beyond the
physical pain and emotional distress, individuals often experience considerable financial costs.
The human and financial costs of medical errors, including compensation, legal proceedings, and
reparation of damages, constitute a heavy burden on the nation. Over time, they can impede overall
progress and development. The following discussion outlines those consequences.

4.5.1. Effects on patients and their families

4.5.1.1.Loss of human lives
One of the overwhelming and irreparable effects of medical error is death, whether as a direct
outcome or an indirect result of complications. Medical negligence and malpractice accelerate the
mortality rate. This has a severe impact on the families, as losing their loved ones impairs their
ability to nurture the family. These are compounded by financial hardships associated with
unexpected funeral costs and a potential loss of income from the deceased. Additionally, the
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emotional toll on families can be devastating and long-lasting. Survivors may experience feelings
of anger, betrayal, and distrust towards the healthcare system.** Although it seems impossible to
quantify the impacts of medical errors in Rwanda, this range of effects underscores their broad
impact on both personal and societal levels when they result in death.

4.5.1.2.1atrogenic injuries
Patients may experience chronic pain and complications resulting from medical errors such as
misdiagnosis, incorrect dosage, or surgical error. When these effects or complications are directly
resulting from medical intervention, they are iatrogenic injuries.**® Although not all iatrogenic
injuries are negligent, some injuries are preventable and unacceptable.

4.5.1.3.Emotional and psychological distress
Medical malpractice can result in emotional and psychological distress, including anxiety,
depression, and post-traumatic stress disorder (PTSD).**! Survivors of medical errors can have
resentment toward the healthcare system stemming from their past traumatic experience. These
effects often persist long after physical injuries have healed, significantly impairing the patient’s
quality of life.*>

While the psychological effects of medical malpractice on individual patients are profound, they
often extend to their families, who bear the burden of accompanying their loved ones with social
and financial support.

A multidimensional approach to support victims of medical malpractice is essential for their
recovery and well-being. Family therapy is essential to repair the relationship strain and enhance
communication between victims and their relatives throughout the recovery process. Besides,
establishing support groups and counseling services specifically tailored for medical malpractice
survivors can play a vital role. These services can provide a safe environment for sharing
experiences, gaining valuable insights and practical advice, and learning coping strategies from
peers who have faced similar issues. Although these support services are essential for patients and
families, educating healthcare professionals about the psychological impact of malpractice is
equally essential for creating a more compassionate system of care.

4.5.1.4.Reduced quality of life
Due to the physical and psychological ramifications resulting from the medical errors, the
survivors’ ability is significantly impaired so that they cannot perform their daily activities or
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maintain their lifestyle. As a result, they frequently rely on external support to continue their life
journey, which may necessitate continued medical and social care throughout their lifetime.

Such caregiving demands can substantially change family dynamics, introducing additional
household roles and responsibilities that may lead to social and financial stress. Family members
consider the affected individuals a burden, as the latter might also feel useless and a burden to
them. These challenges, coupled with initial trauma, may deteriorate survivors’ mental health and
complicate their recovery.

4.5.1.5. Prolonged hospital stays and readmissions

Complications resulting from medical errors, in most cases, necessitate an extension of
hospitalization or readmission.*>> For example, when a patient experiences an adverse event due
to a medical error, such as misdiagnosis, mistreatment, or incorrect medication, their hospital stay
will be extended for further interventions, monitoring, or surgical procedures until they are well
diagnosed, treated, or transferred to another hospital. If it is outpatient, she is likely to return for
hospital admission for further interventions, which is also a risk factor for further harm to
patients.*>*

Shazia Mehmood Siddique and Kelley Tipton highlight the potential trade-offs between reducing
hospital length of stay and the risk of post-discharge adverse outcomes, such as readmissions and
mortality. Consequently, they advocate for comprehensive discharge planning and
multidisciplinary care as appropriate strategies to mitigate extended hospitalizations, particularly
for individuals affected by medical malpractice.*>’

The prolonged hospital stays and frequent readmissions increase the healthcare costs and
undermine the patient’s trust in the healthcare providers. Addressing these issues requires a
thorough mechanism of quality assurance, improved diagnostic protocols, and communication
among healthcare providers.

4.5.1.6. Economic impact (extra healthcare cost)
Medical malpractice not only physically and emotionally affects the victims, but also
financially.**® The cost of additional medical care related to hospital stay and corrective procedures
while treating the iatrogenic injuries or getting the rehabilitation services is a heavy burden on the

43 Lydia E. Pace et al., “Delays in Breast Cancer Presentation and Diagnosis at Two Rural Cancer Referral Centers
in Rwanda,” The Oncologist 20, no. 7 (2015): 78088, https://doi.org/10.1634/theoncologist.2014-0493.

454 Katie E. Raffel et al., “Prevalence and Characterisation of Diagnostic Error among 7-Day All-Cause Hospital
Medicine Readmissions: A Retrospective Cohort Study,” BMJ Quality and Safety 29, no. 12 (2020): 971-79,
https://doi.org/10.1136/bmjqs-2020-010896.

455 Shazia Mehmood Siddique et al., “Interventions to Reduce Hospital Length of Stay in High-Risk Populations A

Systematic Review,” JAMA Network Open 4, no. 9 (2021): E2125846,
https://doi.org/10.1001/jamanetworkopen.2021.25846.
436 Bryan Driscoll, ed., Medical Malpractice Statistics of 2025, 2024,

https://www.consumershield.com/articles/medical-malpractice-statistics.

110



victim and the family. The issue is exacerbated when malpractice results in chronic conditions or
permanent disability.

Beyond the direct costs related to care demands, another high cost is malpractice claims, which
involve a lengthy litigation process, expert testimony, legal representation, and administrative
costs. The financial impact of medical malpractice is extensive, as affected individuals experience
a loss of income, which impoverishes them and places them in dependency on public assistance
programmes. Their families experience financial hardship due to caregiving responsibilities and
related expenses. These expenses constitute a broader impact of medical malpractices, which need
to be addressed by different stakeholders in the healthcare sector with a multidimensional
approach.

4.5.2. Effects on the healthcare providers
4.5.2.1. Professional consequences

Malpractice incidents can have significant effects on the healthcare providers’ profession.*” When
a medical practitioner or dentist is involved in a negligence or malpractice case, they may face a
range of professional consequences, such as disciplinary actions, which can even result in
dismissal, and legal liability.*>® For example, depending on the gravity of the fault, the Bureau of
the National Council Board of RMDC can impose disciplinary actions varying from a warning to
removal from the register of the council members for light faults that do not endanger the life of
the patient or the dignity of the medical profession. Beyond those professional sanctions,
healthcare providers may also suffer from reputation damage, career disruption, and psychological
distress, which can significantly affect their professional lives.*”

4.5.2.2.Changes in practice/ defensive medicine
By avoiding medical negligence and malpractice incidents and their related consequences, medical
providers change their clinical practice, which can lead to either positive or negative outcomes in
defensive medicine.*60461:462463 Thyg, they either order unnecessary tests, procedures, or referrals
or avoid high-risk patients and procedures that could result in malpractice litigation. Such a change
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may lead to financial strain due to overutilization of resources. It also includes the refusal of care
in complex cases, which reduces access to care for vulnerable people. In addition, the physician
may consider patients as future potential plaintiffs and focus on record-keeping and the informed
consent process rather than the actual case to treat.*** Such a change of behaviour always results
from the fear of professional and institutional pressure to avoid legal consequences.

4.5.3. Effects on the healthcare system and the community
Medical malpractice incidents can affect the healthcare system and broader community in different
ways, such as disrupting care and justice delivery, eroding public trust, and escalating healthcare
costs.*63

4.5.3.1.Burden on the legal system
Medical malpractice litigation is complex and requires expert testimony and thorough
documentation, which contributes to the backlog of the legal system, delaying the administration
of justice. In addition, malpractice proceedings also involve substantial time and financial costs
for both plaintiff and defendant, as well as the judicial organ. As a result, an increase in malpractice
lawsuits is a contributing factor to court backlog, which delays justice.

4.5.3.2.Increased cost and erosion of public trust

As previously discussed, the change of clinical practice into defensive medicine, where clinical
decisions are mainly influenced by the risk of litigation rather than the patients’ needs, accelerates
the financial burden on the threefold aspects: medical providers, care services users, and the
healthcare system. This can affect vulnerable populations, as some essential services could be
excluded to avoid future litigation. Besides, medical errors can result in long-term health
consequences affecting the quality of life, prompting the affected families who suffered both
psychological trauma and financial burden from either medical complications or legal proceedings
to lose confidence in healthcare organisations.

4.5.3.3.Influence on healthcare access and cultural behavioral shift
When the burden of medical malpractice incidents is significant on healthcare consumers and care
providers, it often leaves room for searching for alternatives. Beyond its immediate impacts on
individual patients and healthcare providers, medical malpractice has broader well-being effects
that may influence healthcare access and accelerate behavioral shifts within the community.

Frequent medical malpractice can exacerbate the disparities in healthcare access, particularly in
the underserved and remote areas. For example, where malpractice is frequent, healthcare
providers may relocate or retire to avoid high litigation costs or insurance costs, which may create
“medical deserts,” areas with limited or no access to essential medical services. This phenomenon

464 Marta Vizcaino-Rakosnik et al., “The Impact of Malpractice Claims on Physicians’ Well-Being and Practice,”
Journal of Patient Safety 18, no. 1 (2020): 45-51, https://doi.org/10.1097/PTS.0000000000000800.

465 Sarah Lee, “The Impact of Malpractice on Healthcare: Analyzing the Effects of Medical Negligence on Patients
and Providers,” Number Analytics, May 2025, https://www.numberanalytics.com/blog/impact-malpractice-
healthcare.
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undermines equitable healthcare delivery and may lead to a cultural and behavioral shift, where
people develop a culture of hyper-vigilance and skepticism. Patients may start to second-guess
medical advice or seek alternative treatments that are often unverified, such as non-registered
traditional healers, or opt for a self-medication lifestyle. Such a culture can significantly result in
an increased rate of morbidity and mortality due to misdiagnosis and drug misuse.

4.6.Conclusion

This chapter has covered the forms, contributing factors, and effects of medical malpractice
incidents in Rwanda, as well as the institutions involved in handling related complaints. The
analysis of medical malpractice cases summarised in this section has revealed persistent challenges
in healthcare accountability, which undermine public trust and compromise the quality of care
provided to healthcare service users. Malpractice cases of professional negligence, ranging from
delayed or inadequate medical attention leading to fetal death and permanent disability to critical
errors during labor and surgical complications, underscore systemic vulnerabilities in healthcare
delivery. In addition, other problems like anesthesia-induced hypoxia, absence of essential drugs,
and even the use of incompetent staff in clinical practice justify the critical shortage in the
enforcement of clinical guidelines and resource allocation. Such incidents cause physical,
economic, and psychological harm to patients. They also call for timely medical intervention to
prevent these adverse outcomes.

Although negligence and harm to patients are evident, obtaining compensation remains
challenging due to a fault-based system, which typically requires a guilty conviction against the
defendant to obtain compensation. This model generally places a heavy burden of proof on the
plaintiffs, leaving the victims of medical malpractice without an adequate remedy. The issues of
professional negligence, patient harm, and gaps in healthcare accountability impose a re-
examination of the current medical and legal frameworks to ensure patient safety and justice. This
will enable a reduction of both individual practitioners’ actions and systemic weaknesses, as
outlined in Human Error Theory.
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CHAPTER FIVE

LEGAL AND REGULATORY FRAMEWORK OF MEDICAL PRACTICE IN RWANDA

This Chapter discusses the Rwandan legal and regulatory framework for medical practice. This
legal framework, underpinned by numerous laws, regulations, and codes of ethics, outlines the
obligations of healthcare practitioners, the rights and obligations of the healthcare user, and the
scope of the roles of the key institutions in healthcare to protect safety. The Chapter outlines how
the legal framework is designed to enhance the quality of care, protect the rights of patients,
incentivize ethical and legal compliance in practice, and provide accountability for the practitioner.
It also outlines the complaint pathways and institutional process in justice delivery to the victim
of medical malpractice.

Despite significant achievements in the regulatory context, this Chapter outlines ongoing
deficiencies in enforcement, process, and scope that undermine effective implementation. In an in-
depth analysis of Rwanda's medico-legal landscape, key legal provisions regarding patient safety,
ethical standards in clinical practice, institutional responsibilities, and remedial avenues for
healthcare users are connected to the discussion. The Chapter also highlights other areas for reform
to foster a more transparent, accountable, and patient-centered healthcare system.

5.1.  Overview of the legal and regulatory framework on medical practice in Rwanda

Rwanda has made significant efforts to establish a legal and regulatory framework to enhance the
quality of healthcare and harmonise service delivery across public and private providers. Various
legal reforms and regulatory initiatives prove such a commitment to strengthening the healthcare
system. These include the recent enactment of the healthcare law in 2025, as well as the
standardisation and regulation of health facilities in 2022.*® Adding to that, the issuance of
standards for health professional training institutions in 2022,*” as well as the introduction of
pharmaceutical service accreditation standards and performance assessment tools in 2020, this
constitutes another step forward. Additionally, integrating reporting systems and inspection
protocols across private and public healthcare providers has been another key action to promote
data-driven decision-making and accountability. The framework not only upholds patients’ rights
and safety but also promotes efficiency and accountability in clinical practice. This is under
Rwanda’s strategic vision to strengthen the health system’s resilience during crises and health
emergencies,*®® and build an equitable and high-performing healthcare system.

466 “Ministerial Instructions No. 20/0002 of 11/10/2022 Governing Private Health Facilities” (2022).

467 Ministry of Health (MINISANTE) and Ministry of Education (MINEDUC), “Health Professionals Training
Institutions Standards in Rwanda” (Kigali, Rwanda, 2022).

468 Muhammad Arslan Ghaffar et al., “Research on Vehicle-UAV Integrated Routing Optimization Problem to Deliver
Medical Supplies,” Electronics 3, no. 18 (August 2, 2024): 2,
https://doi.org/https://doi.org/10.3390/electronics 13183650.
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Modern medicine is supplemented by traditional medicine, complementary, and alternative
medicine.*® The legal framework for medical practice is designed to ensure the delivery of
healthcare services, ethical practice, and the safety of patients and other care service users. In this
regard, several laws and regulations, as well as key regulatory bodies, shape the framework.
Among others, the statutes establishing major institutions in health care such as the RMDC,
NCMC, RAHPC, the Rwanda FDA, and the RBC, play a critical role in defining the standards for
medical practitioners. These regulatory bodies, among others, ensure compliance with professional
ethics, protect public health, and contribute to the continuous improvement of medical services
countrywide.

Besides, the Rwanda FDA has begun to regulate complementary and alternative medicine;
however, there are still many issues and, consequently, many malpractices in this field. This
necessitates the establishment of a supervisory council and regulatory reform.*’® According to the
literature, traditional herbal medicine (THM) is used by many people in sub-Saharan African
countries, including Rwanda,*’! in place of modern medication, which leads to a high prevalence
of antibiotic resistance.*’? One of the causes is the regulatory offices’ inefficiency in regulating
THM, which is influenced by a number of factors, including a lack of suitable mechanisms to
control THM practices and products, a lack of public support, a lack of legislative enforcement, a

lack of financial and human resources, and a lack of basic THM regulatory tools.*"?

Medical professional liability law is the foundation of medical practice, ensuring accountability
and protection for practitioners and patients. Although this law lacked an implementing
mechanism, it requires healthcare professionals to maintain a coverage policy that provides
compensation for patients in cases of negligence, error, or malpractice to minimise the risk in their
practice. In addition, the law also safeguards the fundamental rights and freedoms of patients and
clearly stipulates the obligation of healthcare professionals in cases of malpractice or negligence
that result in harm to patients or other healthcare users.

Moreover, the law establishes a formal compensation scheme under which injured patients can
seek redress for harm suffered. Apart from court action, the law provides for ADR through
Committees for Conciliation and Compensation for Health Risks at the district and national levels,
and court referral, where necessary. Lastly, it provides rigorous supervisory controls to enforce

469 Ministry of Health of Rwanda, “Health Sector Policy” (Kigali, 2015), p. 11-12.

470 Linda M. Kagire, “The Resurgence of Traditional Medicine in Rwanda and Its Impact on Healthcare,” The New
Times, 2025, https://www.newtimes.co.rw/article/25304/news/health/the-resurgence-of-traditional-medicine-in-
rwanda-and-its-impact-on-healthcare.

471 Mengxin Tan et al., “Local Experience of Using Traditional Medicine in Northern Rwanda: A Qualitative Study,”
BMC Complementary Medicine and Therapies 21, no. 1 (2021): 1-9, https://doi.org/10.1186/s12906-021-03380-5.
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compliance with medical liability standards, ensuring adherence to ethical and professional
standards.

In the same vein, Rwanda recently enacted the healthcare law that strengthens and expands liability
insurance coverage across both the public and private healthcare sectors.*’* The law requires
employers to contribute to insurance premiums to help resolve medical disputes.*’> While
explicitly excluding criminal acts like sexual abuse from its scope, the legislation sets a five-year
deadline for filing malpractice claims.*’® It also adopts a proportional liability approach in cases
involving multiple parties.*’’ This legal framework addresses the growing complexity and demand
in Rwanda’s health sector, which is experiencing significant expansion in areas such as medical
tourism and specialised services.

The healthcare law constitutes a significant step toward unifying the legal framework with
international health standards. However, it could succeed only through practical implementation
and the development of institutional capacity. Thus, it consolidates various new health issues that
require new skills in both medical and judicial settings. In addition, building strong regulatory
enforcement mechanisms is crucial to its success. Besides, public awareness of patient rights is
essential in a patient-centred healthcare service delivery.

The regulatory framework of medical practice is based on various policies, including but not
limited to the National Strategy for Transformation (NST2), United Nations’ Sustainable
Development Goals (SDGs), Health Sector Policy 2015, Health Sector Strategic Plan V (HSSP
V), Health Sector Strategic Plan IV (HSSP 1V), Vision 2050, under which medical practice in
Rwanda is underpinned.

One of the pillars of the first National Strategy for Transformation (NST1) is the social
transformation. Under this pillar, the strategic interventions were outlined to bring positive change
to the people’s lives. Among those strategies, ensuring quality health for all, improving health care
services at all levels, enhancing the financial sustainability of the health sector, and increasing the
capacity of the health workforce were noted.*’® The fifteenth strategic intervention, among others,
aims to reach the first of seven priority areas set to deliver the targeted objectives of NST1. This
involves supporting the establishment and operationalisation of new and existing centres of
excellence, focusing on various sectors, including health. In this regard, the reports on health sector
policy actions for the 2022/23 and 2023/2024 fiscal years indicated the following areas needing
key policy actions for improvement, including citizen satisfaction with service delivery in the

474 “Law N° 026/2025 of 17/09/2025 Regulating Healthcare Services” (2025).

475 Ibid., Art. 81, par. 2.

476 1bid., Art. 107

477 Emmanuel Ntirenganya, “Parliament Revives Push for Mandatory Medical Liability Insurance,” The New Times,
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medical-liability-insurance.
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Health sector.*”**80 Several policy initiatives were proposed to achieve this, including enhancing
the efficient and effective delivery of health services at all levels. Other measures include
strengthening client feedback systems such as the Patient Satisfaction Survey, Civilian Voice, and
Patient Voice Program, and ensuring that all hospital standards, regulations, and procedures are
adhered to.*8!

The Rwanda Vision 2050 (The Rwanda We Want) aims to achieve prosperity and a high quality
of life and standards for all Rwandans.*®? According to this vision, everyone will have
unconstrained access to fair, high-quality healthcare that meets their needs and is without financial
hardship. Similarly, among other focuses, the NST2 and the HSSP V aim to enhance healthcare
quality.*33 Within this framework, Rwanda has made significant strides in improving healthcare
services. For example, the data from the HSSP V indicate that there was a big move in improving
various health aspects, including reducing maternal mortality, reducing under-five mortality,

stunting among children, and modern contraceptive use.**

5.2. General foundations of medical ethics and standards of care

Efforts to standardise medical practice have, for centuries, been a bid to improve patient safety.
Medical malpractice and negligence have been a concern since medieval times, reflecting the
inherent fallibility of human nature. Research indicates that Stratfon v. Swanlond, recorded in
1374, was the first documented case of medical malpractice, underscoring the longstanding
challenges of accountability in healthcare.*®® In this case, a patient's mangled hand was untreated,
leading to a petition against the physician for breach of contract. The court did not rule in favour
of the plaintiff, but this precedent is thought to have established central principles for medical
negligence. Subsequently, a court in London decided a medical malpractice case in 1377, where
the physician, Richard Chayndut, was found guilty of failing to properly treat a patient's leg wound
that deteriorated due to a lack of expert guidance. In that case, three expert surgeons testified that
the patient's leg could have been preserved if specialist assistance had been available.*3® Later in
1794, Cross v. Guthery was recorded in Connecticut as the first medical malpractice litigation in
the United States. Since then, only twenty-seven lawsuits had been registered by 1861.4%7
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Furthermore, Justin and Robert underscore that some unskilled practitioners abused the medical
practice in London, which prompted the City of London to regulate the surgeons’ practice with
professional rules and robust enforcement mechanisms.*®® These mechanisms entailed medical
inspections, reporting medical faults to the mayor and council members (aldermen), and a licensing
process that involved examining professional competence. Medical dishonesty was punishable by
a fine and the withdrawal of a license. As a result, the London surgical governance was later

considered to ensure professional ethics and consumer protection.*®

The legal investigation reveals that a medical malpractice claim is essentially the same as a
negligence claim.*° However, by adopting extensive rules, doctrines, and principles applicable to
the common law, the nineteenth-century courts generated misunderstandings regarding these
features.

Since the eighteenth century, the standards of care in the medical sector have evolved. Substantial
scientific discoveries aided the industry’s shift from conventional to modern medicine.*!
Scientific and technological advancements have transformed the medical profession into a
complex field that demands qualified labour. However, they increased the adaptability of high-risk
medical procedures, making them more likely to succeed than low-risk ones but more likely to
fail. Also, due to concerns about human rights, medical innovation necessitated systems that did
not tolerate the employment of subpar healthcare providers to protect patients’ safety. These
systems established the guidelines that paved the way for medical malpractice and negligence
claims. The concept of medical liability originated from the notion that if medical personnel were
held accountable for their malpractice or negligence, they would be more likely to implement the

necessary safety measures to enhance healthcare delivery.

5.2.1. Core principles governing medical practice

Physicians’ adherence to primum non-nocere (first, do no harm), also known as non-maleficence,
has been at the core of their professional practice.*”? This ethical principle requires healthcare
providers to prevent harm by avoiding negligence, unnecessary procedures, and high-risk
treatments that could jeopardise patient well-being.** In other words, non-maleficence guides
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healthcare practitioners to carefully evaluate the potential risks and benefits of all interventions,
ensuring treatments do not impose unnecessary burdens while prioritising the best course of action
for the patient's overall well-being.***

The literature indicates that surgeons could be liable for harming or killing a patient while
performing surgery, per the Code of Hammurabi from ancient Babylon, dating to 1754 BCE.*
For instance, a careless surgeon might lose both hands if the surgery results in permanent injury.
Besides, in the fifth century BCE, Roman Law (the Twelve Tables) was strict on personal liability.
Under this law, compensation for patient harm was precise. The one who has broken the bone of
a freeman was subjected to the Talion law (lex talionis**®) and should pay 300 asses unless they
mutually solve the issue.*” If the victim is enslaved, he should pay 150 asses. However, this later
evolved to include the arbitrators who could consider various factors to determine the amount of

compensation, including the circumstances and the victim's rank.*’®

The Greek physician, Hippocrates of Cos, instilled medical ethics in the Ancient Greeks in the
fifth century BCE (-460 to -370).* Since then, physicians have been compelled to take an oath
known as the "Hippocratic Oath" to practise their profession and follow medical ethics. Several
jurisdictions still employ this custom as a means to assist medical students in transitioning from
study to practice.

For the first time, the duty “to aid” and “do no harm” were articulated in Epidemic I, the earliest
book to address medical ethics. Under this book, ailment, patient, and physician are the three
foundations of medicine. The patient is expected to collaborate with the doctor to treat their illness,
although the doctor is a servant of the art. In the author's opinion, a competent physician can
distinguish between a deadly disease and one that can be treated. For that reason, people will
respect him and give their lives to him for medical care.>*

At the time, Romans used the Latin terms dolus and culpa to distinguish between two malpractice
scenarios.’®! Dolus, in this context, alludes to the evil purpose or willful mind, whereas culpa
combines negligence and clumsiness. In the second situation, a doctor who could practise a
medical specialism about which he is uneducated might ultimately lose his ability to practice
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medicine. In this instance, it is believed that the doctor abused his profession, and once he caused
injury, he must be punished.

Another core principle aligned with non-maleficence is beneficence. This is also the foundation of
medical ethics, emphasising the duty of healthcare professionals to act in the best interests of their
patients.’”? It mandates healthcare professionals to prioritise patient well-being by actively
promoting health and preventing harm. This principle is rooted in Hippocratic tradition and
evolves with medical progress. It guides clinical decisions, balancing risks and benefits to enhance
patient outcomes and navigate complex ethical challenges.’® Although non-maleficence and
beneficence are two distinct principles, they work in tandem to prevent harm and improve the well-
being of patients or other healthcare users.>*

Besides, the principle of autonomy in medical practice underscores a patient’s right to make
informed healthcare decisions, even when those choices diverge from their clinician’s
recommendations.>®® It constitutes a foundational tenet of medical ethics, ensuring individuals’
control over their treatment choices, free from coercion or undue influence. It also goes hand in
hand with other principles, such as non-maleficence and beneficence. It is also related to the
normative theory of utilitarianism.>%

This principle gained prominence in medical ethics following the Nuremberg Trials, which
highlighted the importance of voluntary consent in medical research.>’” Today, it plays a crucial
role in patient-centred care, ensuring respect for individual rights and dignity in healthcare
decisions. Consequently, upholding patient autonomy is essential for mitigating the risks of
medical malpractice.

The last core principle in medical practice is Justice. The principle of justice in healthcare requires
fair treatment for everyone, regardless of their background, and holds healthcare workers to high
ethical standards.’® This core concept involves distributing resources appropriately,>*® using
consistent procedures, and addressing healthcare gaps for underserved populations. Justice also
ensures legal fairness for patients and providers. Ethical guidelines based on justice protect
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patients, clarify the duties of providers, and help prevent medical errors and lawsuits. By
promoting fairness and ethical choices, justice plays a crucial role in preventing medical
malpractice and negligence, fostering trust, encouraging ethical care, and mitigating legal
conflicts.

5.3. Rwandan legal safeguards on patients’ rights

To protect people’s well-being, the right to health is protected under international and regional
legal instruments, including the UDHR, ICCPR, ICESCR, CRC, and the Banjul Charter.
Additionally, the SDGs, which have become global commitments, did not leave this right
behind.’!® In line with this, various national legal systems have incorporated health-related
provisions from those legal instruments to secure the right to health and provide means of redress
in case of negligence and malpractice. In this regard, the Rwandan Constitution safeguards the
right to good health for all Rwandans.’!! This right is also enshrined in the Healthcare Law,
comprising five components: promotional health services, disease prevention services, curative
and chronic care services, palliative care services, and rehabilitative services.’'? Additionally, there
are other health-related laws, regulations, and policies in place to ensure better health for all
Rwandans. In the aftermath of the Genocide against the Tutsi, the Government of Rwanda did a
tremendous job of improving its health care system by adequately governing the sector,
constructing solid healthcare infrastructures, and following a universal health care model that
empowers citizens with access to health care services accordingly.

Patients’ rights are enshrined in the Constitution of the Republic of Rwanda, which guarantees the
right to good health.>!® Besides, the healthcare law outlines the fundamental rights of health service
users. Those rights and freedoms are discussed below:

5.3.1. Right to dignity and privacy
The patient's right to be treated with dignity and respect, as well as their right to privacy, is one of
the fundamental principles of healthcare ethics and law. The Rwandan Healthcare Law recognises
this right.>'* This right originates from the international human rights instruments, notably the
Universal Declaration of Human Rights (UDHR), in Article 1 and the Preamble, which emphasise
that all individuals are born free and equal in dignity and rights. Additionally, it is one of the
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principles underlying the International Health Regulations (IHRs), which emphasise full respect
for the dignity, human rights, and fundamental freedoms of persons, as outlined in Article 3(1).5"

This principle covers several critical aspects of the right to health. The concept of human dignity
dictates that patients and other healthcare users are treated with respect, regardless of their socio-
economic status, medical condition, or cultural background.’'® °!7 Healthcare providers are
obliged to recognise the inherent worth of each individual and ensure that their practices do not
demean or dehumanise the patients they serve.’!® Privacy is another essential aspect of this right,
and it includes the protection of personal health information and confidentiality in all medical
communications.’'® Besides, privacy extends to physical considerations, ensuring discretion
during medical examinations and procedures. Safeguarding privacy is not solely an ethical
obligation but also a legal imperative, as many countries have enacted domestic legislation to
uphold these rights. The last aspect is the ethical implications, which impose a moral obligation
on healthcare practitioners to uphold these rights. Respecting human dignity and privacy fosters
trust between patients and healthcare providers, ensuring the equitable treatment of all individuals

within healthcare systems.

In the same vein, the Rwandan healthcare law dictates that health professionals discharge their
duties with due respect for the human person’s life, privacy, and dignity. This right entails respect,
care, and treatment with consideration, regardless of the health professional's background, beliefs,
or medical condition. Safeguarding patient privacy involves protecting personal information,
ensuring confidentiality of medical records, and maintaining a private space for consultations.

To ensure personal health data security, the DPP Law outlines various duties for data controllers,
processors, and third parties. Among other responsibilities, they have to keep records of processed
personal data, conduct personal data protection impact assessments, provide information during
the collection of personal data, notify individuals when there has been a breach of their personal
data security and informing them of the breach, and putting in place the necessary organisational
and technical safeguards to ensure data security.

This right to be treated with human dignity and privacy imposes legal and ethical obligations on
healthcare providers to uphold standards that protect patients from harm, whether resulting from
negligence, malpractice, or systemic failures. Violations of patient dignity, such as inadequate
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care, disclosure of private health information, or denial of necessary treatments, could constitute
grounds for liability under both ethical and legal frameworks.

5.3.2. Right to healthcare services

The right of access to medical healthcare services constitutes a fundamental aspect of the broader
right to health, as enshrined in international human rights law and the Rwandan Constitution.
Within the framework of international human rights law, this principle underscores the obligation
of states and healthcare systems to guarantee equitable access to essential medical interventions,
thereby safeguarding the dignity, autonomy, and well-being of individuals.’?® This right assumes
particular significance in contexts where disparities in healthcare access exacerbate the

vulnerabilities of marginalised populations.*?!

Key international legal instruments provide the normative foundation for this principle. Article
25(1) of the Universal Declaration of Human Rights (UDHR) explicitly affirms the right to
medical care as integral to the realisation of human dignity and well-being. Similarly, the
International Covenant on Economic, Social and Cultural Rights (ICESCR) emphasises the right
to the highest attainable standard of health, encompassing access to medical procedures and
technologies. Article 12 of the ICESCR obligates states to adopt measures that ensure the
availability, accessibility, acceptability, and quality of healthcare services, thereby
operationalising this right within legal and ethical frameworks.

In Rwanda, the right to access healthcare services is firmly established within the broader
framework of patient rights and healthcare ethics, as outlined in national legislation.*?? This right
is essential to the realisation of equitable healthcare, as it embodies and promotes the principles of
dignity, fairness, and justice. The law guarantees a healthcare service user the right to timely access
medical services reinforced by safe medication, mastered techniques and digital health and medical
technology.’*® This right imposes an obligation on all healthcare providers to eliminate any form
of discrimination during consultations, the delivery of care services, and the execution of
paramedical procedures. It encompasses the provision of timely, safe, and effective medical
interventions, as well as the obligation to ensure that patients and other healthcare users are
adequately informed about their health conditions and available treatment options. Furthermore,
healthcare professionals, institutions, insurance organisations, and other entities within the
healthcare system are mandated to establish and support mechanisms that facilitate equitable
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access to healthcare services and uphold the highest standards of patient safety for all
individuals.>*

The non-observance of this right—particularly in cases where access to medical services is denied
or delayed —raises significant concerns regarding medical liability. Under Rwandan law,
healthcare providers may be held liable for harm resulting from negligence, errors, or omissions
that impede a patient's access to essential healthcare. Such liability extends to instances where the
failure to act compromises patient safety or exacerbates health risks. For example, the denial of
access to life-saving procedures in emergencies could constitute a breach of professional duty,
warranting both legal and ethical scrutiny.

5.3.3. Right to free choice of healthcare services and health professionals

The right to choose healthcare services and healthcare professionals is a fundamental aspect of
patient autonomy and is acknowledged by many legal systems worldwide, including the Rwandan
one. It is a statutory right in civil law jurisdictions like Rwanda,**® while it originates from the
court decisions in the common law system. It is deeply intertwined with the broader objectives of
patient-centered care, emphasising respect for individual dignity, autonomy, and equitable access
to healthcare services. Without undue influence or pressure, this right guarantees that individuals

can choose healthcare services and providers according to their needs, preferences, and trust.’2

The right free choice of a healthcare professional involves three aspects of consideration. The first
one is the autonomy to decide on their healthcare, which is closely related to informed consent,
where patients must be fully informed about their options and allowed to make decisions freely.
Various international frameworks, such as the Universal Declaration on Bioethics and Human
Rights, advocate for this principle. The second involves legal protection, whereby laws safeguard
this right. For instance, the law governing healthcare services emphasises patient rights, including
the freedom to choose healthcare providers. The third consideration is ethical, where patient
preferences are prioritised if they do not compromise healthcare quality or accessibility.

The right of patients to freely choose their healthcare services and health professionals embodies
a multidimensional principle, grounded in autonomy, reinforced by legal safeguards, and guided
by ethical responsibilities. International legal frameworks and human rights declarations, coupled
with domestic legislation, provide substantial reinforcement for this right. When healthcare
institutions integrate philosophical views on autonomy with robust legal frameworks and ethical
responsibilities, they lay the groundwork for truly empowering healthcare service users’
intervention. This approach not only upholds individual choice but also actively fosters equitable
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access to healthcare while building a solid foundation of trust between patients and healthcare
providers.

5.3.4. Right to emergency healthcare services

The right to emergency healthcare services entails immediate access to care without
discrimination. Thus, all healthcare users must receive urgent medical attention regardless of their
nationality, ability to pay, or legal status. The state has an obligation to provide high-quality
emergency care.

This right is internationally recognized under Article 12 of the ICESCR. Furthermore, General
Comment No. 14 by the UN Committee on Economic, Social and Cultural Rights highlights that
emergency healthcare services constitute a core obligation under the right to health. In addition,
the WHO emphasizes that emergency care reduces preventable deaths and disabilities and that it
should be human rights-based, particularly in developing emergency care systems of LMICs.>?’
The 2023 global comparative study reveals that the right to emergency care has been recognized
in many countries through constitutional provisions, statutes, or judicial decisions. However, the
extent and consistency of enforcement can vary.>?® This study recommends various actions across
the chain of survival, such as robust bystander care, pre-hospital and hospital infrastructure,

emergency rehabilitation, and funding mechanisms.>?

The UN Office of the High Commissioner for Human Rights (OHCHR) indicates that during crises
such as pandemics, armed conflicts, or natural disasters, the right to emergency healthcare services
is at stake and that States should take proactive steps to ensure its accessibility.>*°

In the Rwandan context, the right to emergency healthcare services is documented in the 2025
Healthcare Law.>*! It is complemented by access to referral to another healthcare facility if the
receiving healthcare facility cannot provide the required healthcare service.

Despite the Government of Rwanda's efforts in recent years, there are still challenges to address
for the successful realisation of emergency healthcare services. These include infrastructural and
systemic limitations.*>>* Emergency medical services (EMS) are still developing, and remote
areas often lack rapid response systems, trained emergency care personnel, or ambulatory
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support.>3* Additionally, the EMS teams struggled to easily geolocate emergencies due to limited
address systems and inadequate GPS coverage.”®> These challenges are coupled with
communication and coordination gaps, such as weak referral systems resulting in care delays and
inefficient patient transfers, as well as the lack of a government centralised dispatch system, which
limits timely responses and resource allocation.*® Besides, the out-of-pocket expenses of
healthcare service users and geographical disparities pose financial and accessibility barriers that
complicate the delivery of emergency healthcare services. The Government needs to reinforce and
scale up its emergency care strategies in addition to the established Isange One Stop Centers for
gender-based violence (GBV) survivors, which facilitate emergency medical care while providing
legal and psychosocial support.

5.3.5. Right to human reproductive health

The right to human reproductive health is considered central to gender and equality.”®” It gives
individuals the freedom to make informed decisions regarding their reproductive lives. With that,
they are guaranteed the necessary healthcare services that support those decisions without
discrimination. This right encompasses access to contraception, fertility and infertility services,
maternal and antenatal care, safe abortion, and prevention and treatment of sexually transmitted
infections (STIs), with a respect for confidentiality and human dignity.>*

The UN 2030 Agenda for Sustainable Development recognises the right to human reproductive
health under Goals 3 (Good Health and Well-being) and 5 (Gender Equality). The Rwandan
Healthcare Law also recognizes this right to human reproductive health.>”

Despite such recognition, the enjoyment of this right has been hindered by various issues such as
cultural and religious beliefs, unaffordability, gender-based violence, and the scarcity of
reproductive health experts, particularly in rural areas.

As the WHO and Human Reproductive Programme (HRP) advocate for the integration of
reproductive health services into universal health coverage to avoid an increasing burden on
underserved, marginalised individuals and communities,***>*! Rwanda has recogniseded this. For
example, healthcare law acknowledges that the eligible person's insurance scheme covers services
related to assisted reproductive technology.’** Besides, the right has also been reinforced by
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various legislation in Rwanda, such as the Law on Prevention and Punishment of Gender-Based
Violence (GBV Law), which prevents reproductive coercion and the denial of reproductive
autonomy. Hence, although these efforts are crucial for the enjoyment of the right to human
reproductive health, there is a continuous need for action to provide those services, align them with
emerging technologies, and run awareness campaigns.

5.3.6. Right to access information

Information is requisite for decision-making in any healthcare setting. The patient’s right to
information is also fundamental in healthcare. It is deeply rooted in ethical, philosophical, and
legal frameworks to ensure that individuals are adequately informed about their health status,
treatment options, and the implications of medical decisions, thereby empowering them to make
choices that align with their values and preferences. In this regard, healthcare providers are
required to disclose relevant information about diagnoses, treatments, risks, and alternatives.

From an ethical perspective, the right to information is inherently linked to the principle of
autonomy, which underscores the capacity of individuals to make informed and independent
decisions regarding their healthcare. Upholding this right enables patients to engage in informed
consent, a fundamental pillar of ethical medical practice. Within the philosophical realm, Kantian
deontology highlights the moral imperative to regard individuals as autonomous agents, endowed
with the ability to engage in rational decision-making.’* This theoretical framework reinforces the
ethical obligation of healthcare providers to ensure transparency and respect in the dissemination
of information.

Treating patients with respect is a critical component of ethical healthcare practice, as it fosters an
environment of emotional support that is free from blame, prejudice, or judgments that may evoke
shame or guilt in the patient. By emphasising respect, care providers acknowledge the inherent
dignity of each patient, ensuring they are treated as equal individuals and not solely as recipients
of medical care. This approach not only enhances the patient’s sense of trust and comfort but also
strengthens the doctor-patient relationship, promoting effective communication and collaboration
in the provision of care.’*

In the Rwandan legal framework, healthcare professionals are required to provide patients with
accurate, reliable, and contextually relevant information regarding their health status and available
promotional, preventive, diagnostic procedures, and healthcare service options.>* This includes
disclosure of the potential benefits, frequent or severe risks that are typically predictable,**® and
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the associated costs of the medical interventions under consideration. Such provisions underscore
the significance of informed decision-making as a cornerstone of equitable healthcare delivery.

Nevertheless, the law outlines specific scenarios in which the regular disclosure of health-related
information to patients may be withheld. These exceptions include emergencies, cases where
patients lack full mental capacity, instances where patients cannot be located, or circumstances in
which patients explicitly express a desire not to be informed about their condition or its likely
outcome.>*’ However, the exception to the latter may apply when withholding such information
poses a risk of disease transmission to others.

5.3.7. Right to protection from health-harming practices

Health service users have the right not to be subjected to health-harming practices or the right to
safety, in simple terms.>*® The Rwandan healthcare law stipulates that these practices include those
with physical, mental, social, and environmental implications.>* This right focuses on preventing
preventable harm in healthcare service delivery. According to the WHO, patient safety is “the
absence of preventable harm to a patient and reduction of risk of unnecessary harm associated with
health care to an acceptable minimum.”*>° In a broader sense, the WHO defined it as follows.

[A] framework of organized activities that creates cultures, processes,
procedures, behaviours, technologies and environments in health care that
consistently and sustainably lower risks, reduce the occurrence of avoidable

harm, make error less likely and reduce impact of harm when it does occur.>>!

The patient’s right to safety ensures that individuals receive healthcare within environments
designed to mitigate risks and prevent harm. In alignment with international frameworks such as
the above law, the Patient Safety Rights Charter and the Global Patient Safety Action Plan 2021—
2030, this right underscores the imperative to safeguard patients and healthcare users from
systemic dysfunctions, adverse events, and medical errors, including medication inaccuracies,
surgical complications, and healthcare-associated infections. Additionally, this right encompasses
access to medical procedures that conform to established standards articulated by the Minister of
Health, thereby reinforcing the necessity of care delivery by qualified healthcare professionals
within secure and properly accredited healthcare facilities. In addition, patients are entitled to the
right of access to precise and reliable outcomes from diagnostic tests, the provision of
appropriately crafted prosthetic devices, the administration of compulsory vaccinations, and the
use of safe and effective medical devices and products.
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5.3.8. The right to receive explanations in an understandable language

Clear and consistent communication between healthcare practitioners and patients is indispensable
for efficient and effective healthcare service delivery. The healthcare law provides that healthcare
users have the right to be informed about their health status, treatment options, and care plans in a
language that they comprehend within the scope of official languages. However, if the service user
does not understand any of those languages, he or she has to arrange an interpreter.>>? In case of a
healthcare service user’s hearing or speech impairment, the law requires a healthcare professional
to apply sign language either directly or through an individual with knowledge of sign language to
engage them.’3

This right enhances the healthcare service user’s ability to exercise autonomy and make informed
decisions about their health, as well as control over their healthcare journey. By ensuring the
fulfillment of communication needs, this right particularly upholds the autonomy of service users
with disabilities, enabling them to take part in decisions about their health. This inclusion enhances
the patient-centered care and overall health outcomes.

5.3.9. Right to consent

In the pursuit of strengthening the principle of autonomy, patients and other users of health services
must be granted the unequivocal right to provide informed consent for any medical intervention,
encompassing both diagnostic and therapeutic procedures.’** For individuals who possess the
capacity to accept or reject a proposed medical procedure, their explicit refusal must be respected
by the medical practitioner, provided that comprehensive information regarding the potential
ramifications of such refusal is provided.’>

In circumstances where the patient or health service user is incapacitated and, consequently, unable
to articulate their will, healthcare professionals are ethically and legally obligated to abstain from
intervention unless emergent conditions necessitate immediate action. In such emergencies,
intervention may proceed only after due warning has been communicated to the patient, and the
service user’s representative has been notified. In the absence of a representative, the intervention
must be endorsed by another healthcare professional or the medical facility’s management. It
should be noted that the representative of a healthcare user may be a parent, child, sibling, legal
custodian, or any other individual designated by the healthcare facility in the best interests of the

healthcare service user. Any of those must have attained the age of majority.>>¢

However, as in many jurisdictions, consent for minors or persons incapable of giving their own
consent is typically provided by a parent, legal guardian, or other authorised representative. This

352 Article 60 of the Law N° 026/2025 of 17/09/2025 Regulating Healthcare Services.

353 Article 60 of the Law N° 026/2025 of 17/09/2025 Regulating Healthcare Services.

554 James F. Childress and Marcia Day Childress, “What Does the Evolution from Informed Consent to Shared
Decision Making Teach Us about Authority in Health Care?,” AMA Journal of Ethics 22, no. 5 (2020): 423-24,
https://doi.org/10.1001/amajethics.2020.423.

355 Article 62 of the Law N° 026/2025 of 17/09/2025 Regulating Healthcare Services.

536 Ibid., Art. 2 (p).

129



alternative decision-making must prioritise the best interests of the healthcare user.’>’ In the
Rwandan context, the term ‘minor’ was replaced by the term ‘person incapable of giving consent’
and considered to be under 15 years of age. Otherwise, their consent, similar to that of incapable
persons for medical care, requires the intervention of their parents, legal representatives, or
guardians.>®® In the latter's absence, the involved health professional can act under the doctrine of
implied consent by seeking an opinion from another competent health professional to make a
decision. In this case, the intervention must be documented, along with the justification for
proceeding without express consent.

The principle of informed patient consent represents a cornerstone of ethical medical practice,
underpinning all interactions within the healthcare domain. Its significance becomes particularly
important in circumstances involving substantial health risks. In this regard, the informed consent
not only upholds patient autonomy but also serves as an indispensable mechanism for safeguarding

ethical standards in clinical decision-making, ensuring the effective use of medicine.>*

5.3.10.  Right to refuse treatment and withdraw consent

As consent should be sought from the patient or other health service user before any healthcare
examination or treatment procedure, the latter also has the right to refuse treatment or withdraw
their consent during the procedure or refuse the continuation of a medical procedure carried out
on them.*®® Such a refusal should be in writing and inserted into their medical records.>®!

Any necessary medical intervention should only be carried out in the patient’s best interests in
emergencies where uncertainty arises regarding the existence or absence of prior consent from the
patient or their representative. Such an intervention must be contingent upon a favourable opinion
from another competent health professional or the management of the healthcare facility providing
such health care service. Furthermore, the attending physician needs to document all details of the
intervention in the patient's medical record.>®?

5.3.11. Right to consult and be given a copy of a healthcare service user’s file

Another essential component of healthcare legislation and ethics is the right to consult with a
healthcare provider and request a copy of their medical record within a reasonable timeframe. This
right emphasises transparency, accountability, and respect for the patient’s autonomy. Patients are
guaranteed access to their personal health information under this right, which empowers them to
make informed decisions about their care and, if necessary, seek additional opinions. Rwanda is
one of the many jurisdictions that recognise this right through specific legislation. The Rwandan
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healthcare law underscores the importance of patient rights, particularly the right to access their

medical records.’®

In addition, healthcare professionals have an ethical duty to uphold this right, as it fosters
cooperation and confidence between patients and providers. Therefore, refusing access without a
sound reason might undermine the connection between the patient and the healthcare
provider. However, when it seriously jeopardises the patient's health or safety or violates the
privacy of others, this right may be restricted.’®*

54. Obligations of healthcare service users

If the law were to only bind healthcare providers and professionals without imposing
corresponding obligations on healthcare service users, it would undermine fairness and reciprocity.
Such an asymmetric approach could result in systemic imbalance and injustice in healthcare
service delivery. It is in this regard that the healthcare law imposes the following set of obligations
on healthcare service users to ensure they actively participate in receiving appropriate healthcare
services.

During consultation, they have an obligation to provide accurate and comprehensive information
about their health, including their past and current health status, symptoms, and any concurrent
ongoing medications and healthcare services. Additionally, they must adhere to the advice,
instructions, and treatment plans provided by healthcare providers. Among other things, they
should take prescribed medications, follow recommended lifestyle changes, attend scheduled
appointments, and adhere to recommended therapies or rehabilitation programs.>®®

Besides those treatment-related obligations, healthcare service users must treat healthcare service
providers, healthcare facility staff, and fellow service users with respect and dignity. They must
also avoid any harm to their own health and to that of others. Furthermore, service users must
comply with the regulations of the healthcare facilities when accessing their services and must pay

for the chargeable services received.’

5.5. Rights of healthcare practitioners

Healthcare professionals are also entitled to a range of rights and protections under the Rwandan
Healthcare Law.’®” The law stipulates that healthcare service providers must be treated with
respect and dignity by healthcare service users, the healthcare facilities, and fellow employees
within those facilities.’®® The provision outlines these rights and freedoms, including the protection
from all forms of discrimination, violence, and harassment. The same law mandates healthcare
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professionals to operate in a safe and supportive environment that ensures their physical and
mental well-being.

Within this legal framework, healthcare practitioners are also afforded the freedom to exercise
their professional expertise and autonomy in delivering healthcare services. Additionally, they are
entitled to remuneration and other benefits as provided by applicable laws. The provision further
grants healthcare professionals access to the necessary tools and provides them with appropriate
training on their effective use in the course of performing their professional duties.

5.6. Duties and responsibilities of medical practitioners

This section outlines the general duties of physicians as outlined by the World Medical Association
in the International Code of Medical Ethics. The Code outlines duties for healthcare practitioners
by emphasising the role of preserving patients’ lives with compassion and respect for human
dignity.>® By doing so, they are required to exercise their independent professional judgement
with conscience, honesty, integrity, and accountability while maintaining the highest standards of
professional conduct. Additionally, a physician has a duty to treat patients and colleagues with
honesty and to report other physicians who practice unethically and incompetently, or engage in
fraudulent or deceptive actions, to the applicable authorities.>”°

It is also prohibited for physicians to receive any financial benefits or incentives for referring
patients or prescribing medications. They have to respect patients’ rights and preferences. They
must certify what they have personally verified. They must endeavour to use healthcare resources
in the best interest of patients and their community by balancing medical necessity with respect
for their dignity and rights. Physicians must also adhere to local and national codes of ethics.
Among other duties, healthcare professionals are required to engage in continuous professional
development (CPD) throughout their professional practice to enhance their knowledge and skills.
They must never participate in or facilitate acts of torture, or other cruel, inhuman, or degrading
practices and punishments. Additionally, they must endeavour to adopt medical practices that are
environmentally sustainable to minimise the environmental risks to current and future
generations.”’!

The International Code of Medical Ethics also enumerates various duties of physicians towards

patients, including the following:>"?

- Respect the patient’s dignity, autonomy, and rights;

- Commit to the primacy of patient health and well-being and act in the patient’s best interest
when providing medical care by minimising harm to the patient and seeking a positive balance
between the expected outcome and any potential harm;

% World Medical Association, “WMA International Code of Medical Ethics” (Berlin, German, 2022),
https://www.wma.net/policies-post/wma-international-code-of-medical-ethics/.

370 World Medical Association.

37t World Medical Association.

572 World Medical Association.

132



- Respect the patient’s right to be informed on every step of the medical care process by seeking
informed consent prior to any medical care;

- Involve the patient as much as possible in medical decisions when the patient's ability to make
decisions is significantly limited, underdeveloped, impaired, or fluctuating if available, the
physician has to cooperate with the patient’s representative in decision-making by prioritising
the patient’s preferences;

- Owe their patients their undivided allegiance by consulting with or sending patients who are
unable to receive the examination or treatment to another qualified medical professional;

- Provide emergency care as a humanitarian obligation unless they are certain that others are
capable and willing to do it;

- Ensure that the patient is fully informed of the situation when operating on behalf of a third
party;

- Ensure accurate and timely medical documentation;

- Respecting the patient’s privacy and confidentiality even after the death of the patient;

- Refrain from inappropriate marketing and advertising, and make sure that all of the material
the physician uses is accurate and not misleading;

- Avoid any commercial, financial, or other conflicting interests that could affect their
professional judgment;

- Ensure medically justifiable forms of communication and necessary provision of medical care
when providing medical services remotely;

- Maintain appropriate professional boundaries by refraining from engaging in any abusive or
exploitative relationships, including sexual ones, with their current patients.

In addition to the above list of duties, as a member of the medical profession, a medical practitioner
must adhere to, protect, and promote the ethical principles outlined in the International Code of
Medical Ethics.

The WMA Declaration of Kigali on the Ethical Use of Medical Technology, also known as the
Declaration of Kigali, emphasises the importance of beneficence, privacy, confidentiality, human
dignity and rights, patient autonomy, and fairness as guiding principles in the development and
application of medical technology.®”

In the Rwandan legal framework, healthcare practitioners are bound by a set of obligations
articulated in the Healthcare Law.’’* These obligations include providing efficient healthcare
services and emergent care. They also have to disclose all necessary information enabling
healthcare service users to make an informed decision regarding their treatment. Additionally, they
have an obligation to consistently respect the autonomy of healthcare service users and provide
healthcare services without any form of discrimination. Besides, they must ensure non-
discrimination while providing healthcare services, avoiding the use of any form of violence
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against healthcare users. The law also requires them to establish and maintain files for healthcare
service users, containing accurate and comprehensive information.

Those obligations are coupled with adherence to principles, standards, and protocols governing
the healthcare profession, ensuring the integrity and quality of healthcare service delivery.” The
Rwanda Medical Code of Ethics also emphasises the principles of the International Code of
Medical Ethics, such as acting in the healthcare users’ best interest, respecting patient autonomy
and privacy, and upholding confidentiality. It also highlights the significance of informed consent,
effective communication, and respecting one’s professional boundaries.

Furthermore, in addition to what the healthcare law and other international health law instruments
provide, the statute establishing the NCNM provides various responsibilities toward nurses and
midwives. For example, nurses and associate nurses have a duty to promote health through
preventive and curative care.>’® By doing so, they are required to protect individuals, families, and
the community from illnesses, infections, accidents, and other complications.’”” Additionally, they
are obligated to provide curative, rehabilitative, and palliative services through consultations and
treatments for patients, responding to the population’s needs by applying their professional
knowledge and skills in accordance with the professional code of conduct.>’® Mental health nurses
are obliged to provide curative care,’’ rehabilitative,’*® and palliative care.’! Besides, midwifery
professionals are responsible for promoting health by preparing and caring for women, families,
and the community throughout their reproductive life cycle. They are also responsible for
delivering preventive care such as immunisations,®? providing midwifery care,*®* and promoting
the health of women, families, and the community.>%*

5.7. Role of major health institutions in ensuring healthcare service users’ safety

5.7.1. Ministry of Health in Rwanda (MINISANTE)

The Government of Rwanda aims to deliver accessible, efficient, and integrated health services
that address the needs of its population and strengthen global health security. In pursuit of this
goal, the Ministry of Health (MoH) plays a crucial role in ensuring patient safety and preventing
medical malpractice through strategic planning, regulation, oversight, capacity building, and
collaboration with other health organisations.’® Rwanda’s Ministry of Health is responsible for
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enhancing the health of its people through preventive, curative, and rehabilitative services.>®® This
mandate is grounded in and guided by the constitutional right to health. The ministry aligns its
goals with Rwanda’s Vision 2050, the NST 2, and the SDGs to realize its long-term vision of
building a resilient, equitable, and high-quality healthcare system.

Within the context of ensuring legal and regulatory compliance, the Ministry of Health plays a
pivotal role in licensing and accrediting health facilities. It also supports established accountability
mechanisms through various activities, such as regulatory oversight and pharmacovigilance, which
are primarily carried out through its affiliated agency, the Rwanda Food and Drugs Authority
(FDA).’% Additionally, the Ministry has a strategic vision and governance that support the
development of the Rwanda healthcare system. For example, with the Health Sector Strategic Plan
V (2024/25-2028/29), the ministry aims to achieve universal health coverage by 2030, focusing
on, among other things, the quality of healthcare, which directly supports the delivery of safe
healthcare and reduces the risk of malpractice.

Another key role of the Ministry of Health as a policymaker is to develop a surveillance and
reporting system by developing the national guidelines for pharmacovigilance and medicine
information.’®>% To attain this, the Ministry of Health established the National
Pharmacovigilance and Medicine Information Center, which is the Pharmacovigilance and Safety
Monitoring Division in the Rwanda FDA.>*° The primary function of this Center is to collect and
analyse data on adverse drug reactions (ADRs), manage the national ADR database, and
communicate safety information to the public to protect public health. This role ensures the safety
of patients as consumers of medical products.

Furthermore, the Ministry has another responsibility of building and enhancing the capacity of
both health providers and care service users. In this regard, the Ministry improves the providers’
clinical skills and compliance with ethical standards. Additionally, the Ministry also promotes the
population’s health literacy.’*! It supports compliance campaigns and public health education
initiatives, including public awareness campaigns and feedback mechanisms, to reduce the
likelihood of malpractice.

To fulfill its responsibilities, the Ministry of Health in Rwanda collaborates with other stakeholders
in the healthcare sector. In this regard, the Ministry collaborates with the private sector, civil
society, and other development partners to promote transparency and accountability in the delivery
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Spontaneous Reporting of Adverse Drug Effects,” USAID Medicines, Technologies, and Pharmaceutical Services
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of healthcare services. It also empowers the healthcare service users through public awareness
campaigns.

5.7.2. Rwanda Biomedical Centre (RBC)

RBC is a statutory institution with various health-related responsibilities.>*? Its mission is to
promote quality, affordable, and sustainable health care services for the population.’®® The
governing Presidential Order further details this mandate and determines the Ministry of Health as
its supervising authority.’** To promote patient safety and prevent medical malpractice, it
coordinates health programmes, enforces clinical standards, and monitors healthcare delivery
across Rwanda. Within this framework, RBC employs innovative and evidence-based
interventions and practices that adhere to ethical and professional standards.

Among other things, RBC has responsibilities for monitoring various health programmes aimed at
health promotion, disease prevention, diagnosis, and treatment. It also coordinates and monitors
the implementation of those programmes. It is also responsible for preventing and controlling
epidemic diseases and other public health emergencies. Additionally, RBC coordinates the
planning of all activities related to pharmaceutical products and medical equipment in Rwanda.
Contributing to the financial sustainability of the health sector in Rwanda, as well as to the vital
regional and global health activities, constitutes another essential task in fostering the healthcare
sector.””

To attain its mission, RBC has a surveillance system and takes a significant role in developing and
enforcing various guidelines and structures, including clinical management protocols,
pharmacovigilance systems, hemovigilance systems (for blood safety), and antimicrobial
stewardship guidelines.’*® These tools enhance patient safety by helping healthcare providers
adhere to safe practices and accurately report adverse events.

5.7.3. Rwanda Food and Drug Authority (Rwanda FDA)

The Rwanda FDA is a statutory institution with a mandate to protect public Health and conduct
pharmacovigilance and post-marketing surveillance of medical products in the Rwandan territory,
ensuring the safety, quality, and efficacy of medicines and health technologies.>” This institution
was established to address the issue of substandard or falsified products that were in the market.>*®
In this regard, it issues guidelines for reporting medication errors and adverse events, which
support the prevention of medical malpractice and promote the safety and rights of healthcare
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users. Additionally, the Rwanda FDA has a responsibility to harmonise national health standards
with the WHO and the East African Community (EAC) frameworks. This regulatory framework
helps prevent harm from falsified, substandard, or improperly used medicines.

5.7.4. Health professional Councils

In Rwanda, five health professional councils play a crucial role in safeguarding patient safety and
reducing preventable adverse events. These councils include the Rwanda Medical and Dental
Council (RMDC), the National Council of Nurses and Midwives (NCNM), the Rwanda Allied
Health Professional Council (RAHPC), and the National Pharmacy Council (NPC). Each of these
councils has a statutory mandate to regulate respective personnel through licensing practitioners,
accrediting relevant training institutions, enforcing ethical standards, and monitoring their
compliance with professional guidelines. These councils serve as custodians of clinical
competence and ethical conduct within Rwanda’s healthcare system. They significantly contribute
to patient safety and the prevention of medical errors and adverse events through various
mechanisms, including incident and near-miss reporting systems, quality assurance audits, and
CPD programs. These councils work together, and the Ministry of Health (MINISANTE) supports
their operations and professional development.

5.74.1.  Rwanda Medical and Dental Council (RMDC)

RMDOC plays a central role in ensuring professionalism and ethics in Rwanda’s health care sector.
Its establishing law has significantly impacted the policy and legal environment of medical practice
in Rwanda.>® Harmonisation with the East African Community (EAC) standards has been
especially beneficial to both patients and practitioners, offering quality medical care and promoting
consistency in qualifications, practice guidelines, and ethical standards within the region.
Additionally, the Council has a robust complaints mechanism that allows patients or their
representatives to file cases of professional misconduct, unethical behaviour, or substandard care,
including negligence and malpractice. The Council, as a regulator, plays an investigative role in
all malpractice cases brought before its Complaints Committee. After a preliminary investigation
and gathering of evidence, the Council is able to discipline members who have been found guilty
of misconduct.

5.7.4.2.  National Council of Nurses and Midwives (NCMC)
The National Council of Nurses and Midwives (NCNM) is a statutory institution with a primary
mandate to safeguard the public by ensuring that nurses and midwives delivering care are both
professionally competent and ethically responsible. It is responsible for protecting the public from

39 Law No 44/2012 of 14/01/2013 on Its Organisation, Functioning and Competence of Rwanda Medical and Dental
Council (2012).
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harm resulting from the deeds of nurses and midwives.’®® As a guardian of ethical rules,®! it

operates through a comprehensive regulatory framework.

The Council is responsible for licensing and registering Nurses and Midwives, defining the scope
of practice, setting and enforcing professional standards, and monitoring the practices of its
licensed members. Through curriculum oversight, the Council accredits the nursing and midwifery
training schools to ensure consistency and quality education.’%? Additionally, the Council identifies
practitioners who meet the standards through its licensing mechanism before they enter the
workforce. To ensure their consistent practice, the Council has CPD programs.

To uphold legal and ethical compliant practice and improve patient safety, NCNM collaborates
with various stakeholders in healthcare, including educational bodies, the Ministry of Health and
its affiliated agencies, as well as other local and international health institutions. The Council
makes professional standards publicly accessible. By doing so, it promotes public awareness and
empowers healthcare users through community outreach programs to recognize and report unsafe
practices.

To promote access to remedial avenues, the NCNM has a formal complaint mechanism through
which victims of nurses’ and midwives' actions, or their representatives, can submit their claims
and seek redress. It investigates claims related to professional misconduct or unethical behaviour
and imposes sanctions on practitioners found guilty of posing risks to patient safety.

5.7.4.3.  Rwanda Allied Health Professions Council (RAHPC)

The RAHPC is a statutory organization with a mandate to protect public health through various
activities, including the regulation of allied health professionals.®® It registers and licenses
qualified and competent professionals who want to practice, sets education standards and ensures
their compliance, provides ethical oversight, and establishes disciplinary mechanisms to ensure
patient safety and prevent malpractice.®*

Besides, the Council promotes public awareness through various channels, engaging healthcare
users. In this regard, it provides the mechanism for reporting misconduct to ensure transparency
and accountability in healthcare service delivery. To achieve its mission, the Council operates
through professional advisory boards representing specific allied health fields, which help to set
standards for each profession and address unique risks.

Additionally, the Council is responsible for providing CPD programs to enhance its practitioners’
professionalism.®> To uphold accountability and ethical practice, the Council imposes disciplinary
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sanctions on practitioners who contravene the ethical code of conduct.®%® In this light, the Council
offers remedial avenues, which enable it to institute a disciplinary procedure on its initiative or
upon request by an interested party.®” This approach enhances access to justice for victims of
malpractice by allied health professionals.

5.7.4.4.  Rwanda National Pharmacy Council (NPC)

Similar to other professional health Councils, NPC is a statutory institution.®®® Its mandate is to
ensure the protection of public health by ensuring adherence to the rules, honour, and dignity of
the pharmacy profession.®® Within this context, it regulates pharmacy practice in Rwanda and
enhances ethical practice. This enables the delivery of safe pharmaceutical services and reduces
the risks of malpractice.

Within the scope of regulating pharmacy practice, the NPC registers, licenses, and authorizes
qualified and competent pharmacists to dispense medications and provide other pharmaceutical
care in Rwanda after assessing their qualifications. Additionally, the Council advises higher
learning institutions on pharmacy academic programs to align their curricula with national health
needs and international standards.

To enhance ethical and legal compliance, it offers internships and mandates CPD programs to its
members as a condition for renewal. This enables its members to be up-to-date and address the
emerging risks in their practice. In the event of a violation of the code of ethics for the pharmacy
profession, the Council imposes disciplinary measures against pharmacists,®!’ depending on the
classification of the malpractice.®!' The Council also provides accessible channels for reporting
misconduct, which enhances access to justice for victims of pharmacists’ malpractice and
promotes professional accountability.

5.8.  Legal and regulatory loopholes in Rwanda’s medical liability system

Despite highlighted admirable initiatives, Rwanda’s medical liability framework endured
numerous legal and regulatory challenges, particularly during the enforcement phase. The primary
source of medical liability is statutory provisions and court precedents. But such laws are often
constrained by a lack of institutional capacity, inadequate procedural principles, and difficulties in
acquiring and presenting expert testimony. All these factors may contribute to the difficulty of
resolving medical liability cases in a timely and proper manner, which in turn affects the general
observance of patient rights and medical standards.
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To add to this, the provisions of the statute are largely complemented with ethical standards and
doctrinal principles that dictate the conduct of healthcare professionals and define their duties to a
greater extent than the law itself. These ethical standards also foster a culture of professionalism
and patient-centred healthcare service delivery. Thus, the medical liability system in Rwanda is
regulated by laws and regulations, legal precedents, and morality, although enforcement is another
concern that must be strengthened.

Furthermore, every institution is recommended to regularly review and adopt best practices within
its sphere of practice. This is particularly the case in healthcare service delivery in developing
countries, such as Rwanda. The issue of copying from best practices is positive but may have
negative implications. When the institutional theory governs a healthcare provider, isomorphic
factors may push it to imitate other institutions with greater capacity to some extent in order to
gain legitimacy.’!'> Legal and regulatory coercion, normative standards, and mimetic pressure
could prompt the organization to do so while implementing certain structures, strategies, and
processes, which always require both human and financial resources that it does have in place.
This situation may lead to organizational collapse or failure in healthcare delivery.

Even though laws and regulations reflect patients' rights, they are not adequately implemented or
developed. Even those institutional structures established to protect the interests of health service
users are often breakable, with insufficient operational or legal capacity. The agencies charged
with oversight, including professional councils, frequently do not have the authority to conduct a
detailed investigation or sanction the wrongdoer practitioner. This regulatory gap limits the
deterrent accountability required to ensure compliance in the health care system.

On top of this, these agencies have financial and human resource limitations, which increase the
enforcement divide. They also lack sufficient funds and cannot retain qualified staff and facilities
to carry out efficient monitoring and enforcement. This situation has had an effect of leaving victim
patients unsupported in cases where their rights have been infringed, particularly those from rural
areas. A larger population is unaware of the rights and protections afforded to them. They are also
not guided on the measures to be undertaken in seeking redress, thus, a continued disparity between
the law in text and the actual empowerment of patients. This fact demonstrates that more action is
essential to strengthen enforcement mechanisms, enhance regulatory capabilities, and better
educate patients to turn legal rights into practical protection.

Moreover, the absence of disclosure of medical malpractice (code of silence) has been identified
as a regulatory problem that may compromise the feedback loop that is critical in enhancing

612 Katy Ellis Hilts et al., “Institutional Factors Associated with Hospital Partnerships for Population Health: A Pooled
Cross-Sectional ~ Analysis,”  Health  Care  Manage  Review 47, mno. 3  (2022): 254-261,
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supervision in the healthcare system. The inability to regulate bodies through correctional
measures and effective prevention of hazards is the absence of accurate and comprehensive data,
which is not provided by an inadequate reporting procedure. The existence of such a gap is an
obstacle to regulatory reforms that would advance patient safety and, at the same time, hold
professionals accountable. Additionally, public mistrust among healthcare providers, patients, and
regulators stemming from underreporting needs to be addressed. The absence of visible reporting
systems, as well as insufficient incentives or safeguards for whistleblowers, might lead to
healthcare workers’ reluctance to report mistakes or negative occurrences, lest they run afoul of
the law or lose their careers. Such reluctance not only helps avoid identifying the patterns that
might shape policy change but also negatively affects the development of a safety and learning
culture in healthcare institutions. Thus, it is essential to address underreporting to maintain the
integrity of the regulatory feedback loop and foster an environment that supports the continuation
of reforms and improved healthcare outcomes.

Also, there is a legal ambiguity surrounding the concepts of medical malpractice, error, and
negligence, stemming from the absence of explicit definitions or statutory guidance that clarifies
which acts or omissions fall under these categories. This regulatory gap creates challenges in
judicial and professional settings, where determining liability or fault requires a nuanced
understanding of professional standards rather than relying on rigid legal criteria. Consequently,
the determination of whether a particular act constitutes malpractice or negligence must be
grounded in an expert assessment of what is considered commendable or acceptable practice
within the relevant professional community. This approach emphasises the role of prevailing
professional norms and consensus as the benchmark against which conduct is measured.

The dependence on expert analysis emphasises how dynamic and context-sensitive malpractice
and negligence assessments are. As the community’s knowledge and practices evolve with time,
what is deemed negligent may no longer be so tomorrow. Also, professional standards change in
tandem with technological and knowledge advancements, as well as social expectations. Because
of this, court decisions in this area usually call for the assistance of specialists who can evaluate
acts in accordance with current best practices to ensure liability is determined based on
contextually relevant information rather than solely on statutory language. The situation also
necessitates CPD programs and the enforcement of clear, current guidelines from the medical
profession regarding these complex determinations, even though there is a reliance on experts.
This will help practitioners and the legal system better understand the complexities involved.
Relatedly, although there is a reliance on experts, the situation also calls for the enforcement of
clear, up-to-date guidelines from the medical profession regarding these complex determinations,
so that practitioners and the legal system can better understand the details involved.
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Moreover, there is no binding strategy for amicable settlement of medical malpractice claims.®!3
Initially, there were the Prime Minister’s Instructions governing the organisation and functioning
of the committee in charge of out-of-court settlements.®!* This committee was responsible for
resolving disputes between the state and its institutions without resorting to litigation, reducing
court congestion, and promoting amicable settlements. This legal instrument contributed to the
settlement of numerous malpractice claims involving the Ministry of Health or its affiliated
entities. However, following various legal and administrative reforms, the instrument was
repealed. The structure was redefined, and such a mandate was shifted to other mechanisms, such
as ADR and court-annexed mediation. One can say that the instructions were instrumental to the
government, but they were not inclusive, as private healthcare providers had no comparable
approach to redress.

To reach an amicable settlement, there would be a prima facie organ mandated to adjudicate
malpractice claims before reaching the court. For example, labour disputes from both the public
and private sectors could reach the court after exhausting all available avenues. If the dispute arises
from the public sector, it should first be exhausted through gracious recourse and hierarchical
appeal. If it were from the private sector, it should have first exhausted the labour inspectors’
offices. Thus, there should be a harmonised mechanism for resolving medical malpractice claims
that is affordable and easily accessible to victims. Romanian procedures for resolving medical
malpractice complaints out of court and commissions for monitoring and professional competence

in malpractice cases could serve as best practices.®!'’

There is another challenge related to the implementation of medical laws. While various provisions
in the Healthcare Law provide for ministerial orders to facilitate its enforcement, these Orders have
not been issued, leaving a gap between the legal text and practical implementation. For example,
the law provides for a minister's order establishing a committee to address disciplinary issues in
healthcare facilities,®!® but such a committee has not been established because that ministerial
order has not been issued. This leads to different legal regimes being applied to public and private
sector health facilities when dealing with disciplinary matters.

Furthermore, to align medical practice with international standards and emerging technologies,
address misalignments in healthcare delivery, modernise, and scale up Rwandan healthcare
delivery, the healthcare law introduced additional healthcare services. It also provided more than
10 ministerial Orders under various provisions that will regulate those services, as well as some
existing ones. In this regard, Minister’s Orders will determine the healthcare services provided at
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each of the three healthcare levels,®!” as well as the prices for those services provided by healthcare

facilities.*!® The same situation applies to the licensing of a private healthcare facility,®! the
inspection of a healthcare facility,’?° marketing of healthcare services by a healthcare facility,%*!
as well as the amount of insurance premium share payable by the healthcare professional and the
amount payable by the employer.®?? This also regards the determination of procedures for the
provision of care to a person suspected of, or diagnosed with, a mental health condition subject to
criminal proceedings. 23 For assisted reproductive technology services, there should be an Order
of the Minister establishing a committee in charge of their supervision and determining its structure
and functioning.®** In this light, the fee for storing gametes and embryos,®*® the maximum
allowable age for a gamete donor,%?° the surrogacy contract,®?’ as well as standards and protocols
governing the provision of healthcare services through digital health and medical technology,*®
are also expected to be provided by the respective prospective Ministerial Orders. Nevertheless,
most of those ministerial orders have not been issued, leaving a gap in the implementation of the
current healthcare legal regime.

Moreover, although expert testimony does not bind the judges, they attribute evidentiary weight
to their findings. Due to a lack of defined standards of care, which results in unclear benchmarks
for what constitutes malpractice or acceptable clinical practice, courts may vary in their judicial
interpretation of expert opinions. However, such ambiguity may also make expert testimony more
subjective. This is coupled with a conflict of interest in the medical community, which prompts
practitioners to refuse to testify against their peers, particularly in public hospitals. This
necessitates a standardized process for vetting and accrediting medical experts for litigation.
Additionally, the expert testimony should be logically reasonable and consistent with the facts of
the case, which establishes a ‘reasonable medical probability,’$*° as stated in Paric v. John Holland
Constructions Pty Ltd. Nevertheless, courts have on multiple occasions requested that experts
revise their reports due to a lack of definitive conclusions.

Furthermore, the weight of expert opinion is also doubtful in medical malpractice cases. In the
case of Prosecutor v. Dr. MUGEMANSHURO Alfred and Another, the appellate court set aside
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the autopsy report concerning the patient’s death, which indicated that the cause of death resulted
from hypoxia after laryngospasm, due to anesthesia. Despite dismissing the testimonies, the
appellate Court did not thoroughly investigate the cause of the hypoxia or whether the clinical
protocols were adequately followed. This situation creates confusion about the weight of the expert
opinion in malpractice trials.

Besides, the current healthcare law aggravates sanctions in cases where medical faults have
resulted in serious consequences, but it does not specify what constitutes serious consequences
arising from those faults.®*° In addition, the same law allows the treatment of a healthcare service
user without their consent if it is in the public interest.®*! The provision also raises another
question: how will a facility assess what constitutes “public interest” to decide whether to treat a
healthcare service user without their consent or that of their representative? This lack of clear
criteria is likely to enable professionals to exercise excessive discretion, potentially compromising
the foundational principles of informed consent and human dignity.

Another challenge is a disconnect between how lawyers formulate legal arguments and how
medical professionals interpret clinical decisions. This issue presents a lack of collaboration
between the medical and legal sectors to enhance their personnel. Legal professionals require a
sufficient level of medical literacy to cross-examine experts or interpret technical testimony
effectively.

5.9. Complaint pathways and institutional process
If a patient is harmed at a clinic, hospital, or any other health facility (health provider), the
aggrieved patient or their representative may file a complaint directly with the facility, the Ministry
of Health, the council, or the court. If the complaint is filed within that health provider’s
administration, the latter conducts an internal review through an Ethical Committee to determine
whether the harm is linked to the practitioner’s or the provider’s act or omission. The Committee’s
assessment aims to identify the incident and decide whether it could be managed at the health
provider level. If it finds it to be a disciplinary fault, the Ethical Committee may transfer it to the
provider’s disciplinary committee for disciplinary proceedings against the suspect medical
practitioner. If the Ethical Committee finds the complaint falls within its mandate, it can make a
decision, recommend a course of action to the health provider, and report to the hospital Quality
Improvement Committee. If it finds the case manageable, the provider may issue an apology to
the aggrieved patient or choose to ignore the complaint. Such ignorance has various factors,
including the fear of paying compensation, self-incrimination, or providing evidence for future
litigation.%*> However, due to an informal culture of shielding peer doctors from medical
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rarely brought before the hospital administration where they occurred. Even if they are, the health
provider may have no capacity to investigate the matter or no specific funds for compensating for
medical malpractice.

Apart from professional and administrative liability, aggrieved patients or their representatives can
file complaints against the health providers through the professional council. This could be directly
from the complainants or indirectly through the Ministry of Health. In this case, the council
investigates the matter and reports its findings to the Ministry of Health. If the matter is found to
be a medical malpractice, the Ministry may negotiate with the aggrieved party to avoid court
litigation and issue an apology to the patient. At this point, the Ministry’s attorney and the patient
or their representative schedule a meeting to discuss the matter. The hospital where the patient
experienced the malpractice is convened, and if they reach an agreement, the Ministry pays the
agreed amount, or the Hospital pays it upon the Ministry's demand. Such a negotiation may involve
a mediator or a conciliator to facilitate the amicable dispute settlement. The compensation is not
only based on the payment of a certain sum of money; it may also involve repairing the damage
caused by such malpractice, such as treating iatrogenic injuries free of charge. If the parties do not
agree on the compensation, the complainant may seek relief in court.

If the matter is gross or overwhelming negligence, mostly involving the death of a patient, various
organs, including the Council, RIB, and the prosecution, cooperate. Although the criminal court
could handle the case, the victims can separately petition for civil damages. In civil matters, the
court determines the amount of compensation based on the severity and surrounding
circumstances, including moral harm and financial loss. Unlike most US states, Germany, the UK,
Canada, and India, the court’s damage in Rwanda is not subject to any caps that would otherwise
violate the right to trial. In criminal matters, the court either acquits the suspect if found innocent
or imposes a term of imprisonment if found guilty. In most cases, there was an overwhelming
negligence of involuntary manslaughter, or when there was an intention to harm the victim.
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Figure 2. Process flowchart of medical malpractice accountability
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Despite the availability of a remedial process for medical malpractice complaints, their resolution
is limited by resource and evidentiary challenges. The case investigation process is constrained by
resource and evidentiary deficiencies resulting from documentation failures. Documented delays
occur between the submission of a complaint, the investigation, and the decision. Besides, the
results reveal strong legal frameworks for patient rights but uneven awareness, persistent gaps in
informed consent, and non-operational professional liability insurance despite statutory
provisions.

5.10. Conclusion

The purpose of medical practice and medical liability structure in Rwanda is to ensure the safe and
compliant delivery of healthcare services. They are underpinned by statutory provisions, code of
ethics, professional councils, and government institutional oversight mechanisms. This legal
landscape also protects the autonomy of healthcare service users and fosters accountability among
medical practitioners. Despite the existence of this framework, its practical implementation
remains impractical. The lack of ministerial orders necessary to operationalize the healthcare Law
represents a significant divide between the statutory objectives and their operational enforcement.
Additionally, there are other challenges resulting from the insufficient operational capacities of
oversight bodies, which hinder their ability to conduct investigations and impose disciplinary
measures. There are no comprehensive procedural mechanisms in place to handle medical
malpractice claims effectively. These shortcomings in the enforcement undermine the
accountability of healthcare professionals and the interests of healthcare users, particularly in
underserved and rural or remote areas. Besides, various institutions, including health facilities, the
Ministry of Health, professional councils, the RIB, the NPPA, and courts, are involved in resolving
malpractice cases; however, delay remains a challenge in the compensation process.

To address these issues, there is a need for the promulgation of ministerial orders to implement the
healthcare law and regulations. Reforms are also essential in critical areas, such as extending the
regulatory agencies’ powers and reinforcing their operational capacities, both in terms of human
and financial resources. Additionally, it is necessary to foster a culture of legal and ethical
compliance, accompanied by public awareness reinforcement. These measures are essential to
transform legal provisions into real protections, thereby promoting ethical and legally compliant
medical practices. Such an environment will help repair the eroded public trust, ensure the
accountability of healthcare professionals, and uphold patients’ rights and safety in Rwanda's
dynamic healthcare system.
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CHAPTER SIX

LIABILITY OF MEDICAL MALPRACTICE IN RWANDA

Medical liability is fundamental to healthcare governance, as it upholds accountability, protects
patient rights, maintains professional integrity, and ensures legal compliance in clinical practice.
In Rwanda, the medical liability framework is primarily fault-based, focusing on the duty of care
and the principle of negligence as central determinants of liability. It has evolved from informal,
community-based mechanisms in the pre-colonial era to a structured legal regime underpinned by
statutory provisions influenced by international norms and comparative jurisprudence.

This chapter begins by discussing the historical background, rationale, and ethical dilemmas
associated with medical liability. It further explores Rwanda’s medical liability system from
various dimensions, encompassing professional, civil, administrative, and criminal liability, while
outlining the operational mechanisms that ensure effective enforcement. Its overarching aim is to
evaluate whether the current liability scheme offers the desired outcomes in terms of justice
delivery to the victims of medical malpractice, patient safety, systemic integrity, and equitable
healthcare delivery, while identifying gaps and opportunities for reform.

The discussion situates Rwanda’s approach within a global context, comparing fault-based and
no-fault compensation models to evaluate their respective advantages in achieving deterrence,
accountability, fairness, and efficiency in the justice delivery process. Additionally, the researcher
integrates doctrinal analysis with comparative perspectives from jurisdictions such as France,
Hungary, South Africa, and Canada to explain normative foundations and practical challenges of
Rwanda’s liability regime. This analysis also helps illustrate how liability standards, including
negligence, strict liability, and professional accountability, may influence outcomes for healthcare
users and providers. In the end, the chapter underscores the importance of a comprehensive,
patient-centered liability system that strikes a balance between deterrence and fairness, while
promoting systemic improvements in healthcare delivery.

6.1. History of medical liability

Medical liability originates from both written and unwritten laws that have evolved over time.
Historically, medical liability was often imposed both civilly and criminally through corporal
punishment. From the Law of Hammurabi in 1794 BC, medical malpractice was recognised under
Rule 218, where a physician who could kill a patient or cut out one of his eyes was subject to
having his hands cut off.®** This punishment was imposed without trial or presumption of
innocence.

In the same vein, Cumulative Egyptian Hieroglyphics, dating back to around 2700 BC, provided
a basis for holding physicians accountable for contravening the standards of practice as agreed
upon by the royal physician priesthood. Before the introduction of the castle system of punishment

634 Petroula Mandilara, Spyridon P Galanakos, and George Bablekos, “A History of Medical Liability : From Ancient
Times to Today,” Cureus 15, no. 7 (2023): 1-7, https://doi.org/10.7759/cureus.41593.
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in India, the Indian Laws of Punishment were also imposed around 1500 BC to punish medical
malpractice.®?

In China, the Chinese Confucian precepts (515-476 BC) dictated that doctors follow “The Tao” or
the right action, and if not, to refrain from practice. Under the reign of Genghis Khan (1206-1227
BC), the violation of “The Tau” was subject to prosecution and trial, and if guilt was proven, the
wrongdoer was punished by death.3

In Ancient Greece, medical liability can be traced back to the legislative texts of Draco, dating to
621 BC, and Solon, between 639 and 559 BC. However, these texts were linked to theocracy,
which mitigated the harshness of previous punishments, such as the death penalty for physicians.®*’
Hippocrates (460-377 BC) contributed significantly to the development of modern medical
practice, but it was more ethical than legal.

Moreover, due to immoral acts between 1932 and 1945 that humiliated the medical profession,
German doctors were prosecuted and tried by the Nuremberg Tribunal, and 16 of them were found
guilty, and 7 of them were sentenced to the death penalty.®*® Concurrently, various approaches
were developed in the UK to harmonise medical liability, including the use of medical expert
opinion in the contractual approach and the tort principle. The most well-known approach is the
“Bolam Test,” which has since become the foundation for liability in medical litigation.

Furthermore, there were doctors’ inhuman acts in history that necessitated an emergent action in
medical practices. For example, various atrocities committed by Unit 731 members towards
prisoners of war and civilians during their experiments after World War II reflect the state of a
lack of accountability and liability in medical practice. These Japanese medical personnel were
not held accountable in the International Military Tribunal for the Far East (Tokyo Trials), unlike
the case of the Nazi doctors in the Nuremberg era.%*® This horrible act prompted the International
and bioethics experts to call for “moral repair” for this injustice, whereby the permanent memorial
to the victims was established, Japan issued a policy against human experimentation without
informed consent, and the U.S. was requested to issue an official apology for its complicity in
those medical atrocities.®** These acts also prompted an immediate call for international legal
instruments of human rights and medical ethics to include clauses prohibiting all forms of
complicity in unethical medicine, whether before or after the fact, by any state or group, for any
reason.
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In Rwanda, the history of medical liability is relatively short. During the pre-colonial kingdom
era, medicine was dominantly traditional and provided by healers (abavuzi) and herbalists. During
this period, any disputes that may arise over harm caused by treatment could be resolved through
a community-based process, handled by elders or local councils applying customary law. If a
healer’s actions were deemed negligent or harmful, compensation (indemnity) could be imposed
in kind (cattle or goods). There were no codified laws or written standards governing medical
practice, and no formal courts existed to apply them. %!

Modern medicine began with the German colonial period and expanded during the Belgian
colonial period, particularly with the involvement of missionary doctors in Rwanda.®** During
colonial periods, medical liability in Rwanda followed European civil and penal codes (Belgian
law), applied mainly to Europeans and formal institutions. Native patients rarely accessed courts;
disputes were still settled informally, as in pre-colonial periods.’** Although there was no specific
medical liability framework in place during that time, medical malpractice and negligence cases
were typically treated under general negligence or criminal provisions of Belgian law. However,
those doctors and trained health workers were considered sacred at one point, as their clinical
practice was often intertwined with evangelism. This sense could limit daring to hold them
accountable for wrongful acts or even lessen harsh penalties against them.

Later, after the independence in 1962, medical matters were considered either civil or criminal
issues, regulated by different laws stemming from the colonial legacy.®** Furthermore, the
regulation of the art of healing in Rwanda took shape after the 1994 Genocide against the Tutsi,
and subsequently, the medical council was established in 2003. Clinical practice kept being
governed by a series of provisions embodied in various health-related laws and regulations, as well
as the former Civil Code, which was repealed as part of the reform of all laws enacted under the
colonial legacy. The criminal code could also intervene in cases of malpractice that involve a
criminal aspect. Recently, the foreign precedents and doctrines have been playing a pivotal role in
Rwanda’s medical liability system.

6.2. Rationale for medical liability

Before discussing various aspects of medical liability in Rwanda, it is crucial to begin with its
rationale. The ultimate goal of the medical profession is to save human lives by relieving suffering
and preserving the welfare of the body.®* This lead role makes it noble. Yet, dissatisfaction
with health care delivery can discredit its nobility and impair its enormous contribution to society.
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Indeed, a derelict medical professional who fails to comply with standards of care can cause
unimaginable patient harm or premature death and a socio-economic burden to the entire
community.

Before assessing the logic of medical liability, it is worth briefly answering the following question,
although further details will be provided throughout the subsequent discussions. When is a
physician at fault? The physician is at fault for failing to adhere to the standards of care and
ultimately breached the duty of care towards the patient. Such a failure can include misdiagnosis
and administering the wrong or unnecessary procedure or treatment to a patient. The health care
provider is also at fault for not respecting the patient’s rights.®*® A physician’s error can result from
negligence, lack of skill, inaccurate information, communication breakdown, and bureaucracy in
healthcare.

Danzon argues that the liability of healthcare service providers can encourage the most effective
treatment for patients.®*” Nonetheless, a clash is likely to arise between medical experts and
compensation authorities if all remedial measures for medical injuries focus solely on economic
compensation. Such compensation would prioritise the future quality of healthcare, in addition to
the financial loss already suffered. All forms of liability ultimately aim to prevent medical
malpractice by providing victims of medical injuries with a flexible remedy and successful
compensation. Indeed, one of the goals of medical liability is to create "deterrence," whereby
medical practitioners must tread cautiously in their professional endeavours to prevent medical
errors that subject them to liability. The liability also promotes another objective of
“accountability,” where health care professionals should be accountable to the public to maintain
their trust.

Therefore, the overall objective of medical liability is to ensure healthcare providers are
accountable, protect patient rights, and compensate the victims of medical negligence and
malpractice,’*® and promote high standards of medical practice by encouraging compliant, diligent,
and ethical care. Within this framework, various purposes are implied, including the protection of
patients’ rights and safety, compliance with health regulations and policies, the prevention of
future malpractices, and the delivery of justice to victims. Additionally, liability prevents
unacceptable and detrimental social behaviour by keeping professional, ethical values and practice
standards, and establishing normative responsibility standards.**’

6.2.1. Protection of health users’ rights and safety
Establishing medical liability mechanisms, such as strict health laws and regulations, can enhance
the protection of patients’ and other healthcare users’ rights and safety. In this regard, enhancing
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legal frameworks that clearly define the responsibilities and accountability of healthcare
professionals is critical. When the Government establishes accessible and transparent complaint
and redress mechanisms for the victims of medical malpractice and promotes rigorous adherence
to ethical standards and clinical guidelines, there will be collective justice for all healthcare users.

Moreover, CPD is always essential in any professional practice, as it ensures that service providers
are well-equipped to deliver safe and competent care. In this view, empowering the culture of
transparency and accountability in service delivery can help build public trust. Additionally,
implementing effective risk management systems, fostering open communication between patients
and healthcare providers, and enforcing strict penalties for negligence can further safeguard patient
rights and improve overall healthcare quality and safety in Rwanda.

6.2.2. Compliance with health regulations

Adhering to the health regulations is a crucial reason for medical liability. Indeed, without a robust
medical liability framework with strict sanctions for medical malpractice, it would enable a culture
of impunity and poor service delivery in the system. However, with strict professional, civil, and
criminal sanctions, healthcare providers will strive to comply with applicable legal and ethical
standards, as well as established protocols in the profession, to avoid legal consequences, financial
penalties, or loss of their professional reputation. This approach will ultimately enhance patient
safety and improve the quality of care.

In this regard, the Government has a duty to establish a comprehensive legal framework that entails
well-defined responsibilities and sanctions for breaches, as well as an awareness campaign,
enabling practitioners to comprehend their responsibilities and the repercussions of non-
compliance with these rules.

6.2.3. Prevention/Deterrence

Prevention of future malpractice is another vital purpose of medical liability. Sanctions serve as a
deterrent against professional misbehaviours. In medical practice, the fear of lawsuits or
disciplinary action motivates practitioners to provide high-quality care, document their practices
thoroughly, and follow evidence-based protocols,®*°
to-date with the latest clinical guidelines. These efforts improve overall practice standards and
minimise medical errors. This proactive approach fosters a culture of safety and accountability
within the healthcare system,®! thereby reducing the likelihood of future negligence and ultimately

engage in continuous education, and stay up-

enhancing patient trust and the quality of care.

6.2.4. Justice/reparation

One of the critical roles of justice delivery for the victims is reparation. In medical malpractice
situations, remedial resources are essential for delivering justice to patients who have suffered
harm from an adverse event and for providing them with appropriate compensation as reparation.
This is a fundamental purpose of medical liability. Liability in this regard helps restore fairness by
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holding health professionals accountable. This enhances trust in the healthcare system as it
demonstrates that there are mechanisms in place to protect patients’ rights and ensure that those
harmed are compensated. This promotes a culture of responsibility and integrity in medical
practice.

6.3.Ethical dilemma in healthcare accountability

There is an ethical dilemma in healthcare accountability rooted in two key concepts. The first
concept, “injuria sine damnum”, involves a consideration of breach of duty or wrongful act, even
though no actual harm is inflicted on the patient, while the second, “accountability without injury”,
entails holding healthcare practitioners accountable for ‘near-misses’ or lapses, even when no
direct injury results. The following discussion centers on the two concepts.

6.3.1. Injury without damage (Injuria sine damnum)

Medical liability can extend beyond the medical intervention’s outcome, even to the physician’s
choice of procedure itself. This raises an important question: what are the implications if the doctor
opts to use a procedure that will inflict pain on the patient despite the availability of other
alternatives? Could such a decision constitute grounds for legal action without causing harm to the
patient?

Even in cases where there is no bodily harm, a doctor's decision to undergo a painful procedure
when there are less painful options may give rise to a claim. This is covered by the legal doctrine
of “injuria sine damnum,” or “injury without damage.” %52 It essentially means that a legal right
has been violated without resulting in bodily injury.®>® In these situations, the patient may argue
that the physician violated their duty of care by not considering less painful alternatives, which
could be construed as medical malpractice or negligence. It would be the patient's responsibility
to prove that the doctor’s actions were unreasonable and fell below the standard of care expected
in the medical profession.®>*

On the contrary, a person can suffer a loss or damage without violating their legal rights. This
doctrine is known as “damnum sine injuria” or damage without injury. A patient can experience a
painful procedure or bodily harm, such as uncomfortable scars, but may lose any cause of action
if a physician has adhered to all existing standards of procedure and protocols. This may occur if
pain or a scar is unavoidable for a patient who undergoes such a procedure. However, this would
be chosen as the best alternative. This concept, however, raises an issue of whether the imposed
sanctions are appropriate merely based on procedural or technical errors that do not result in
tangible harm.
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6.3.2. Accountability without injury: sanctioning medical lapses?

Despite established standards of liability, one may ask the following question: What could be done
if a medical practitioner fails to act with due diligence, but fortunately, no harm occurs, although
there is a likelihood of it happening next time? Shall this behaviour be subject to punishment even
if there is no harm?

This question centers on the intersection of medical ethics, legal liability, and professional
accountability. The concept of accountability without injury raises an issue of “near misses” in
healthcare delivery, highlighting the importance of maintaining high standards of care and
preventing future adverse events by specifically sanctioning medical lapses or near misses.

Ordinarily, the legal approach is “no harm, no liability,” in which most legal systems, including
Rwanda, establish liability by assessing four key elements: the duty of care, breach of that duty,
an injury, and the causal link between the injury and the breach of that duty. Thus, if the fourth
element is missing, no liability could be invoked in the medical compensation system. However,
jurisdictions like Nigeria and Rwanda permit disciplinary or regulatory action, even in the absence
of harm, particularly if there was a foreseeable risk to the patient. However, a negligence claim
merely based on that breach (error) is not likely to be successful in court, as articulated by
Oludamilola and Oluseyi.®*® This approach emphasizes the ethical principle of non-maleficence
(do no harm), as an act or omission posing a risk of harm, even if there is no immediate harm,
should be sanctioned. This is because it constitutes a pattern of reckless care that can erode public
trust and endanger future healthcare safety. In Rwanda, professional bodies can impose preventive
measures to protect the public welfare, such as issuing warnings, mandating retraining,
suspending, or revoking licenses in severe cases or instances of recidivism.

Near misses are valuable opportunities for systemic learning and risk management in modern
medical practice, thereby improving the healthcare system. They enable hospitals to identify the
root causes of adverse events and promote a culture of safety by encouraging reporting without
fear of sanction. However, accountability without injury could raise a further inquiry about
whether potential harm should be the basis of punishment, such as the outcome. Although this
could be the topic for future discussion, it should be looked at from both the pros and cons angles.

Nevertheless, it is worth noting that consequences are not only resulting from tangible injury. They
are, instead, necessitated by any act or omission that violates the acceptable standards of care or
poses potential risks. Thus, instead of corrective action that involves punishments, these concepts
necessitate professional accountability for prevention, education, and safeguarding public trust.
Both situations show the tension between legal and ethical dimensions in healthcare. They both
ensure accountability, safety, and professional integrity in healthcare delivery.
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6.4. Models of medical liability

Medical liability models encompass tort-based systems, no-fault compensation, and a hybrid
approach. Their applicability can vary from jurisdiction to jurisdiction. In Rwanda, courts have
developed various approaches falling within this spectrum, based on which victims of medical
negligence and malpractice can seek redress. Among other things, the central liability system is
fault-based, encompassing vicarious liability, corporate liability, and criminal liability. The
following discussion concerns these liability models.

6.4.1. No-fault compensation system

Contrary to the adversarial litigation in courts, the ‘no-fault system’ is a compensation model in
which healthcare users can receive compensation without having to prove negligence through the
technicalities of a court case. Many OECD countries, including Denmark, Finland, New Zealand,
and Sweden, have adopted this model.®*® A no-fault system aims to provide compensation for
suffered injuries without necessarily assessing the negligence of a healthcare provider.%” This
system was introduced in different states based on the employees’ working injury compensation
structure. In Virginia and Florida, the no-fault plan was introduced to compensate birth-related

neurological injuries.®*8

The no-fault system is primarily administered by the government or insurance companies, focusing
on injury rather than fault. Under this system, claims are not taken to court. Instead, they are
adjudicated by the designated administrative agencies to reduce the delay and expense of the
courts’ claims adjudication.®>® This approach makes it faster and less adversarial, reducing both
the financial and emotional burden. The system was previously known to focus on birth-related
litigation.®®® Then, it expanded to incorporate general medical liability. Similar to the UK, Rwanda
does not apply a no-fault medical liability system.

Contrary to the tort-based compensation model, which is claimed to be expensive, time-
consuming, focusing on medico-legal technicalities, promoting defensive medicine, the no-fault
compensation model is recognised as patient-centred, time-effective, and offers fair compensation
if the harm was avoidable. It also encourages the culture of reporting additional medical errors,
enabling healthcare institutions to take appropriate measures to prevent them.®! Thus, the no-fault
compensation system is believed to encourage transparency in compensating victims of medical
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iatrogenesis resulting from adverse treatment outcomes, leading to fair, efficient, and equitable
compensation.®®?

However, another side of the no-fault system is that most jurisdictions also impose compensation
caps to control costs and balance the compensation fairness and efficiency, ensuring the
sustainability of the compensation fund. Consequently, these caps deprive the plaintiffs of seeking
full compensation, as they do not allow them to present evidence to justify it, which contradicts
the right to a trial by a judge or a jury. This system contravenes the constitutional principle of the
separation of powers, as it vests judicial prerogatives in the legislature, which passes laws setting
limits on damages.*®3

6.4.2. Fault-based compensation system

The fault-based system of compensation is an approach in which the victim can only receive
compensation if they can prove the fault of the wrongdoer. In the medical liability context, the
healthcare user can only obtain compensation for the harm suffered upon proving the fault of the
healthcare provider. The fault should be understood as negligence, error, or omission, which
directly caused that harm. This is also known as malpractice, without which the court could not
grant compensation. In other words, there is no compensation or liability for medical providers,
even if the harm is severe, as long as there is no fault.

Fault-based claims are expensive in terms of procedure and stressful in proving the breach of duty
of care owed.®®* Additionally, they are slow, as they require investigations to gather the facts.
Consequently, they could limit access to justice. Although the fault-based system places the burden
of proof on the plaintiff, it is, however, known to prioritise accountability and deterrence over
universal coverage. Despite these challenges, it is the foundation of all compensation recources in
Rwanda, including courts, committees responsible for dealing with disciplinary faults, and direct
insurance claims.

The current healthcare law outlines various faults for which a healthcare professional or healthcare
facility could be sanctioned, including those based on professional responsibilities whose breach
invokes accountability, but this list is not exhaustive. The law focuses on compensation for harm
resulting from substandard healthcare services and administrative penalties for systemic failures,
such as poor hygiene that results in infections. Although it maintains the fault-based liability
regime introduced by the 2013 law on medical professional liability insurance, which was
repealed, it does not overhaul it. For example, it does not define the categories of errors or faults
or mention any reference for excusable errors in the context of medical liability.

The healthcare law avoided any tendency towards no-fault compensation, as it did not recall the
compensation approach introduced by the previous law in a situation of excusable error. Thus, the

%2 Troyen A. Brennan and Michelle M. Mello, “Patient Safety and Medical Malpractice: A Case Study,” 4nnals of
Internal Medicine 139, no. 4 (2003): 272.

%63 Frank A. Sloan and Lindsey M. Chepke, Medical Malpractice (London, England: The MIT Press, 2008).

664 Swanton, “No Fault Compensation.”

155



law on professional liability insurance, in its Article 6, paragraph 2, enabled minors under the age
of fourteen (14) to obtain compensation for excusable error, even if this error shielded the medical
professional from liability.

The current law does not focus on the liability of healthcare professionals and healthcare facilities.
It instead prioritises the preventive measures, such as mandatory training and quality audits, over
liability defences. This approach aims to reduce errors through regulation rather than address them
after the harm has occurred. However, the current liability system supports the fault-based liability
mechanism through mandatory insurance and the establishment of committees responsible for
addressing disciplinary faults in healthcare facilities.

6.4.2.1.Grounds for excluding medical practitioner fault and liability

When can medical practitioners be shielded from liability despite the occurrence of an error and
harm? Finding the answer to this question requires an exploration of some aspects. One can ask
the following sub-questions. Is liability exempted when errors occur during the exercise of their
professional duties? Or is the exemption granted when they have satisfied all the requisites, such
as adherence to the accepted medical standards of care, the unavoidability or unforeseeability of
an adverse outcome, and the absence of negligence, recklessness, or breach of duty?

The answer lies in balancing two conceptual contexts: committing an error while performing the
boss’s task in good faith or making an error despite the exercise of optimal professional care. The
latter introduces a concept of “excusable” or “forgivable” error, while the former invokes
“vicarious liability”. Consequently, medical professionals will not be held liable if they have
exercised their competence, exercised due diligence, and followed the accepted standards of care
at the time of treatment.®®> This position is substantiated by the principle that medical practice is
exercised under means-based standards rather than results-based guarantees. The former sub-
question, which involves committing an error within the scope of diligent standard-compliant
healthcare service delivery, is regarded as an inherent risk of medical practice and supplements the
latter. However, it does not shield the practitioner in the event that it could be proven that there
was a malicious intent to cause harm. The practitioner could also be held personally liable for
personal fault through administrative or professional mechanisms. However, if there is no direct
link between the harm and the error, even if the latter occurred, a medical practitioner is exempt
from liability.®¢ In this regard, the burden of proof lies on the shoulders of the plaintiff to establish
the causal link between the act or omission and the damage.
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Nevertheless, it should be noted that the exoneration of the medical professional’s liability does
not preclude the liability of the healthcare provider or the health facility employing that practitioner
if all necessary conditions are met under a fault-based liability system.

6.5. Application of tort liability in malpractice cases

The liability for medical malpractice or negligence is underpinned by a tortious principle rooted
in the renowned case of Donoghue v Stevenson (1932), in which Lord Atkin established the
principles of negligence law and the duty to take reasonable care.%®’

No person can be held liable in tort unless the act or omission with which he or she is charged was
a breach of a duty owing by that person to the plaintiff or to a class to which the plaintiff belongs,
and the plaintiff has suffered individual damage therefrom.%%®

As summarised in the snippet above, to establish a case of medical negligence under the tortious
principle, there are three key considerations. It must be proven that the duty of care was owed;
whether that duty was breached; and whether the harm suffered is directly linked to that breach.®
In this regard, hospitals owe healthcare users a duty of care through their personnel and ostensible
agents, who are committed to providing care and treatment to patients. This duty should be well
observed in three situations: (a) when deciding to engage in delivering healthcare services to a
particular healthcare user; (b) when deciding what treatment to administer; and (c) when
administering that treatment to the patient.®’® If they accept the patient, medical professionals are
expected to provide the necessary healthcare services employing all their knowledge and skills,
with due diligence, and under accepted standards of care. On July 19, 2019, in the N.L v King
Fuaisal Hospital case,’’! the Court of Appeal assessed the three components to determine the
liability of King Faisal Hospital.®”?

Concurrently, healthcare providing institutions are also expected not to harm healthcare users due
to negligence, carelessness, or a reckless attitude among their staff.®”* Thus, medical practitioners
should apply all their competence reasonably to save the patient at their disposal, although they

%7 QOludamilola Adebola Adejumo and Oluseyi Ademola Adejumo, “Legal Perspectives on Liability for Medical
Negligence and Malpractices in Nigeria,” Pan African Medical Journal 35, no. 44 (2020): 2,
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have no obligation to cure them. In the event that an adverse medical outcome results from the
negligence of healthcare providers, they are liable under the law of negligence.

In the U.K., tort has five elements: conduct, causation, fault, duty of care, and injury. However,
three of them are central in the context of this research, including fault, duty of care, and injury.5”*
They are the most common in many jurisdictions, including Rwanda. From the fundamental
principles underpinning the negligence law, there should be further observations apart from the
fault, damage, and causal link. This is because the objects that constitute harm vary on a case-by-
case basis. Indeed, the victim should have incurred physical or mental injury. This is a harmful
change in the healthcare user's physical or psychological condition, weakening or damaging the
functional role of their tissue, organ, or entire life. In medical liability, an organ or tissue might
have been negligently damaged so that it can no longer serve its role, apart from the change of
physical characteristics.®’> To be precise, the physical difference may not be noticeable even
though the damage occurred. This reflects the dysfunctional role of that tissue or organ resulting
from specific medical treatments. However, in all circumstances, the compensation degree
depends on the victim’s harm.%’¢

Without this, healthcare professionals could be held liable for unwanted scars or physical changes
(including plastic deformation) resulting from their clinical procedures, even though those scars
are inherent risks of such treatments. This invokes the Latin maxim “minimis non curat lex,”
meaning that the court does not deal with minor issues or unimportant things for which a
reasonable person would not be complaining.

6.5.1. Liability standards

Liability standards vary depending on the jurisdiction and can be established under theories of
intention, negligence, and strict liability.®”” In some jurisdictions, such as Canada, establishing
liability for specific causes of action requires the plaintiff to prove that the defendant intended to
cause harm as a result of their action or inaction.®”® This approach underscores the importance of
the defendant’s attitude, ensuring that liability reflects deliberate conduct rather than unintended
harm. Additionally, the plaintiff is required to prove that the defendant would have believed their
actions or inactions were risky and likely to result in harm. This means that the plaintiff must prove
not only that the defendant’s actions or inactions resulted in harm but also that the defendant had
a deliberate will to cause it or had recklessly disregarded the foreseeable consequences despite the
likelihood of harm. In this context, the defendant's conduct falls into the category of wanton or
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willful misconduct. Consequently, the defendant’s mindful choice to engage in harmful actions is
central to liability in intentional torts, such as assault or fraud.

On the contrary, negligence is another liability standard that requires the plaintiff to prove that the
defendant failed to exercise the same level of care that a reasonable and prudent person would
exercise under similar circumstances, resulting in unintended harm. This diverges from intentional
torts. Negligence has two essential aspects: “foreseeability of the risk of harm” and “negligence

calculus”.?”®

In the medical liability context, the foreseeability of the risk of harm is assessed by responding to
this question: had the medical professional taken the precautions, would the situation not have
been this, or would the patient’s life have been saved? This inquiry highlights that medical
negligence is determined based on the professional’s foreseeability of the harm. Thus, the
unforeseeability or unintentionality of the professional’s conduct breaches the duty of care owed
to the patient. In other words, the defendant’s failure to take necessary precautions to prevent the
risk of harm compels them to be held liable. The rationale for assessing the probability of
foreseeability is that not all adverse events (such as malpractice) constitute medical negligence.

However, the mere foreseeability does not justify the defendant’s reasonableness, which should
be coupled with a causal link to the injury in the determination of the defendant’s negligence and
liability. The reasonableness may be assessed differently depending on the specific situation at
hand. For example, the situation in which a medical practitioner acts has significant implications
for determining what is reasonable and what is not. The situational factors here may include the
urgency of the treatment, the complexity and risk of the treatment, the patient’s condition (capacity
and understanding), the medical setting, applicable protocols, the professional specialty, and
available resources. However, for the judge to determine negligence, the assessment of
reasonableness is always done in comparable scenarios. This falls within the standards acceptable
to peers in the practitioner’s professional community. If the practitioner has deviated from those
acceptable norms and caused unintended but foreseeable harm, they were negligent and should be
held liable. This liability spectrum would inform medical practitioners that they operate within the
framework of accountability and that they should be aware that adverse events and liability do not
necessarily derive from malicious intent. Therefore, they should operate responsibly in their
clients' best interests, protecting them from avoidable harm.

After determining the foreseeability of the risk of harm, another step of the “negligence calculus”
follows.®®® The principle of negligence calculus, also known as the Hand formula, is rooted in the
T.J. Hooper case of 1932, a landmark case involving two barges carrying coal that were lost in a
storm while being hauled by tugboats, including the T.J. Hooper. Due to their lack of radios, the
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tugboats were unable to receive weather warnings and could have escaped the storm. The barge
owners sued the tugboat operators for negligence. Judge Learned Hand of the Second Circuit Court
of Appeals suggested a balancing test to assess negligence and determine the standard of care,
using three variables: the probability that the vessel will break away, the gravity of the resulting
injury if it occurs, and the burden of taking adequate precautions. By ruling on this case, the court
found that the tugboat operators were negligent because the burden of equipping the vessels with
radios was minimal compared to the potential harm they could have prevented.®®!

The calculus of negligence provides a basis for choosing the nature of precautions that should have
been taken to prevent the damage that occurred. At this stage, there must be an assessment of the
appropriate decision that a reasonable medical professional would be expected to take. That
decision should be aligned with the standard of a responsible, logical, and defensible body of
medical opinion. Then, for the negligence calculus, some components should be analysed to
determine the necessary precautions that should have been taken to prevent harm. In the calculus
situation, it is worth noting that the first two components are weighted against the remaining two.
1. The probability of the occurrence of harm if due care were not taken;

ii.  The likelihood of the harm’s seriousness;

iii.  The burden of taking precautions to prevent injury; and

iv.  The utility of the opted choice (action or inaction).

Negligence calculus is closely related to the ‘but for’ test and the ‘likelihood of survival® test
adopted by various courts to determine factual causation. In this regard, the reasonableness of the
health professional is the sole concern. However, some negligence courts do not undertake this
thorough assessment to come to a verdict. Instead, they only consider what a reasonable health
professional would have done or not done to prevent the harm. However, this would not be
sufficient to conclude that negligence or malpractice had occurred, and ultimately, to impose
liability. Other means, such as the “proximate cause doctrine,” the “acceleration theory,” “novus
actus interveniens,” and the “eggshell skull rule” could play an essential role in assessing causation

related to the negligence calculus, similarly in tort liability.

Nevertheless, to establish the defendant’s negligence for liability, the plaintiff can only justify the
defendant’s failure to abide by the standards of care and common medical practice without proving
the defendant’s intention. This failure and injury incurred must fall within the scope of remediable
damages, as per the fundamental elements of tort law. However, it should be noted that the burden
of proof is not always placed on the plaintiff’s shoulders. If the plaintiff has established the
essential elements of the cause of action, the defendant also must disprove his intention to cause
harm. However, there is a constrictive intent as a liability standard without evidence. Additionally,
the defendant can be held accountable for the intentional tort under the doctrine of transferred
intent. For example, defendant A intended to harm individual B but failed and, unwillingly, harmed
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another individual C. So, the intention to cause injury to B will be transferred to C and become
the cause of the latter’s action against the defendant.

Furthermore, it is also important to note that liability is not always based on the establishment of
the defendant’s intention or negligence. In some cases, it is sufficient for the plaintiff to prove that
their injury results from the defendant’s action or inaction. This is another standard of liability
under the law of tort known as strict liability. Strict liability is another standard that holds
individual health practitioners and institutions accountable for their actions or inactions, regardless
of their intent, negligence, or lack of care. In some cases, it is considered no-fault liability.®3? The
central element in this regard is that the prohibited result or adverse event has occurred despite the
precautions taken and the absence of wrongful intent. The strict liability standard promotes optimal
care and accountability in professional activities, such as medical practice, which are inherently
risky and often make it difficult or impossible to prove fault. In other words, strict liability
constantly shifts the burden of proof to the medical professionals and providers (defendants) to
ensure the safety of healthcare users and protect them against harm. This is not only related to the
medical interventions provided or non-interventions (inactions), but also to the product liability of
pharmaceuticals for warning and defective claims,®8’
public welfare. So, strict liability serves as a deterrent against risky behaviour and as a means to
simplify compensation for the victims of adverse events.

as both aspects necessitate the protection of

6.5.2. Liability principles and rules

Medical liability framework encompasses various considerations to ensure justice delivery to all
parties involved. In this regard, a range of principles and rules have been developed over time to
assess the defendant’s fault and ultimately determine liability. In certain cases, the defendant can
also invoke those doctrines as defense. This discussion is about three principles entailing “novus
actus interviens”, “eggshell skull rule” and “Bolam test” that have been useful and remain
relevant in both civil law and common law systems despite the differences in their doctrinal
framing and practical application.

6.5.2.1.The doctrine of “novus actus interviens” and its application

Novus actus interviens is a Latin doctrine that refers to “new intervening act”. In other words, the
occurrence of a new act or event in the causal chain between the initial event and a clinical outcome
breaks the continuity of that chain.®®* In medical negligence cases, this doctrine may be invoked
by a defendant as a defense tool. Thus, if an external factor or event occurs in treatment and the
adverse outcome of such treatment is not directly linked to the medical practitioner’s negligence,
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this doctrine may permit the latter to be exempted from liability despite the initial wrongdoing.®
In this regard, the adverse outcome is attributed to such a novel factor. To be considered, the novel
or intervening factor must appear in the form of negligence. It may result from another medical
personnel’s actions or inactions, from the patient, or may be of a natural character in the course of
treatment.

The rationale for the defendant’s exemption from liability is grounded in the principle of direct
causation. Liability is limited to only harm constituting proximate and foreseeable consequences
of the defendant’s conduct, which excludes any liability that does not directly flow from their
actions. In other words, the legal cause of liability deposits that defendants should not be held
accountable for the consequences arising from acts or events that are excessively remote from their
conduct or that result from independent intervening causes.®*® Therefore, the doctrine of novus
actus interveniens limits liability by reducing the causal remoteness in the chain of events that
resulted in an adverse outcome.

This principle underwent progressive refinement to include specific situations, such as those in
which victims attempt to escape from danger originated by the defendant. It serves as a threshold
test to determine whether the victim’s reaction meets the following conditions:®’
i.  Within the scope of responses reasonably anticipated from a victim under
comparable circumstances;
ii.  Reasonably foreseeable considering the prevailing circumstances;
iii.  Corresponding with the degree of the perceived threat.

6.5.2.2.The eggshell skull rule and its applicability

The eggshell skull rule is another vital consideration in medical malpractice lawsuits. This
common law principle dictates that the defendant accepts the victim as they find them.®®® Contrary
to the doctrine of novus actus interviens, where any act or event that interrupts the causal chain
between the defendant's original event and outcome excludes the defendant’s liability, under the
eggshell skull rule, the defendant is held liable for the full extent of the claimant’s unforeseeable
and common reaction to the defendant’s negligent or intentional wrongful acts, as long as they
constitute a proximate cause.®® For example, if an individual already has an inherent unusual
medical condition, and the latter is worsened by the defendant (physician)'s surgical error, the
physician will bear full liability for the harm.
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This principle reflects the concept of a good samaritan as a medical professional who provides
reckless intervention. In this case, liability arises, despite the act being voluntary, without
compensation, and in a therapeutic relationship. Thus, the Samaritan must act with good faith and
apply necessary knowledge and skills to prevent an adverse outcome. Otherwise, worsening the
situation of the one in danger could result in liability for the full extent of the injury.

One can argue that holding the defendants liable for unusual consequences arising from latent
vulnerabilities that they are not aware of may accelerate an inequitable burden and defensive
medicine, as well as discourage professional engagement at times. However, the rationale for such
liability may be underpinned by the ideal for corrective justice, which imposes that a wrongdoer
must bear the entire burden irrespective of the victim’s inherent vulnerability. Additionally, if
negligence or tort is established as a proximate cause, the degree of damage (whether foreseeable
or not) cannot limit the liability. Thus, the eggshell skull rule remains crucial in protecting
vulnerable individuals and upholding integrity and accountability in clinical practice.

6.5.2.3.Bolam test

The “Bolam test” is a common law doctrine comparable to objective standards of care in civil law.
It originates from the famous 1957 Bolam v Friern Hospital Management Committee case. In this
case, Mr. Bolam voluntarily underwent electro-convulsive therapy in a mental health institution
which was under the control of the Friern Hospital Management Committee. After Bolam suffered
serious injuries, he sued the Committee seeking compensation for being negligent as they did not
do three things: muscle relaxation before the procedure, body control during the procedure, and
disclosure of the associated risks. After noting the expert witnesses, the court did not decide in
favour of Bolam because the muscle relaxant medication and the manual restraint could have
increased the risks. Additionally, the court confirmed that disclosing all risk-related information
to patients was not a common practice in the medical profession. In this case, the court established
the standard of reasonable care in cases involving medical professionals. This rule is underpinned
by the medical professional custom, which is considered the “standard of a responsible body of
medical opinion”.%®° If a physician has worked to the extent that meets the reasonable standard of
care, he will not be held to account for any medical negligence. In the opposite situation, the
physician should be held liable.

It is worth noting that the Bolam test has been applied in various cases and adapted to the specific
circumstances. For example, the 1998 Bolitho v City and Hackney Health Board case modified the
test, adding that the medical opinion under the Bolam test must be logical, defensible, and based
on a reasoned assessment of risks and benefits.®*!%°2 Additionally, the test was replaced by the
patient-centered test in informed consent-related claims, as established in the UK's 2015
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Montgomery v Lanarkshire Health Board case and the 1989 Irish Dunne v National Hospital
case.%?? In this light, medical practice dictates that medical practitioners disclose all possible risks
associated with any medical procedure or treatment that a reasonable patient would want to
know.®* If they fail to do so, they are held liable for being negligent.

It must be well understood that healthcare professionals practice under the “obligation of means,”
under which they must apply their knowledge and skills with due diligence in treating their
patients. They are not bound by the need to effectuate recovery for their clients. Thus, if an
unexpected medical outcome occurs, the doctor will not be liable if they have acted within the
standards of care. Although Rwandan courts do not recall the Bolam test, their practice reveals it
as they assess the defendant’s conduct against the standards of professional norms by scrutinizing
medical expert reports.

Nonetheless, the tort-based system has been criticised for being time-consuming and expensive,
for focusing on medico-legal technicalities, and for promoting defensive medicine. Besides,
Brennan and Mello argued that it incites emotional provocation among litigants, leaving
psychological scars on those involved rather than advancing patient safety.%%

6.6.Forms of liability in medical malpractice cases

Several strategies could be employed to hold medical practitioners accountable for medical
malpractice. Depending on the circumstances and severity, liability may be either professional,
civil, or criminal. Moreover, healthcare service organisations can be held accountable for the faults
and negligence of their employees and agents, as well as for contract violations, fiduciary breaches,
and violations of patient rights. In the case of medical negligence, they can also be liable under
tortious principles within the context of tort law.

6.6.1. Medical professional liability

The power to impose professional liability is vested in the medical professional bodies to which
medical professionals belong. Their internal rules and regulations categorise faults depending on
their seriousness. After the investigations’ findings, these bodies can impose professional
sanctions, also known as professional disciplinary measures, based on the nature of the fault.

For medical doctors and dentists practicing in Rwanda, the Bureau of the National Council Board
within RMDC has the authority to impose those sanctions.®”® If the fault does not endanger the life
of a healthcare user or the dignity of the medical profession, the Bureau sanctions the practitioner
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with a warning or reprimand.®®’ If the fault poses a risk to the patient’s life or the dignity of the
profession, the Bureau sanctions the wrongful practitioner with temporary suspension from
practice. Such suspension period must not exceed six (6) months, and this fault, which falls into
the third category, should be communicated to the Minister of Health.”® For faults that are
seriously incompatible with the profession, the Bureau punishes them with a removal from the
register of members of RMDC. The disciplinary measures taken against these faults under this
category are communicated to the public.5%’

Additionally, the imposition of those sanctions has other implications: a member of the Council
serving them is deprived of other rights, such as voting and being elected to any organ of the
Council, for a period of four years.”® In the event that the practitioner was already exercising such
a function and had been punished with any of these sanctions, they should be removed from office
automatically, similarly to those who were criminally sentenced to a term of imprisonment of six
months or more.”®! The National Council Board decides to remove an elected practitioner from
office, the supreme organ of the Council,’*?
members.

either on its own initiative or at the request of Council

Furthermore, nurses and midwives may also be held liable for professional misconduct, with
disciplinary action imposed by the NCNM. Under the statute establishing NCNM, there is room
for complaints related to professional misconduct. The Council has a complaint mechanism in
which any aggrieved health service user or other interested person may submit a complaint of
professional misconduct against a registered nurse or midwife.”®

A complaint remains valid and may be submitted in writing within 30 days of the day the
misconduct is identified.”** The complaint should be submitted to the health supervising authority
of the alleged professional’s workplace. Then, the alleged nurse or midwife is informed on the day
of appearance for defense. The addressed authority has 15 days to take a decision upon the
reception of the complaint.”® If the referred organ lacks the authority to resolve the complaint, it
is forwarded to the Registrar of the Council within 15 days of the end of the previous period.”® If
the referred organ has the authority to resolve the complaint and the decision is not satisfactory,
either the complainant or the defendant has 30 days from receipt of the decision to initiate
hierarchical recourse to the register, which, in turn, submits the appeal to the Board of Directors

%7 Ibid., para 2.

98 Ibid., para 3.

99 Ibid., paras 4 and 5.

790 Article 28 of the Law N°44/2012 of 14/01/2013 on the Organisation, Functioning and Competence of the Medical
and Dental Council, Official Gazette n°® 02 of 14/01/2013.

701Tbid., Article 29.

702 Ibid., Article 8.

793 Article 27 of the Law N°25/2008 of 25/07/2008 Establishing the National Council of Nurses and Midwives and
Determining Its Organisation, Functioning and Competence (2008).

704 1bid., para 2.

705 Ibid., para 4.

706 Tbid., para 5.

165



for a decision.”®” Similar to court litigation, the accused nurse or midwife has the right to defense
and legal representation in this process.”®

In the event that a nurse or midwife is accused of serious misconduct, the Board of Directors may
suspend them for investigation and communicate this decision to the respective authority.”® After
the Board’s hearing, it can impose professional disciplinary action if the accused is found to be at
fault, and the decision is communicated to the concerned nurse or midwife within 15 days after
the hearing.”'® Such a decision could be appealed within 15 days of its receipt. The National
Council for Nurses and Midwives can impose any of the following sanctions, based on the gravity
of the fault, including verbal warning, written warning, reprimand, suspension, or cancellation
from the Register.”!! These sanctions could only be approved when the right to defense was given
to the accused.”'? However, the decision could be taken in absentia, when the accused was notified

appropriately.’!3

It is worth noting that professional disciplinary action is distinct from judicial prosecution.”'* Thus,
the case may be dealt with by the Council and be subject to criminal prosecution. In this case, the
Board of Directors can inform the concerned authorities of the criminal process and is required to
facilitate the process by indicating all criminal acts committed by the nurse or midwife, except in
cases of professional secrecy.’!?

For pharmacists, the law establishing the Rwanda National Pharmacy Council (NPC) includes a
disciplinary mechanism in place for addressing professional misconduct. This mechanism does
not prevent court proceedings or other disciplinary proceedings before the pharmacist’s superior
in the administrative hierarchy.”'® Among other things, the Council’s organs responsible for
dealing with complaints related to the pharmacists’ misconduct can impose any of the following
disciplinary actions against a wrongful pharmacist, including a warning, reprimand, temporary
suspension of practice for a period not exceeding twelve (12) months, and removal from the
register of members of the Council.”!’

The Rwanda Allied Health Professionals Council (RAHPC) has a similar mechanism in place for
addressing professional misconduct. The disciplinary sanctions that could be imposed are the same
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as those imposed on pharmacists.”'® The complaint can be initiated by the respective organ of the
council or by a submission from an interested person, while the right to defense is, in all cases,
provided by law.

Hence, these councils also have the post-knowledge assessment measures to enhance
professionalism in their members. After assessments, members who do not meet the required
standards may be subject to continued training programs, work under supervision, suspension of
practicing, or removal from the register of the council’s members. Although these assessment
measures are not considered sanctions for misconduct, they establish a sense of legal and ethical
compliance in the daily healthcare service delivery and thereby prevent medical malpractice.

All four medical professional councils have professional codes of conduct and nearly identical
mechanisms for addressing complaints related to professional misconduct or breach of
professional ethics. They provide the right to defense for the accused members and provide a
recourse for appeal in case of dissatisfaction. However, their operationalisation may differ due to
various factors, such as the number of skilled personnel available for medical case investigations,
the volume of cases, and financial capacity. These mechanisms foster accountability in healthcare
delivery and promote justice for the victims of medical malpractice.

6.6.2. Administrative liability

Government institutions, such as MINISANTE and public service commission, could also conduct
an investigation into the healthcare professional or health-providing institution following a
malpractice incident. Aimed at protecting the public and ensuring institutional integrity, efficiency,
and accountability in healthcare service delivery, these institutions can also conduct audits of
health providers to assess their functioning, which may result in sanctions.

Administrative or disciplinary liability is imposed after disciplinary proceedings, which are
independent from court proceedings. However, a disciplinary fault may give rise to both
administrative disciplinary proceedings and court proceedings for civil or criminal charges.”"” For
public sector health professionals, administrative disciplinary proceedings and disciplinary
sanctions are determined by the Presidential Order on Professional Ethics for Public Servants. For
a private sector suspect practitioner, those proceedings follow the provisions of the Labour Code
of Rwanda. However, the new healthcare law regime provides the ministerial order establishing a
committee responsible for addressing disciplinary issues in healthcare facilities.”*

A suspected medical malpractice by a medical practitioner committed during dual clinical practice
is also subject to investigation and sanction by the RMDC."”?! This procedure follows the General
Statute Governing Public Servants, and the Presidential Order on Professional Ethics for Public
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Servants, rather than the ordinary code of professional ethics.”??> To understand the dual clinical
practice environment, it should be noted that “dual clinical practice” refers to clinical work
undertaken within and outside public hospitals, or outside the provider’s contracted work hours
under public sector employment.’?® This work is not counted as part of the employee’s actual
salaried employment; rather, it is a public hospital’s contractually remunerated work.”**

The accused public sector health practitioner may be found guilty or not guilty. If guilt is
established, the Council may impose disciplinary sanctions commensurate with the gravity of the
fault.”>> These sanctions are categorised into two categories: the first category is for less severe
ones, including a warning and reprimand,’?®’?” while the second category is for the most severe
sanctions, entailing temporary suspension from duties for a period not exceeding three months and

dismissal.”?8:729:730

Apart from the suspension as a disciplinary sanction, disciplinary proceedings for a fault may result
in the suspension of a suspect public servant (public sector health professional) when that fault
could lead to a sanction of the second category, provided other conditions are met to justify this
suspension.’! The first condition is when it is the only way to prevent the suspect from disposing
of evidence or exerting pressure on witnesses. The second condition is when the non-suspension
of the suspect may undermine the image of an employing public institution, depending on the
seriousness of the disciplinary fault, the circumstances of its commission, or the level of harm
caused. This suspension could also be imposed when a public servant has been provisionally
detained for a period not exceeding six (6) months.”*? Additionally, it is worth noting that the
dismissal of a healthcare professional working in the public sector could result in blacklisting by
the Ministry responsible for public service, which prevents them from being recruited or appointed
to public service until they have undergone a rehabilitation process.”?

Although this discussion does not intend to delve into faults and their respective sanctions, the
following are some severe faults that constitute medical negligence or malpractice and are
punishable by dismissal. For example, the list includes disclosing confidential information,
committing any form of violence, abuse of power, harassment, and assaults on other persons as
serious faults. A public sector medical professional may commit this fault against a healthcare
service user. Another fault that could be linked to medical negligence and malpractice is the
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practitioner’s failure to perform duties, improper performance, or delay in performing those duties,
resulting in serious consequences for the institution or the country.

Although investigations and disciplinary actions typically focus on the suspected misconduct
committed during work hours and at the workplace of the accused practitioner, they may also
extend to the public sector practitioner’s conduct beyond that scope. This is supported by the
General Statute for Public Servants, which provides that good professional conduct for a public
servant should be exhibited at and away from work.”** The reason for such an extension is to
preserve public trust in the healthcare system.

Administrative proceedings for disciplinary faults against a public sector health professional, like
any other public servant, have a 30-day time limit if they are subject to first-category sanctions.
These days are counted from the date a suspected public servant was requested to provide
explanations. If the disciplinary fault is subject to punishment of the second category, the
timeframe is extended to three months, counted in the same way as mentioned above.”*> The
competent authority to conduct disciplinary proceedings for faults punishable by sanctions of the
first category against a health professional as a public servant is the immediate supervisor. Upon
conviction, the head of the public institution in which the employee works, or the delegate, is the
authority to impose sanctions of the first category.’*® The latter is also responsible for conducting
disciplinary proceedings for faults punishable by sanctions of the second category, while the
appointing authority or a delegated person imposes the sanctions, except for servants holding job
positions of level 1.IV and above, whose disciplinary proceedings are conducted by their
appointing authority or delegated person.”*’

Medical practitioners or interns working in the private sector (i.e., clinics, hospitals, and other
private health facilities) or in the public sector under contract are bound by the Rwandan Labour
Code in all labour-related matters.”*® For administrative proceedings against those practitioners,
follow the Code’s provisions to address their disciplinary faults. These proceedings are also
independent from disciplinary proceedings conducted by the respective professional councils and
court proceedings for civil and criminal matters. If a private-sector medical professional
contravenes the professional medical code of ethics, like any other medical practitioner in the
public sector, the council intervenes through the process mentioned earlier.

Private health institutions, like other private institutions, have disciplinary mechanisms for
addressing disciplinary faults. Under this mechanism, an employee at fault may face one of the
following sanctions depending on the gravity of the fault: oral warning, written reprimand,

734 Article 66 of the Law No. 017/2020 of 07/10/2020 establishing the General Statute governing Public Servants.
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temporary suspension not exceeding eight (8) working days, or dismissal.”*® Apart from the
violation of obligations of an employee set by the Labour Code,”*’ the internal rules and regulations
of those institutions may list the faults and their categories based on their severity. Those rules and
regulations are essential for the administrative liability of medical professionals operating in the
private sector.

Furthermore, private health facilities are bound by their governing Ministerial Instructions, which
prohibit certain practices that may benefit their clients’ healthcare service users.”*! These
instructions outline various faults that are punishable, such as practicing a health profession
without a license or on unauthorized premises.’*? Additionally, the Ministry of Health may impose
administrative sanctions not only on individual practitioners but also on healthcare institutions.
After investigation, it may close a private healthcare provider to safeguard the public if it finds
that the provider is putting healthcare service users at risk. For example, after an incident that led
to the case of Prosecutor v. Dr. MUGEMANSHURO Alfred and Another, Baho International
Hospital was shut down for investigation. Although the accused was acquitted, the Ministry of
Health found, following an assessment, that the Hospital delivered poor health services.”* This
administrative sanction (a temporary shutdown) does not prevent civil and/or criminal proceedings
in Rwanda.

Administrative liability for medical practitioners may be coupled with other proceedings,
depending on the nature of the fault committed. If a suspected fault is both administrative and
professional, both the suspect practitioner’s employing health provider and the professional
council may, independently of each other, conduct disciplinary proceedings and impose sanctions.
For example, a doctor who delays providing medical intervention on an emergent incident after
being informed by the nurse. In case the delay aggravates the patient’s condition and results in an
unexpected outcome, the doctor may be subject to investigation and sanctions through two
disciplinary proceedings: the hospital’s disciplinary proceedings and RMDC’s disciplinary
proceedings. These independent proceedings can also sanction the negligent practitioner. If such
a delay results in death, the doctor could also be subject to court proceedings for the criminal
offense of involuntary manslaughter.

The above scenario showcases how a medical practitioner may face three distinct legal and
disciplinary tracks for a single fault. One can view it as a tripartite framework for punishing health
professionals in Rwanda, reflecting the operationalization of both legal and ethical accountability
in the healthcare system. However, this mode of punishment does not contradict the principle of
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non bis in idem (prohibition of double jeopardy), as each proceeding and corresponding sanctions
arise from separate legal regimes with distinct purposes, foundations, and authorities.

6.6.3. Civil liability

6.6.3.1.Vicarious liability

Vicarious liability, which is also known as “imputed liability,” is a legal situation in which a party
could be held liable for the torts of another. Under vicarious liability, natural or juridical persons
are not only liable for their acts but also for the unlawful acts or omissions committed by others if
they exercise control over the latter. Such control establishes subordination between the two parties
and the existence of a legal relationship, such as employment or guardianship.

In the context of medical liability, health care institutions will be liable under the doctrine of
“Respondeat Superior” for medical malpractice and negligence committed by their employees or
ostensible agents in the course of their functions and for a related purpose within the scope of their
relationships. Such liability arises from a presumption that the work was in the employer's interest,
and thus any related error should be remedied by the employer. Jean Penneau explains the situation
with the following French passage.

Le dommage est le resultat de la seule faute personnelle du medecin, aucune faute de service n’a,
par ailleurs, été commise, mais parcequ’elle a été commise a l’occasion du fonctionnement du
service, cette faute, bien que detachable au point de devenir personnelle au medecin, n’est pas
depourvue de tout lien du service, il en resulte que la responsabilite du service n’est pas écartée,
du moins dans ses rapports avec le patient, a [’égard de qui celui-ci reste debiteurs de [’obligation
de reparer le dommage.”**

Complainants of medical malpractice have more options for taking legal action to recover
damages. Among others, they can choose to petition against the employer alone. In this regard, the
claimant doesn’t have to identify the negligent employee whose fault caused the damage for the
employer to be convicted, when the latter’s direct liability can be established.’* This is known as
liability resulting from the “employer-employee relationship”. With this logic, a health-providing
corporation will be liable for its employees and ostensible agents whose acts fall in medical
malpractice. The rationale for offering offended victims the possibility of seeking reparations from
the employer, even though the employer’s subordinate caused the harm, is traditionally based on
a solvency guarantee.’¢ For the employer to be liable for an employee's wrongful act or omission,
three conditions must be met: a subordination relationship, the employee’s personal fault, and the
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absence of the employee’s abuse of function or exceeding assigned duties.”*’ The following cases
exemplify the vicarious liability context in the Rwanda medical liability.

In King Faisal Hospital Rwanda Ltd v. M.A and Others, the Rwandan Intermediate Court of
Gasabo, at first instance, found King Faisal Hospital and Rwanda Military Hospital guilty of
medical malpractice. *® King Faisal Hospital was held liable based on the medical report of its
employee, Prof. Dr. Kyonkunda Lynnette, who was serving as the hospital’s medical consultant.
The appellate court underscored that King Faisal Hospital should be liable for its employee, whose
medical malpractice (wrong diagnosis) resulted in M.A.’s harm.”*® Applying the “but for” test, the
court stated that if King Faisal Hospital had not diagnosed breast cancer, the patient, M.A., should
not have lost her breast, as Rwanda Military Hospital could not perform a mastectomy. For that
reason, King Faisal Hospital was held liable for the malpractice of its employee, who administered
a wrong diagnosis while performing her assigned medical duty.

Besides, the insurance of a medical professional whose acts resulted in a patient’s injury or death
does not nullify the usual vicarious liability principle.”>’ The medical liability case is different from
a traffic accident case, where the victim will be compensated by the insurer of the wrongdoer
whose vehicle has injured or killed a third party. In the N.A v. Kibungo Medical Center, both
Kibungo Medical Center and Prime Insurance Company Plc contributed to the damages as per the
decision of the Court of Appeal.”! In that case, the Kibungo Medical Center was vicariously liable
for its employee, whose negligence while performing a circumcision on a child dubbed I.A led to
the mutilation of an organ.

Unlike the previous context, where the health practitioner may harm a patient while fulfilling the
assigned task, and in the interest of the healthcare provider (employer), the practitioner will be
solely responsible for malpractice outside their duty without authorisation. However, if the
physician exceeded the limits of the assigned mission without abusing the office, the employed
physician and his employer will be held liable in solidum.”* As outlined below, if a medical
practitioner intentionally causes overwhelming harm to a patient, criminal liability will not be
entirely placed on the practitioner’s shoulders. Besides, the employer will be held liable for failing
to exercise effective control over the employee.
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6.6.4. Criminal liability

Apart from the civil liabilities, medical malpractices might result in criminal liability. A medical
malpractice or negligence claim could be criminal in case the harm was linked to a suspect
practitioner’s gross negligence. When negligent medical practitioners commit an act that causes
significant damage or death to the healthcare users, such as assault and battery, manslaughter, or
failing to assist someone in danger, they may be prosecuted and found guilty of committing an
offence without intending to cause harm. Such malpractice is known as “gross negligence” or

unacceptable negligence.”’

When an incident qualifies as gross negligence, RIB can intervene either if the victim files a
‘citation direct’ individually, if RIB initiates an investigation into the matter, or if the MoH or the
respective council cooperates with it. However, RIB can intervene on its initiative. At this stage,
RIB can arrest the suspect and detain them for investigation. If the charge is found to be sound,
RIB refers it to the National Public Prosecution Authority (NPPA) for review. The NPPA may, in
turn, decide to prosecute by filing the charge with the competent court or enter a nolle prosequi or
discontinue charges due to insufficient evidence. The duration of this process may vary, depending
on their workload. However, the Integrated Electronic Case Management System (IECMS)
simplifies these transfers and reduces delays. Either way, a private prosecution, known as “citation
direct” or the prosecutor’s case referral, upon receiving the case, the court schedules a pre-trial
hearing. During this hearing, the court can order pre-trial detention or release the suspect.

The Rwandan Criminal Code includes, among others, offences that may constitute medical
malpractice resulting from overwhelming negligence. These offences may include assault and
battery, manslaughter, or failing to assist someone in danger. Additionally, other medical
malpractices falling within this scope, although their qualifications may vary from one jurisdiction
to another, include unauthorised disclosure of patients’ recordings, false imprisonment, over-
prescription of medications, drug misuse and diversion, breach of medical recording
confidentiality, unnecessary surgical procedures, aiding patients in committing suicide, and
performing unlawful abortions.

Let’s take manslaughter as an example in the Rwandan context. A healthcare practitioner who kills
a healthcare user as a result of clumsiness, carelessness, inattention, negligence, failure to observe
rules, or any other lack of precaution and foresight, but without intent to kill that patient, commits
manslaughter.”>* The latter act is considered a crime and results from “deliberate negligence” or
“gross negligence.””>>
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A practitioner may commit manslaughter through positive or negative acts during a medical
procedure or treatment. Although there is no recorded Rwandan case of medical malpractice in
which a suspect was convicted of gross negligence, either through positive or negative action, it
may occur in a manner similar to those in other jurisdictions.

An example of positive action can be when a doctor unwillingly kills a patient through their acts,
either by administering medicine or committing an error in a surgical operation, resulting in the
latter’s death. In the Dr. Conrad Murray case, Dr. Murray, a personal doctor of famous singer
Michael Jackson, was convicted of involuntary manslaughter in 2011 and sentenced to four years
of imprisonment. In this case, the U.S. court decided that Dr. Murray committed acts that posed a
foreseeable danger to his patient’s life, including recklessly administering a fatal dose of the
anesthetic propofol, delaying seeking emergency interventions, a lack of sufficient informed
consent, inappropriate treatment of insomnia, and failing to use practical resuscitation means.

A medical offence could also be committed by omission, as exemplified in R v. Adomako. This is
a 1994 case under which the UK House of Lords convicted an anaesthetist, Dr Adomako, for
manslaughter that resulted from gross negligence that occurred when a patient died of a cardiac
arrest after a disconnection of an oxygen tube during surgery. The gross negligence was that the
anaesthetist failed to notice or respond to apparent signs of the problem, which resulted in the
patient’s demise. This case established a legal test for a suspect to be convicted of manslaughter
under gross negligence that encompasses four (4), of which three are similar to those applied in
tort. Those elements include the following:”*®

- existence of the duty of care between the defendant and the victim;

- breach of that duty of care by gross negligent act or omission;

- contribution of that gross negligence to the victim’s death (causal link);

- whether such a breach is under the ordinary principles of gross negligence amounting to
an offence.

Other gross negligence offences may occur through scenarios such as a doctor who fails to help a
labouring mother while bleeding and later dies of exsanguination after lacking the doctor’s
intervention. Or a nurse who carelessly receives a patient in critical condition and forgets to inform
the doctor about the patient’s state, resulting in the patient's death. In both cases, the result of the
patient’s death is a “condicio sine qua non,” 1.e., a condition for the health care practitioner to be
liable for this offence. The two scenarios of criminal fault are based on four aspects: negligence,
imprudence, lack of precaution, and non-compliance with rules.

Rwandan courts tried a small number of criminal cases involving medical malpractice, which
presented various challenges, leading to the defendants’ acquittals. For example, in Prosecution v.
Dr MUGEMANSHURO Alfred and others, two medical practitioners at Baho International
Hospital, Dr MUGEMANSHURO Alfred and Dr. NTAHONKIRIYE Gaspard, were accused of
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manslaughter under the Rwandan penal code, but they were later acquitted due to a lack of
sufficient evidence.”>’ This case was rooted in the incident of September 8, 2021, in which
KAMANZI NGWINONDEBE Chantal died when the two practitioners were performing a
hysteroscopy to remove a birth control device known as an intrauterine device (sterilet) from her
uterus. The Autopsy demonstrated that Chantal’s death was caused by cardiorespiratory failure
due to hypoxia. It also mentioned that there was a fracture of the ribs resulting from the attempts
to recover the patient from hypoxia. Despite the death of the patient and those pieces of evidence,
the Primary Court of Gasabo dismissed the case, and the Intermediate Court of Nyarugenge upheld

the same decision on appeal.”®

When trying medical crimes, courts can apply the Wednesbury principle and the res ipsa loquitur
principle. The former principle originates from Associated Provincial Picture Houses Ltd v.
Wednesbury Corporation (1948). This case established the possibility of judicial review of a public
authority’s decision if it is “so unreasonable that no reasonable authority could have rationally
reached such a decision”. This is known as the “irrationality standard” or Wednesbury
unreasonableness. It is common in administrative law, where it can serve as the basis for the
authority’s accountability for those unlawful decisions. In the context of medical liability, the
Wednesbury principle holds that the decision taken was not merely unreasonable but also
outrageously defiant of accepted moral standards. Although this irrationality standard is not the
primary test in medical malpractice claims like the Bolam test, its features, such as “irrationality”
or “unreasonableness,” is crucial at the threshold of liability. The principle can be found in the
Bolitho addendum, which redefined the Bolam test through the UK case Bolitho v City and
Hackney Health Authority, by adding a requirement of “logical defensibility” to expert opinion
rather than merely “widely accepted”.”” The court can review and dismiss the medical expert
testimony for being “illogically defensible” or lacking a rational basis, even if a body of peers may
support it.”** This is in line with the provisions of the law regulating evidence in Rwanda, where
expert reports do not bind the court; instead, these reports may carry evidentiary weight depending
on the context of the case.”®! Thus, to establish medical negligence under the rationality standard,
the court must assess whether the medical option chosen was generally acceptable by the
responsible body of medical opinion and whether the medical decision was logically defensible,

even if the outcome was unfavorable.”6?
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Besides, the principle of res ipsa loquitur, 1.e., “the thing speaks for itself,” is not new in tort law.
It is commonly used in product liability and other medical malpractice cases where proving the
direct cause of harm is hard. This principle establishes an inference of negligence by presuming
the outcome that would not ordinarily occur without negligence, despite the defendant’s control.”®?
This presumption shifts the onus of proof to the defendant to explain how the incident occurred
without negligence. This principle does not apply to causation. The proof of risk may be considered
proof of cause. If the defendant’s explanations are as plausible as the claimant’s, the claimant loses
the case, as the legal burden of proof traditionally rests with him or her. However, if the defendant’s
explanations are as plausible as the claimant’s but not more convincing, the defendant will lose

the case.”%*

Although this principle is not frequently applied in Rwandan medical hearings, as courts often rely
on circumstantial evidence to draw inferences, it may be relevant in some instances. Those may
encompass cases in which the patient was unconscious, where the injury is not inherent to the
procedure, where the practitioners have exclusive control over the situation, and when there is no
direct evidence of what went wrong. Cases related to retained surgical instruments are a good
example. This is because such incidents could not have occurred without negligence, the
practitioners had exclusive control over the procedure, and the patient’s condition during the
procedure led to unawareness of what happened. So, the burden of proof should be shifted to the
defendant practitioner, who should explain how the standard of care was met.

In the context of medical malpractice, criminal liability applies to medical practitioners when their
actions or omissions constitute willful or wanton misconduct, manslaughter, and health care fraud
or abuse. These cases are beyond the realm of malpractice in civil law.

Criminality 1s generally based on two elements of an offence, “mens rea” (moral element) and
“actus reus” (material act). Similar to other offences, the moral element should be proven beyond
a reasonable doubt in medical crimes. The standards for producing evidence and proving guilt may
vary across jurisdictions, but they must be higher than those in civil cases. However, malpractice
that constitutes a medical offence often lacks the crucial element of mens rea as it results from
gross misconduct or reckless behavior in medical settings that are traditionally unintentional. Thus,
for a practitioner’s misconduct to constitute criminal behaviour, it must be egregious, and the
resulting harm must be a foreseeable consequence of such behaviour. Besides, similar to civil case
pursuit in negligence litigations, the link between actus reus and the suspect medical practitioner’s
wrongdoing (i.e., breach of their duty to act competently and ethically) must be established to
constitute a medical offence. The actions can be either direct or indirect, but the causal link must
be specific, not merely probable. In addition, the judge must assess the condition without which
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the results would not have occurred. This is based on the general principle of law “in dubio pro
reo” for which the judge must establish the fault beyond a reasonable doubt.

The primary purpose of criminal liability is to promote accountability and deter gross misconduct,
reckless behavior, or intentional harm in medical settings. However, it has led to a profound ethical
dilemma underpinned by the complexity of reconciling justice for the victims with fairness toward
practitioners. While criminal liability remains necessary for holding medical practitioners
accountable, its effectiveness in improving healthcare outcomes remains a topic of ongoing
interdisciplinary debate among legal scholars, ethicists, and medical professionals. In response to
these concerns, alternative models for delivering justice to victims have been proposed to address
medical malpractice without compromising the legitimacy of practitioners by criminalising them.
These frameworks include restorative justice and no-fault compensation systems.

6.6.5. Assessment of damages in civil action arising from medical crimes

In Rwanda, a criminal act can result in personal injury, entitling the victim to seek damages from
the offender. Beyond criminal liability, a medical practitioner who is prosecuted for offenses such
as manslaughter, assault and battery, failing to assist someone in danger, healthcare fraud or abuse,
stemming from deliberate negligence, may also incur civil liability. Civil action in criminal matters
is defined as the “right for any person victim of an offence to seek compensation for damages
caused by the offence in a (criminal) court seized with a criminal case.”’®®> A civil action for
damages can be instituted against the offender, co-offender, accomplice, the person liable to pay
damages, or their heirs.”®® As discussed earlier in the section on civil liability, the Rwandan courts

can award pecuniary and non-pecuniary damages.”®’

Damages resulting from a criminal act can be claimed jointly with the criminal case or
separately.’®® Such action could be exercised in a criminal court by joining it with a criminal action
initiated through public prosecution or private prosecution (citation directe). If the accused is
convicted of an offence, the criminal court can order the defendant to compensate the victim with
civil damages. However, the claim for civil damages could also be sued directly in civil court,
seeking damages for an injury arising from an offence. In this case, the damages are likely to be
awarded as the basis is the criminal judgment, which serves as evidence. It is also simple to
determine the causal link between the criminal act against the victim and the harm suffered. It
should be noted that the prescription period for a civil claim arising from a criminal act is five
years from the time the offence was committed.”®’
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In general, the courts can award civil damages arising from a medical offence in compensatory
damages and punitive (exemplary) damages, depending on the jurisdiction. Nevertheless, damages
to be granted in a criminal case should aim to bring the victim’s “status quo ante” or restore the
victim to the position they would have been in if the criminal act had not been committed.””

As in civil liability, damages arising from an offence should be granted on condition that there is
a causal link between the harm suffered by the victim and the offence.”’! Thus, the victim (or the
prosecutor, if applicable) must prove that the damage sustained is the consequence of the
offender’s criminal act (or omission), which should be the proximate cause of the harm.”’?
However, if the accused (or defendant where applicable) wants to offset the restitution, the onus
of proof is placed on their shoulders, such as having the victim received the damages through civil
action for the same loss that would form the basis for the restitution claim in criminal court.””?

Besides, the loss sustained must be quantifiable and precise. Thus, loss must be ascertainable,
documented, and not speculative, as required in some jurisdictions. If losses are not
straightforward, complex, or disputed, the courts may refuse to award damages and refer the victim
to civil courts.””*

Awarding damages in criminal proceedings has a basis in the victim’s rights to reparation and
participation. In this light, the court must inform the victims of their right to reparation and
participation.”’® Besides, the process of awarding damages must be timely and procedurally fair.
Thus, damages should be awarded without undue delay, and victims should not face unnecessary
difficulties in the court’s process. The procedure must also be transparent and respect the rights of
both victims and the accused, particularly the accused’s right to defense.””®

6.6.5.1. Rwanda

In the present context, assessing damages involves a comprehensive evaluation of both pecuniary
and non-pecuniary losses incurred by an individual due to a medical offence. This may include
actual losses, such as medical bills and transportation expenses, as well as prospective losses,
including the cost of ongoing treatment. In Rwanda, these damages could also include litigation
fees and property damage. The calculation of these damages is objective and requires the
production of evidence, such as receipts and pay stubs.
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The prosecution can invite the victim and assist them in negotiating with the defendant regarding
the amount of damages to be awarded. In the event of disagreement, the victim will proceed with
the claim in court.””” The procedure is that if the prosecution invites the accused to negotiate with
the victim on the amount of damages and the negotiation fails, the victim (or the prosecutor, where
applicable) may decide to file a claim for damages jointly with the criminal case. In that case, the
court will assess evidence of both criminal liability and damages and issue a judgment that
encompasses both the determination of guilt and the damages awarded. However, if the victim
chooses to claim damages separately from the criminal case, civil procedure will apply. In this
case, the competent civil court will determine damages based on the value of the claimed
damages.”’® The damages that the victim can claim comprise material or economic damages and
moral or non-pecuniary damages.

6.6.5.2. France
In France, like in Rwanda, the victim of a criminal act can institute a civil claim for damages
arising from the criminal act during criminal proceedings as a civil party (partie civile) or
separately in civil proceedings.””® Compensation may cover both pecuniary and non-pecuniary
damages. Sometimes, the compensation could be supplemented by the state-funded schemes. If
attached to criminal proceedings, the same criminal court also rules on civil action for
damages.”®*’8! When the civil action is attached to the criminal proceedings, the court
simultaneously assesses the extent of the harm and orders the offender to pay for damages after
the criminal proceedings are complete. For the court to award damages, the compensable damages
should be directly related to the harm suffered. The victim must prove the following:’5

- the direct link between the harm suffered and the perpetrator’s offence;

- the defendant is the one responsible for the loss;

- the damage is real and undeniable; and

- the damage concerns the victim personally.

When the victim lodges a claim in civil court, there is no appeal for the same complaint in criminal
court, unless the prosecutor has initiated criminal proceedings before the civil court ruling on the
merits.”®* The time limit for the victim’s right to a civil claim arising from the criminal act is set
for 5 years if the victim lodges a claim separately from the criminal proceedings.”®*
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If the perpetrator could not be identified or has failed to pay the compensation, the victim may
apply for state-guaranteed compensation. This is possible only in cases where the criminal
proceedings have been initiated, and the individual seeking compensation has obtained official
status as a victim in those proceedings.”®> The criminal court grants the civil status after
ascertaining that the victim's harm is a result of an offence. In this regard, the victim files a claim
with the Commission for Compensation to Victims of Offences or CIVI (Commission
d’indemnisation des victimes d‘infraction), along with all supporting documents, which is then
forwarded to the Victims' Guarantee Fund or FGTI (Fonds de garantie des victimes).”®® If CIVI is
unable to pay the compensation, the victim could file with the Offence Victims Recovery
Assistance Service or SARVI (Service d'aide au recouvrement des victimes d'infractions), which
may pay in part or in whole and recover the amount from the perpetrator. The involvement of the
state in the compensation process is to ensure respect for the victim’s right to an effective remedy,
as the offender might be bankrupt and hinders this right from being exercised.”®’

Like any other perpetrator in France, a medical practitioner prosecuted for a medical offence may
be compelled to pay compensation to the healthcare service user who sustained harm as a result of
such an offence. However, such a civil claim for damages may be handled by the same criminal
court or a separate civil court, depending on whether it is filed as part of different court
proceedings.

6.6.5.3. Hungary

In Hungary, victims of medical practitioners’ criminal acts within the scope of medical malpractice
can seek compensation for both pecuniary and non-pecuniary damages resulting from the harm
suffered. The Hungarian courts can admit claims for civil damages arising from a criminal act
under the Code of Criminal Procedure (Act XC of 2017). Awarding these damages based on the
civil code regulating damages and restitution.

The victim may seek compensation either directly against the offender through criminal
proceedings or through state-supported mechanisms in cases where the perpetrator fails to pay,
similar to France. Additionally, Hungary incorporates EU directives on victims’ rights,
establishing its obligations to ensure the minimum standards of protection for victims.

The victims of a criminal act can file a civil claim (polgari jogi igény) in parallel to, or in
conjunction with, criminal proceedings, similar to those in Rwanda and France. If the civil claim
is filed in conjunction with a criminal action, it should be submitted to the court of first instance
at the earliest procedural step before appearing in court. The court communicates these steps to the
victim, and if the victim fails to do so, late submissions are inadmissible.”® However, the general

785 “Claiming Damages from the Offender,” 2019.

786 “Claiming Damages from the Offender.”

87 “Claiming Damages from the Offender.”

788 “Claiming Damages from the Offender,” European e-justice, January 21, 2019, http://e-
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78 If the criminal court finds the

statute of limitations for civil claims in Hungary is 5 years.
offender guilty, it can order the payment of compensation or refer the case to a civil court if it

determines that the claim is too complex.

Another point of consideration on the Hungarian medical liability system is that it incorporates
foreign claimants, which may raise cross-border liability issues. Besides, in compliance with
European human rights standards, the Hungarian compensation system has recently introduced a
state compensation mechanism for excessively lengthy proceedings.””® In this regard, the
reasonable time for the proceeding is assessed on a case-by-case basis.

The framework for medical liability in civil courts in Hungary is established by the Civil Code
(Act V of 2013). If claims are civil, they are governed by the Code of Civil Procedure (Act CXXX
of 2016), which outlines the procedures for bringing claims before civil courts.”! This is similar
to the civil claims lodged in conjunction with a criminal act. Civil damages apply only when the
medical offence, arising from deliberate or gross negligence, resulted in the patient’s harm. In the
context of medical liability, the Hungarian court can award restitution in kind as corrective medical
treatment. If not practicable, courts can award financial compensation.

6.6.5.4. South Africa

In South Africa, Section 300 of the South African Criminal Procedure Act 51 of 1977 outlines the
procedure for applying for and awarding damages in criminal proceedings. The court, upon
application by the injured person or the prosecutor, is allowed to award compensation if the
criminal act has resulted in damage or loss of property.”? Civil claims arising from medical
malpractice resulting in an offence are subject to a statutory limitation of three years. Failure to
lodge the case within this time limit extinguishes the right to claim. However, for minors or people
with disability, this prescription period is suspended until their majority age, or they regain

capacity, respectively.’”?

Ifthere is a person convicted of an offence that has caused damage, the court may, upon application
of the injured person or of the prosecutor acting on the instructions of the injured person, award
compensation to the injured person. The court cannot decide to award compensation if it has not
been applied for by the injured person or by the prosecutor acting under the instructions of the
victim of the criminal act. When the prosecutor acts on their own initiative, the sentence given by
the court, which includes an award of damages, can be set aside. As discussed earlier, these

78 “Claims and Statutes of Limitations in Hungary,” Specht & Partner, accessed January 12, 2025,
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damages can be awarded in both pecuniary and non-pecuniary forms and may be awarded in cash
or in kind.

The medical liability system in South Africa is a rights-based approach that intersects
constitutional guarantees with common law principles. It ensures both restorative and deterrent
functions. The primary compensation is awarded in cash, although it could also be awarded in kind
by exception. However, they aim to cover both financial and emotional harm.

6.6.5.5. Canada

According to the Criminal Code of Canada, damages for a victim of a criminal act are assessed
and awarded through restitution orders and a victim surcharge. The restitution orders require the
offender to compensate the victim for all financial losses resulting from the criminal acts they
committed. The restitution order is part of the sentence and can be a stand-alone order or part of a
probation or conditional sentence.”® It is the victim’s right to have a court consider issuing a
restitution order to the offender when deciding the sentence. If the offender fails to pay the amount
ordered by the court, the victim has the right to register the restitution order with a civil court.

Prosecutors and courts have an obligation to assist victims in exercising their right to request
restitution. The Crown Counsel has the responsibility to allow the victim to request restitution.”
In the event that it has not been granted, the court may, upon the prosecutor's application or on its

own motion, postpone sentencing to allow the victim to make an application for restitution.

Under Canadian law, both pecuniary and non-pecuniary damages are awarded for direct losses and
prospective losses, as determined by expert testimony.’”® A restitution order covers, among other
things, bodily injury or psychological harm caused by the criminal act and loss of income. The
victim must prove the financial losses suffered due to the criminal act through documents such as
receipts, invoices, pay slips, and absence forms from work to prove lost wages, bills for medical
treatment costs, and any other loss that can help prove financial loss caused by the crime.”’ The
amount of financial damages claimed must be ascertainable, and the victim’s application for
damages cannot be denied if there are disputes over such amount between the victim and the
offender. However, in cases where there is incomplete information, varying information,
complicated calculations, or a clear dispute over fundamental issues, these may constitute grounds
for the court to reduce the amount or deny the restitution order.”®
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In addition, non-pecuniary damages are also awarded in Canada, subject to limitations. The
Canadian Supreme Court capped non-pecuniary damages at CAD $100,000 in its judgment
Andrews v. Grand & Toy Alberta Ltd. (1978). This cap was later adjusted to CAD $400,000 due
to inflation.””

There are specific considerations that the Crown Council must take into account when deciding on
an application for restitution. They include the severity of the offence, the degree of responsibility
of the offender in causing the loss or damage, connection between the criminal act and the loss
suffered by the victim, the financial ability of the offender to pay now or at a reasonably
ascertainable future date, if the amount of the restitution is entirely or partially ascertainable, the
impact of the restitution order on the offender’s rehabilitation, etc. 5%

In all 4 countries compared above, victims of criminal acts are entitled to damages awards. They
all have a dual-track mechanism to ensure efficiency and protect the victim’s right to effective
reparation. However, civil claims are subject to strict adherence to procedural deadlines, which
vary from one jurisdiction to another. Either criminal courts or civil courts can award damages to
the victims of medical crime. However, there are some differences.

In Rwanda, the law permits a full civil claim to be joined to the criminal case, encompassing both
material and non-material or moral damages. The prosecutor has to invite the injured person to file
a claim for damages. If the claim has not been joined to the criminal proceeding, the victim can
initiate a civil action in the civil courts. This is also the case for Hungary, although the state can
compensate the victim of medical crime if the proceedings have become too lengthy. Additionally,
the Hungarian court can also pay the victim in kind for corrective medical treatment, although this
form of compensation is replaced with financial damages if it is not viable. Additionally, South
Africa permits the prosecutor to apply for damages on behalf of the victim of the offence, and the
damages award forms part of the sentence. Canada uses restitution orders that are integrated into
the sentencing process within the criminal courts. However, restitution orders mainly relate to
easily provable material losses, while non-material losses are mostly left to civil courts. Like
Rwanda, France has a compensation system that enables victims to seek compensation for
damages arising from a criminal act through both criminal and civil proceedings. However, in
France, state intervention in the compensation process is necessary to ensure the victim’s right to
effective reparation.

6.6.6. Corporate liability

Corporate or enterprise liability, as applied within the context of tort law, is aligned with
institutional liability, both of which underscore organisational accountability for systemic failures.
In the context of medical liability, healthcare institutions owe a duty to their patients to provide

7 Diana L. Dorey and Brent L. Rentiers, “The Calculation of Damages for Bodily Injury Claims,” Dolden, 2014,
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high-quality care.®! Corporate liability arises when these institutions fail to fulfill their corporate
responsibilities in that spectrum, such as maintaining accurate patient records, possessing proper
medical equipment, recruiting capable staff, instituting effective supervisory and control
mechanisms, and providing ongoing training and professional development for their personnel.®%2

Before the introduction of corporate liability theory to hospitals, they enjoyed absolute immunity
from liability 893804805806 Some factors shielded hospitals from liability in the early days. Hospitals
were in a hospital-independent contractor relationship with physicians, who could utilise them to
practice their art of healing rather than employing them. Physicians could use the hospital as a
facility for their patients when needed. The courts reasoned that the medical profession requires
high-level skills and specialisation that a hospital’s administrator cannot control.**” Additionally,
there was a perception that they function like charitable organisations in many countries, whose
trust fund could not be used for compensating medical malpractice.®*® In the context of hospital
liability, the doctrine of “respondeat superior” was not applicable, as there was no direct
relationship between an employer and employee in medical institutions. Other liability
mechanisms seemed impractical, as hospitals were separate businesses that did not have a direct
relationship with the patients.

Nevertheless, hospitals and medical clinics are sophisticated profit-making entities in modern
medical practice, which positions them in a liability standpoint through various mechanisms. Apart
from individual physicians, healthcare providing corporations, hospitals, and medical clinics owe
patients certain duties. Those corporations with legal personality can be held liable for their
medical negligence and malpractice under the corporate negligence theory. Under the U.K.
Corporate Manslaughter and Corporate Homicide Act 2007, an organisation can be criminally
convicted of corporate manslaughter in the U.K. following its operations that are managed or
organised in a way that causes a person’s death and amounts to a gross breach of a relevant duty
of care it owes to the deceased.®® This is mostly related to the organisation’s shortage of

801 Arthur F Southwick and Arthur F Southwick, “The Hospital’ s New Responsibility,” Cleveland State Law Review
17, no. 1 (1968): 146—47, https://engagedscholarship.csuohio.edu/clevstlrev/voll7/iss1.
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occupational safety and health measures. The establishment of a causal link between the results
and the acts is always necessary. Although those acts can be either direct or indirect, the causal
linkage should be specific.

There has been a blurred line between institutional accountability and the traditional protection of
corporate personhood. The corporate hospital liability aims to hold healthcare institutions
accountable for institutional negligence that has led to medical malpractice and harmed healthcare
service users.®' However, the doctrine of “piercing/lifting the corporate veil” remains an
exceptional remedy that allows courts to disregard the corporate formality and its separation from
its shareholders, thereby preventing the misuse of the corporate structure.®!! In the context of
medical liability, the court can lift the corporate veil in cases where healthcare entities are used to
shield their owners or stakeholders from liability resulting from malpractice claims.

Under the doctrines of corporate liability and institutional liability, corporations are held liable for
their failures. This might be based on healthcare service users' malpractice claims or on the
healthcare entity’s setting conditions that pose health risks to healthcare service users. This liability
may be attached to the institution itself, although the health practitioner, as an employee, may be
involved. In the latter case, the entity is liable for failing to maintain safety standards, recruiting
inappropriate staff, or failing to exercise effective control over its employees. However, in some
cases, the court may hold the corporation's minds, such as corporate stakeholders or executives,
personally liable by lifting the corporate veil. The court may apply this doctrine in cases involving
fraudulent concealment of malpractice, misuse of corporate structures to avoid patient

compensation, or bankruptcy maneuvers, 12813

In the Rwandan context, healthcare providers, hospitals, clinics, or any other healthcare entities
have a “non-delegable duty” to provide a safe care environment to patients. Under the theory of
corporate negligence, failure to fulfill this duty may invoke corporate liability even if there was no
medical practitioner’s negligence.®!* Furthermore, the managers or minds of these entities could
also be personally held liable under the doctrine of lifting the corporate veil if they misuse their
powers and commit offenses for their own personal interests.

Institutional liability compels hospitals to fulfill their obligation to implement risk assessment
systems that reduce the incidence of medical malpractice. Those systems include the development
of standardised protocols, adherence to evidence-based practices, and instituting mechanisms for
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oversight, enabling the identification and addressing of risks before they culminate in harm.
Healthcare institutions must embed these safeguards into their institutional structures.

Following the human error theory, which underpins the present research, corporate liability
ensures that healthcare delivery is inherently collaborative and dependent on institutional
infrastructure. This could not be separated from the Normal Accident Theory (NAT) introduced
by Charles Perrow in 1972.83!° This theory posits that in complex, tightly coupled systems, such as
hospitals, failures are inevitable because they are inherent in the system's design. Such failures
result from the interaction of multiple interdependent components, where even a minor fault can
trigger an unpredictable adverse outcome. In this light, any organisational failure creates room for
adverse patient outcomes. Therefore, liability should not be confined to the individual
practitioners’ negligence but extended to the systemic deficiencies that open the door to
malpractice.?'® According to William M. Sage, the basis of corporate liability emerges from the
traditional growing dependence of clinical practice on institutional resources and expertise.®!’
Outstandingly, the distribution of liability compels both healthcare providers and practitioners to
prioritise patient safety, and corporate governance should adopt a patient-centric approach.®'® Both
corporate and institutional liability are punitive and preventive mechanisms that aim to compel
healthcare providers to uphold high standards of care by adopting proactive strategies that
safeguard healthcare users, mitigate risks, and enhance integrity in clinical practice.

6.6.7. Medical liability from a human rights context

An effective remedy for injury is a right grounded in principles such as restitution, compensation,
rehabilitation, satisfaction, and guarantees of non-repetition, which are outlined in various
international and regional treaties. These include the International Covenant on Civil and Political
Rights (ICCPR), the African Charter on Human and Peoples’ Rights (Banjul Charter), the
European Convention on Human Rights (ECHR), and the American Convention on Human Rights
(ACHR). Different courts have acknowledged these rights from various perspectives of
international law.

The Constitution of Rwanda and the legal system indicate the country's commitment to
international human rights. Rwanda has ratified most of the core international human rights
treaties, and its legal framework reflects these obligations. Regarding medical care, the
Constitution of Rwanda guarantees fundamental rights such as the right to life and physical and
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mental integrity.®'” As a result, Rwandan courts are generally expected to consider and apply
international human rights law by interpreting the national law on medical liability in a way
consistent with international human rights standards.

From a human rights perspective, both procedural and substantive remedies are recognized under
international law and regional legal frameworks. The International Covenant on Civil and Political
Rights (ICCPR) guarantees the right to an effective remedy, obligating states to ensure that
individuals whose rights have been violated can access redress. These remedies must be
determined by competent authorities and enforced once granted.®?°

The African Charter on Human and Peoples’ Rights (Banjul Charter) similarly affirms this right,
stating: “Every individual shall have the right to have his cause heard.” This encompasses the right
to appeal to competent national bodies against violations of fundamental rights, the right to be tried
within a reasonable time by an impartial court, and the right to a defense, including legal
representation.®?!

The ECHR further articulates the right to an effective remedy, requiring that domestic redress
mechanisms be accessible, capable of addressing alleged violations, and empower national
authorities to investigate complaints, adjudicate their merits, and provide appropriate relief.
Additionally, the Convention provides for “just satisfaction” as a form of reparation, which may
include monetary compensation for both material and non-material harm.3?2

Within the framework of international human rights law, the American Convention on Human
Rights (ACHR) articulates a comprehensive approach to reparations, extending beyond pecuniary
compensation when the Inter-American Court of Human Rights (IACtHR) determines a violation
has occurred. These reparations encompass restitution, aimed at restoring victims to their original
condition prior to the violation; compensation, which includes financial redress for both material
and moral damages; rehabilitation, involving medical, psychological, and legal assistance;
satisfaction, delivered through symbolic measures such as official apologies, commemorative
monuments, or the dedication of public spaces; and guarantees of non-repetition, which entail
structural reforms, legislative amendments, and capacity-building initiatives for state actors to
prevent future violations.”* This multifaceted remedial framework reflects the normative
commitment to effective redress, as similarly enshrined in the ECHR. In this regard, Rwanda’s
domestic legal system may be interpreted as embodying the principle of effective remedy, insofar
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report-rwanda#:~:text=The Constitution specifically provided for,children%2C persons with disabilities and.
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as it aligns with the substantive and procedural standards articulated in both the Banjour Charter,
ECHR, and ACHR.

It is important to underscore that medical liability, when construed as a civil wrong, is primarily
addressed within the domain of civil law rather than under the rubric of human rights violations.
The principal objective in such cases is to provide compensation for harm suffered by the victim,
rather than to establish state accountability for breaching human rights obligations. However,
medical negligence may attain the threshold of a human rights violation in circumstances where it
reflects a systemic failure by the state to safeguard the right to health, or where the conduct—
whether through action or omission—is sufficiently grave to infringe upon the right to life or
physical integrity. In this context, the absence of an effective domestic remedy for medical
malpractice, or a demonstrable form of substandard health care in state-operated health facilities
resulting in serious harm, may substantiate claims of human rights violations under international
legal standards.

In case it becomes a human rights issue, the victim of medical malpractice could, in theory, petition
aregional human rights court, such as the African Court on Human and Peoples' Rights (AfCHPR),
to order reparations on the condition that they have exhausted all domestic remedies and believe
that the outcome was insufficient or the process was ineffective.

In instances where medical malpractice transcends the boundaries of civil liability and constitutes
a human rights violation—particularly through systemic state failures or egregious neglect—the
affected individual may, in principle, seek recourse through regional human rights mechanisms.
Specifically, the victim could petition the AfCHPR to adjudicate the matter and, if so ordered, to
order reparations. Such a petition, however, is contingent upon the exhaustion of all available
domestic remedies, in accordance with the principle of subsidiarity, and a demonstrable claim that
the national legal process was either ineffective or yielded an inadequate outcome. This pathway
underscores the intersection of civil accountability and human rights protection, particularly in
contexts where state obligations to uphold the rights to life, health, or physical integrity have been
fundamentally compromised.

6.6.8. Liability from the contractual relationship

Contracts in the healthcare sector encompass agreements between healthcare professionals and
healthcare providers. These contracts often extend to social insurance providers, creating a chain
of relationships with healthcare providers and ultimately with healthcare service users. The
specific characteristics of the services provided under these agreements profoundly influence the
duties binding on the parties involved.®** Specifically, a medical practitioner’s delivery of
treatment, being inherently a process of healing, is generally construed not as a contract for a
specific result, but rather as a contract for the undertaking of services.

824 De Gruyter, Medical Liability in Europe: Tort and Insurance Law, ed. Bernhard A Koch (Berlin/Boston, 2011), p.
21-23.
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Among various contractual agreements in medical settings, those involving medical practitioners
impose “a duty to exercise reasonable and comprehensive professional care and skill.”®*° As a
learned profession, medical practice requires physicians to adhere to generally accepted standards,
demonstrating the prudence and expertise expected of specialists within their respective fields.
These contracts have far-reaching implications, as third parties—such as beneficiaries affected by
medical treatment—may invoke claims for breach of contractual obligations owed to the primary
patient, including a parent, spouse, or child.’?

In addition to contracts with individual medical practitioners, healthcare institutions also may
engage in contractual agreements vis-a-vis healthcare users. These agreements follow the same
legal principles that hold healthcare providers accountable for medical liability. In cases where an
employed or ostensible practitioner causes an adverse event, the healthcare organisation is
vicariously liable. However, in jurisdictions such as Austria, patients may have the option to select
a specific physician to provide care, rather than having one assigned by the healthcare institution.
When a physician voluntarily consents to treat the patient, liability shifts from the healthcare
organisation to the individual practitioner. This is contrary to situations in Rwanda, where the
institution designates a doctor for patient care.

Furthermore, hospital visitors and the patient's family members may also fall within the protective
scope of the patient’s contractual rights. As such, they may pursue claims for breaches of
contractual duties, including obligations to maintain safety and mitigate risks, should they suffer
harm, in instances such as a hospital visit.®*’

6.6.8.1. Nature of medical contractual relationship and pertaining liability

According to Abugu, the legal sense of the word “patient” explains the legal status of a person in
a special relationship with a doctor, a team of doctors, or a hospital.’?® This raises enquiry about
the nature of this relationship. The terms “doctor-patient relationship” and “professional-patient
relationship” are commonly understood to refer to the contractual relationship between healthcare
practitioners and patients in healthcare settings.

This contractual relationship establishes a basis for holding liable those responsible for medical
malpractice. The aggrieved patients may sue for damages resulting from a breach of contract
between themselves and their healthcare givers. The professional-patient relationship is considered
contractual in nature, particularly in private healthcare settings. The common nature of this
contract is implied as it is founded on the doctor’s acceptance to treat a patient. This acceptance
positions the medical practitioner in an obligation to provide care with reasonable skill and
knowledge, diligence, and compliance with medical standards. **° However, in some cases, an

825 Gruyter.

826 Gruyter.
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explicit contract exists for a specific treatment agreement or specialised healthcare services.®*°
Either an implicit or an explicit contract imposes a binding duty of care on a healthcare practitioner
towards the patient.

The objective of the contract is to provide medical care aimed at restoring the patient’s state of
health or for medical needs.®*! For capacity, medical practitioners have special legal capacity
arising from their license to practice medicine and the registration process. In contrast, the patient’s
capacity (both decisional and executive) should be assessed before, during, and at the termination
of the professional-patient relationship.®*? Unless in an emergency, the patient will only be allowed
to be an active participant in the treatment process when competent; if not, participation will be
facilitated through the patient's qualified representative. Additionally, practitioners should ensure
the legality of the healthcare service to be delivered.?*

In addition to the duty of care they owe their patients, practitioners have the duty to maintain
confidentiality, continue treatment until it is properly terminated, and seek informed consent
before any medical treatment. Practitioners must also be honest and truthful about the services they
provide during their professional-patient relationship with healthcare users. This is known as the
“duty of candour,” which obliges the practitioners and providers to tell the truth to their patients
by revealing all information regarding their treatment options, potential risks, offering an apology,
and supporting them through any adverse outcome.®** These duties have been discussed in the
section on the legal and regulatory framework for medical malpractice in Rwanda.

Within that contract, each party has obligations to fulfill so that the contract can be effective.
However, in all circumstances, a medical practitioner must maintain a high level of
professionalism, even in the face of challenging or confrontational behavior from the patient.®*
The British Medical Association (BMA) Ethics Toolkit states that doctors cannot only opt to end
the professional relationship with troublesome patients after carefully considering other
possibilities. They must also be fair and non-discriminatory against the patients. However,
practitioners could immediately remove such patients from the list if their behaviour constitutes a
threat to other people’s safety.®*

Following the above responsibilities, if a practitioner fails to meet their contractual obligation,
such failure constitutes medical malpractice or negligence, which is a ground for the victim patient
to sue for damages under the contractual liability layer. The contractual breach is based on the
failure to provide the agreed-upon services or the non-compliance with the agreed-upon terms and

830 Losevich, Laizans, and Kudeikina, p. 97.

81 Losevich, Laizans, and Kudeikina, p. 93-97.
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conditions. This differs from a negligence claim, which must be based on the negligent behavior
in the provision or non-provision of healthcare services.®*’

In the Rwandan context, courts have exercised one layer of liability for medical malpractice, which
is the “tort liability system”. However, other approaches, such as contractual liability and liability
arising from the violation of consumer protection laws, could also be effective. The victim of
medical malpractice can use those layers of liability when seeking compensation for the harm
suffered. In the Rwandan context, contractual medical liability can be exercised by victims of
medical malpractice, provided that the healthcare practitioner or healthcare provider has failed to
provide the agreed-upon or promised healthcare services. Additionally, this could be applied when
the treatment was performed below accepted medical standards, when there has been a breach of
confidentiality, and in cases where the practitioner has abandoned the patient without providing
care after assuming responsibility for the treatment. Although the current research did not identify
any malpractice cases handled under a contractual liability basis, such cases may occur in the
future. For example, when a hospital fails to deliver services that are included within the package
of his insurance policy, or when the private clinics fail to provide post-operative care. However, if
the claimants use a contractual liability layer to pursue damages, they cannot circumvent its limits
by invoking tort liability under Rwandan Law. This is known as the “principle of non-cumul”.3

Nevertheless, one can consider many factors when approaching contractual liability, such as
whether there will be an improvement in healthcare services and patient safety if the law treats the
professional-patient relationship as a contract. Shan’t it change the nature of medical practice from
means-based obligation to result-based obligation? If so, it could only apply to specific healthcare
services, particularly those whose purpose is not medically necessary. Another aspect to consider
1s whether breaches of express contracts and breaches of implied contracts should be treated alike.
Generally, the doctor-patient relationship is regarded as an implied contract based on the doctor’s
commitment to undertake the patient’s treatment using all necessary skills, knowledge, and
equipment at their disposal. However, we have observed that express contracts are also feasible
for specific healthcare services. Thus, the express commitment of a practitioner includes a sense
of healing possibility or forecasting the result with certainty, which is different from the traditional
nature of medicine or the art of healing. Therefore, the breach of an express contract would result
in heavier damages compared to the breach of an implied contract.

Additionally, Almas Shaikh emphasises that certain aspects of measuring damages may undermine
some elements of harm, including physical pain and mental suffering.®** These are measuring
damages based on the fact that the plaintiff should be placed in as good a position as they would
have been had the defendant fulfilled the contractual obligation, including the reasonable
foreseeability of the consequences within the contemplation of the parties at the time of concluding

87 Almas Shaikh, “Doctor-Patient Relationships: The Distinction Between Contractual and Tortious Liability,”
Academike, February 2015, https://www.lawctopus.com/academike/doctor-patient-relationships-the-distinction-
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their contract.®*® Therefore, it is essential for lawmakers in Rwanda to carefully consider the
contractual nature of the doctor-patient relationship, as it differs significantly from ordinary
commercial contracts.

6.6.9. Medical liability under the Consumer Protection Act

The provision of healthcare services has increasingly become a business where healthcare services
may be treated like consumer transactions, which are regulated to prohibit unfair or deceptive
practices. In this consumer marketplace, healthcare is a business that sells services and sometimes
products, including medical devices and medications. This highlights a potential need for
assurance of consumer protection rights in the context of patient safety.*! In India, for example,
healthcare services have been included among the services covered under the Consumer Protection
Acts.}*23% In this light, medical practitioners and providers are considered suppliers who supply
(healthcare) services and goods (pharmaceuticals and medical devices) to some extent.’**
Additionally, as in India, a consumer may be a patient, their representative, relatives, or any person
who pays for the patient to receive services from a medical practitioner or provider;**> Rwanda
could also adopt this concept. Besides, consumers of healthcare services are individuals who seek
or obtain medical care from providers who have a duty to deliver safe and effective treatment that
will not cause iatrogenic injury or exacerbate diseases.

Healthcare service delivery, as an economic activity, falls within the scope of the Rwandan
Competition and Consumer Protection Law (Rwandan Consumer Protection Act). This Act is set
to apply “to any economic activity carried out or having an effect within Rwanda.”%*® It guarantees
consumer protection rights with a primary focus on promoting good consumption.®*” Under this
Act and the related laws and regulations, as well as the consumer protection policy, nine (9)
consumer rights were reiterated, including the right to information, the right to access, the right to
quality of service, the right to fairness, the right to complain, the right to safety and security,
consumer education, privacy, and accurate bills.**® Despite this framework, the work of entities
with a mandate for consumer protection, such as RURA and RICA, and that of nongovernmental
bodies, including ADECOR, continued to be unfocused in the respect of healthcare services.
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Patients who believe a healthcare practitioner has harmed them may take action for damages
resulting from a deficiency of services,®* such as an unfair or misleading business practice, under
consumer protection laws, rather than pursuing a claim for professional negligence. As in other
business domains, failure to comply with consumer safety standards in healthcare invokes
penalties for those healthcare-providing corporations.®® According to Sahoo, “Consumer
Protection Laws offer broader remedies than traditional malpractice claims, including treble
damages, class actions, and injunctive relief”.®*! In the United States, a court can award damages,
including treble damages, punitive damages, and an attorney’s fee under consumer protection

laws.%>?

As discussed earlier, traditional medical malpractice cases involve several key elements, including
the practitioner’s duty of care, breach of that duty, consequential harm, and causation. On the
contrary, medical malpractice cases, in the context of consumer protection laws, are concerned
with deceptive representations about services and unfair practices, such as misleading
advertisements, billing, and unconscionable actions that exploit healthcare service users’ lack of

knowledge to a grossly unfair degree.®>

Unlike malpractice claims, which require the claimant to prove causation and actual damages,
claims by aggrieved patients or their representatives under the layer of consumer protection laws
may not require doing s0.%** In Rwanda, the present research has not identified any case law
addressing unsafe or unfair healthcare practices or the delivery of substandard or falsified medicine
or medical devices through the lens of consumer protection laws.

The current Rwandan healthcare law shifted the terminology from “patient” to “healthcare service
user,” which at least places the latter in the scope of a definition of a consumer under the Rwandan
Consumer Protection Act. A consumer is defined as “a person who purchases or acquires a
commodity or a service for personal or family use for non-commercial purposes”.®>> Indeed, a
healthcare service user is considered a person who acquires healthcare services for personal use,
not for commercial purposes. As ascertained by Bhartiya and Sisodia, free medical services would
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not fall into this realm.?>® All these aspects remain unclear, which necessitates legal clarity on this
matter, either through regulations or a judicial decision.

On one hand, one may wonder whether bringing the case to the court under the layer of the
Consumer Protection Act will not be considered a “frivolous case” in Rwanda because judges are
not familiar with this approach, which may raise the reluctance or narrow their interpretation on
the basic terminologies such as “consumer” and “market” due to lack of guidance and required
knowledge in the matter. However, this may be an opportunity to include healthcare services and
pharmaceuticals within the scope of goods and services under consumer protection laws, on the
other hand. Nevertheless, the mere fact that healthcare services are increasingly becoming
businesses like any other commercial services is not enough without the underpinning legal
framework. If fair competition and consumer protection is the prerequisite to sustain economic
growth of Rwanda as articulated by Usanase,®’ healthcare services should be included among the
protected components of the Rwanda’s consumer protection laws and policy. This will contribute
to the enhancement of patient rights and safety and thereby reduce medical malpractice incidents.

6.6.9.1.8trict liability for failure to warn and failure to counsel

In the context of drug-related liability issues, the layman’s understanding may lead to a belief that
a pharmacist is the one to bear the consequences. However, they are not strictly liable for
dispensing pharmaceuticals unless they dispense the wrong medication or fail to identify clear
prescription errors. Nevertheless, they could be liable for mass drug injuries or off-label marketing
practices in some jurisdictions. Furthermore, the failure to warn about known or foreseeable risks
can be a reasonable ground for liability for pharmaceutical manufacturers, even if the drug was
manufactured correctly and appropriately prescribed.3388%

Product liability for healthcare providers could be based on harm caused by the products they
offered under three dimensions: manufacturing defects, design defects, and inadequate warning or
instruction defects. Under this spectrum, a consumer who is harmed by the product seeks damages
from the manufacturer, distributor, seller, or importer of the product.®®® For example, in Tukakira
et al. v. Hopital La Croix du Sud et. al., the High Court of Rwanda stated that in the event of
defective imported medicine, the legal liability rests with the licensed pharmacy importer.®¢!
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Davis J. Mary asserts that the drug-related adverse events or pharmaceutical injuries are not mainly
resulting from the practitioners’ medical administration, but rather the use of the pharmaceutical
products. Consequently, she advocates for strict liability for pharmacists, similar to other scholars,
such as Tanya, who advocate for recognising the patient-pharmacist relationship, which imposes
a duty to warn and counsel pharmacists.®*? For the sake of the victims’ remedy, Davis adds on that
injuries arising from the inherent risks of an FDA-approved pharmaceutical must be compensable,
regardless of the FDA’s finding that the product is safe and effective if used as prescribed.®

While pharmaceutical manufacturers may be held liable for drug defects in design, manufacturing,
or labeling, this liability may also extend to a medical practitioner who fails to prescribe an
appropriate medication or who does so without informing the healthcare service user of the
associated risk information.®®* Davis puts it in these words “Physicians are expected to prescribe
the proper medicine for a patient’s needs given knowledge about the patient and knowledge about
the risk profile of the alternative pharmaceutical choices for treatment.”%®> This liability is based
on the “learned intermediary doctrine,” which considers a medical practitioner a “learned
intermediary” who has specialised knowledge and is in a position to understand the risks of a drug

or device, balance the benefits with the dangers for individual patients, and warn the patient,56-867

Exploring liability under the layer of consumer protection law promotes safety in healthcare
service delivery, particularly in light of growing consumer expectations and technological
advancements in healthcare settings. Nolte et al. emphasise that this trend is against the backdrop
of increasing financial constraints. This also highlights an increasing need for the efficient use of

economic resources.868

6.7.Recoverable damages in medical malpractice cases

6.7.1. Pecuniary damages

In medical malpractice, pecuniary liabilities (economic damages) refer to tangible, quantifiable
financial losses incurred by a healthcare user due to medical malpractice. The court can grant
damages for both damnum emergens (direct loss) and /ucrum cessans (prospective loss) if the
plaintiff provides supporting documents and expert testimony.
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The damages for damnum emergens are a concept originating from Roman Law, meaning actual
or direct loss suffered. The concept remained influential in modern civil law jurisdictions such as
Italy, France, and Rwanda. In the common law tradition, they are categorised into special damages
and consequential damages, which refer to direct loss and lost profits, respectively. Damnum
emergens encompasses lost income, such as wages lost during the recovery period, as well as lost
earnings due to partial or total incapacity, and out-of-pocket expenses, including transportation
and medical bills. These damages could also include litigation fees and property damage. The
calculation of these damages is objective and requires the production of evidence, such as receipts
and pay stubs.

Besides, other losses could be determined based on the actual situation of the victim. These may
include both the loss of future benefits and future expenses that would not have been incurred had
the medical malpractice not occurred. These are known as lucrum cessans and may include future
costs for medical treatment, surgery, rehabilitation, medication, and assistive medical devices.
Unlike the determination of damages for danum emergens, establishing and computing /ucrum
cessans is a complex process that requires actuarial projections, contracts, market data, and expert
testimony.

6.7.2. Non-pecuniary damages

Some medical treatments and procedures can cause various physical and psychological harm to
patients, also known as “biological or psychological prejudices”. These physical or emotional
harms reduce the human capacity to fully enjoy the right to life as they jeopardise human integrity
and dignity. For instance, phantom limb pain—traumatic postamputation pain—occurs after
unnecessary amputation of a leg or because of clinical error. If not well rehabilitated, this harm
can interfere with the victim’s psychosocial life.®% If this bodily or mental pain and anguish were
avoidable, an injured party could take action against the health provider seeking non-pecuniary
damages.

Non-pecuniary or emotional damages encompass intangible harm, including pain and emotional
suffering. They relate to subjective, non-monetary harm that cannot be precisely measured,
although it has a significant impact on the victim’s quality of life. These damages include pain and
suffering from both physical discomfort and emotional distress resulting from malpractice. They
also entail loss of enjoyment of life, such as the inability to participate in hobbies, social activities,
or daily routines.

Additionally, emotional distress resulting from the injury and loss of consortium also falls in this
category. For example, in Nyirabatesi Laurence v. King Faisal Hospital, the Court of Appeal
granted both pecuniary and non-pecuniary or emotional damages in 2019. The Court granted
emotional damages for non-monetary harm after finding that Ms. Nyirabatesi suffered permanent
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reproductive damage, social dispossession, and breakdown of her marriage and marital
relationship. These health conditions followed a vesico-vaginal fistula (VVF) and other serious
health complications associated with King Faisal Hospital’s negligence while performing a C-
section.

While pecuniary damages aim to restore financial stability and could be calculated objectively,
non-pecuniary damages acknowledge the human cost of medical harm. They are subjectively
calculated based on expert testimony, psychological evaluations, and the severity of injury. Both
types of damage are central to the delivery of justice to the victim of medical malpractice and
ensure accountability in medical practice. To fully compensate the victim, the courts usually award
both types of damages.

6.8.Comparative approaches on civil damages

Despite the above considerations on pecuniary and non-pecuniary damages, courts may vary in
their awarding of them across different jurisdictions. Like in Rwanda, courts in all jurisdictions of
France, Hungary, South Africa, and Canada recognise both pecuniary damages and non-pecuniary
damages. However, their extent of application, level of inclusivity, and standards of evidence
present notable differences. While damages for medical malpractice in Rwanda have been
discussed in previous discussions, this section delves into those jurisdictions.

6.8.1. France

In France, there is a liberal approach that allows courts to compensate any harm suffered without
limitation, known as “tout préjudice doit étre réparé” in French.®’® This compensation was initially
based on Article 1382 of the 1804 French Civil Code, which was later revised to Article 1240 in
2016. Pecuniary damages, whether based on contractual liability or tort liability, are determined
based on the monetary and quantifiable loss suffered and profits deprived as a result of a wrongful
event. In the context of medical liability, pecuniary damages encompass direct financial losses,
including hospital bills and the loss of income or profits, such as salary and earnings.®’!*’? They
also encompass future economic losses (lucrum cessans), such as long-term care costs, and
consequential harm. in personal injury cases such as medical malpractice, the court can award
pecuniary damages for both the past and future losses.

The consequential loss is a “second degree” injury and considered an indirect economic loss
resulting from a harmful event. Although the word “consequential” is not originally French,
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“consequential loss” is applied in energy contracts to denote a distinct meaning from direct loss,
which is the loss that arises from the actual course of events. Consequential loss is a direct
consequence of the harmful event, although not immediately linked to the first causal event.?”3
Thus, it represents intangible harm, a necessary consequence of the initial, immediate harm. An
example of consequential loss might be a loss of profit resulting from the supplier’s failure to
deliver items, or a faulty machine in a factory, which led to lost sales. Unless this is explicitly
defined as recoverable damage in the contract, the court may consider it consequential. On a
contractual basis, French courts can award consequential damages, including lost profits (lucrum
cessans), under Article 1231-2 of the Civil Code. These consequential damages also extend to loss
of business opportunity, reputational harm, and loss of use.

Non-pecuniary damage reveals a wide range of harms, including pain and suffering (pretium
doloris) or loss of life enjoyment, and the stand-alone harm (préjudice moral pur) such as
infringement of personality rights, honor, dignity, or emotional integrity. Additionally, the French
Civil Code enables compensation for grief and suffering resulting from the loss of a relative or an
animal, loss of enjoyment of nature, reputational damage, violation of personal dignity and
privacy, anxiety or fear for exposure to a risk,®’* and wrongful birth and wrongful life.%”> This
framework extends to harm related to non-pecuniary interests of juridical persons, such as
goodwill and intellectual property.®’¢ The latter originates from the framework of the European
Court of Human Rights (ECHR) and the Court of Justice of the European Union (CJEU).%"’

Non-pecuniary damages could be compensated either in damages or in kind, depending on the
judge’s discretion. However, the practicability of “in kind” compensation kept being a subject for
debate due to various issues. For example, since compensation in kind involves allocating a
substitute, one can consider what could constitute a suitable substitute in the event of a loss, such
as the death of a relative or wrongful birth. Another issue is whether the substitute could be morally
acceptable or legally recoverable from the tortfeasor.®”

In France, the claimant can seek damages for stand-alone harm (préjudice moral pur), which are
“pure" non-pecuniary damages without accompanying pecuniary loss. Although the claimants do
not prove pecuniary damages associated with the harm suffered, courts can award damages for
emotional distress, loss of enjoyment of life, reputational harm, and violation of dignity.®”® In the
context of medical liability, the French medical liability system allows courts to compensate
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healthcare users and relatives for emotional and dignity harms. These may include patients
suffering from non-pecuniary harm, without requiring proof of financial loss, and can compensate
them as standalone damages.®®’ These could entail the violation of patient dignity and privacy,
anxiety harm (préjudice d’anxiété),®3!882 Joss of enjoyment of life (préjudice d’agrément), and
moral harm to relatives (préjudice moral des proches). For example, in the Perruche Case, the
Court of Cassation recognized the right to claim moral damages for being born with disabilities
resulting from the medical negligence in prenatal diagnosis in 2000.%%3 The Court awarded moral
damages for moral suffering and loss of life opportunities, standing alone from financial harm.

French Law recognizes moral damages (préjudice moral) known as “préjudice d’impréparation”
resulting from the lack of preparation in clinical practice. This type of remedy aims to compensate
for the moral distress related to the victims’ suffering, acknowledging that they were not given a
chance to prepare for the risks that occurred while they were not informed.*3* This presumption of
damage recalls the patients’ fundamental rights to patient autonomy, protection, and dignity, as
well as the obligation of healthcare practitioners to provide accurate and timely information to
their patients. This form of remedy, however, raises some challenges in its assessment and place
vis-a-vis other existing damages such as loss of opportunity.3®°

It is worth noting that the French court system is divided into two branches, all of which are capable
of handling medical malpractice claims. The first branch is composed of judicial courts, which
deal with civil jurisdictions that involve independent practitioners, private hospitals, and other
healthcare institutions, as well as their insurers.®3® Additionally, judicial courts can also handle
criminal cases involving medical accidents. The second one is the administrative branch, which
entails administrative jurisdictions that address the state or its bodies in the event of a medical
accident or malpractice occurring in a public hospital or healthcare institution. Each of these courts
has its highest court: Cour de cassation for judicial courts and Conseil d'Etat for administrative
courts. This structure may contribute to pluralism in the interpretation of laws.%%
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6.8.2. Hungary

In Hungary, compensation for personal injury and other harms is fault-based, with strict liability
in some circumstances, and is founded on tort law, as governed by the Hungarian Civil Code (Act
V of 2013). In this regard, the medical liability system is primarily fault-based. Similar to other
jurisdictions, such as Rwanda, the Hungarian tort liability system considers four key elements to
determine liability: unlawful conduct, fault, a causal link between the unlawful conduct and the
fault, and the resulting harm.®® Apart from tort liability, courts can also apply contractual liability
based on the doctor—patient relationship.®®

The Hungarian civil liability system recognises both pecuniary and non-pecuniary damages,
known as “vagyoni kar” and “nemvagyoni kar” in Hungarian, which the Hungarian courts can
award under the general rules of civil law.®*° Like France and Rwanda, pecuniary damages under
the Hungarian liability system include actual monetary losses suffered by the aggrieved party due
to negligence or medical malpractice. As highlighted earlier, these damages include financial
losses such as medical bills and lost income.

Before the new era introduced by the 2013 Civil Code, some Hungarian courts used to award
compensation for non-pecuniary losses, such as violations of the right to privacy, without
necessarily proving actual harm or losses, and at the judge’s discretion. This led to a lack of
harmonization among courts regarding the extent of compensable non-pecuniary losses.?*! With
the new Code, non-pecuniary damages have been replaced by restitution, which allows any person
whose rights relating to personality have been infringed to claim damages resulting from the non-
material violation suffered.®? The subsequent provision permits the harmed party to sue for non-
pecuniary damages under the provisions of liability for damages resulting from unlawful

actions.?’?

The Szeged and Pécs Regional Court of Appeal has developed an approach that considers
awarding non-pecuniary damages for the loss of the chance of recovery to the patient resulting
from the practitioner’s violation of the patient's personal autonomy, as well as for pain and
suffering (solatium doloris).¥* Additionally, in case of the death of the patient due to medical
malpractice, the dependents of the decujus can petition for loss of maintenance. However,
according to the Hungarian Civil Code,*”® the fault or involvement of the victim or aggrieved
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party in the causal chain is considered if it can be assessed, and damages will be granted in
proportion to the degree of that fault. If it cannot be evaluated, the tortfeasor and the victim will
equally bear the damage. The determination of non-pecuniary damages depends on the discretion
of the judge.

The ascertainment of personal injury heavily relies on reports from medical and forensic experts
with specilised training.®*® This expert-led methodology enables courts to evaluate the nature of
the injury, its severity, its temporary and permanent consequences, and causation, informing the
quantification of damages in practice.’®” However, the literature indicates that the ambiguity in
clinical injury reports’ terminologies may complicate those assessments.5%

In Hungary, the liability system is strictly restorative and does not recognise symbolic awards such
as punitive, restitutionary, and nominal damages.” In medical malpractice cases, the courts award
pecuniary and non-pecuniary damages for harm suffered based predominantly on vicarious
liability. These include measurable financial harm, encompassing both direct and prospective
losses, rather than damages in kind.”®® However, it is worth noting that settlement of medical
malpractice claims does not always require court litigation.

6.8.3. South Africa

In South Africa, courts apply the fault-based liability under common law principles. Additionally,
various Acts underpin the liability system. For individuals such as medical practitioners or private
healthcare providers, the 1957 State Liability Act (Section 1) applies, as it enables the aggrieved
party to claim damages caused by another party, regardless of whether a contract exists between
them.”®! For public entities and the State, common law principles, supported by legal precedents,
establish vicarious liability for public institutions in cases where the loss or harm suffered by the
victim arises from the misconduct of a public sector official, and when a claim is made against the
state. Additionally, the 1999 Public Finance Management Act (Section 76(1)(h)) requires the
National Treasury to formulate regulations or issue instructions for departments regarding the
settlement of claims by or against the state. Apart from the legislation, South Africa has no
particular legislation to address medical claims.”*?
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Courts can award both pecuniary and non-pecuniary damages based on fault (culpa) under tort
law. Similar to other jurisdictions discussed above, the plaintiff must prove negligence (culpa),
causation, and the harm suffered.”®® The practitioner’s negligence or malpractice is assessed in
reference to the “reasonable expert in the same circumstances.” Thus, negligence could be
determined if the defendant failed to foresee the likelihood of an injury in situations where a
reasonable person (diligens pater familias) in the same circumstances would have foreseen it and
would have taken measures to prevent its occurrence. Holmes JA established this negligence test
in the 1966 case of Kruger v Coetzee. In medical malpractice cases, the test adapts to the standard

of care of a reasonable medical practitioner in comparable situations to the defendant.”**

The South African Courts can also grant other damages, such as those resulting from infringements
of the constitutional rights of others and psychiatric injury or emotional shock.”® Although there
is no precedent regarding compensation for the infringement of others’ constitutional rights in
medical litigations, this type of damages has been awarded on several occasions by the South
African Constitutional Court and the Supreme Court of Appeal for the infringement of the right to
access courts and the right to social assistance, respectively. Furthermore, the Supreme Court of
Appeal has recognised the principle of awarding damages for psychiatric injury since 1972, as
seen in Bester v Commercial Union Versekeringsmaatskappy van SA Bpk. The court can grant
these damages based on the suffering resulting from harm caused to another person. Although the
assessments of negligence in cases related to psychiatric shock vary court by court, they have, in
most cases, recognised and granted damages in cases involving death or a serious negligent act
against their relatives or children.”

The South African Court can also award compensation in kind, in the form of delivering healthcare
services in a public health institution, to a plaintiff whose claim against negligence against a
provincial Department of Health (DOH) is successful.”"’?

It should be noted that the South African liability system applies a common law principle of “once
and for all” in awarding damages for medical malpractice.’® That means the aggrieved party must
seek complete and satisfactory compensation for both the actual loss suffered and the prospective
loss in a single claim. For prospective losses, the court applies contingency deductions to account
for uncertainties in the plaintiff’s future circumstances. In all medical malpractice litigations,
courts award compensation considering proportionality and fairness.
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Hence, an injured person who has been awarded damages may, within 60 days after the date on
which the award was made, renounce the award in writing. If not, the person will not be allowed
to file any further claim for damages against the accused in respect of the injury for which the
award was made.””

6.8.4. Canada

The Canadian liability system is fault-based and underpinned by tort law. Medical malpractice
claims are governed by procedural rules and regulations in every province. Apart from the criminal
process, these cases are primarily addressed under the civil liability system through tort or
contractual baseline. Additionally, healthcare institutions are held liable for the actions of their
employed practitioners that resulted in tort cases, under the doctrine of vicarious liability.’!° The
prescription period for a medical malpractice claim in Canada is two years running from the time
the plaintiff knew or ought to have known of the occurrence of fault.

If the victim of medical malpractice proves a breach of the standard of care, causation, and harm,
the court can award pecuniary damages and non-pecuniary damages. To successfully prove the
deviation from the standard of care, expert reports are mandatory. The standard of care in Canada
is based on the Supreme Court decision in the 1956 case of Crits v. Sylveste, which outlined the
reasonable standard of care owed by a medical practitioner. The courts have consistently reiterated
the importance of ensuring the reasonableness of healthcare practitioners in applying their

knowledge and skills when delivering healthcare services.”!!

Nevertheless, the Canadian medical liability system poses significant challenges for victims of
medical malpractice incidents. They must find lawyers for legal representation who are, in most
cases, unaffordable to many, while physicians are defended by the Canadian Medical Protective
Association (MPA).”'? The burden of proving the practitioner’s failure to meet the standards of
care and that such a failure caused the harm suffered is placed on the claimant. To understand the
situation, it is estimated that the number of injured patients who receive compensation is below
0.3 percent.”!?

In every province and territory, there are Colleges of Physicians and Surgeons that require all
practicing physicians to possess insurance for medical malpractice liability coverage.”'* This
approach aims to ensure equitable compensation for injured patients and to protect practitioners.
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Under the Canadian medical liability system, courts can award damages for both pecuniary and
non-pecuniary losses. Symbolic damages, such as punitive damages, could be awarded in
exceptional cases. Damages can be awarded for both actual losses and prospective losses. For
future losses, courts base their determinations on actuarial evidence for life-care plans and discount
rates.

6.9.Remedial recourses and forums for healthcare users in Rwanda

The recognition of healthcare service users to take legal action against healthcare providers serves
as a cornerstone of accountability within healthcare systems.’!> This legal mechanism empowers
individuals to seek redress when they suffer harm resulting from medical services within a five-
year time limit, particularly where healthcare providers have breached their duty of care.’!® The
Rwandan healthcare law upholds the rights of healthcare users by providing two distinct
mechanisms for seeking redress: the responsible bodies in the healthcare professional council,
which deal with disciplinary faults by healthcare professionals, and the Committees responsible
for dealing with disciplinary faults in healthcare facilities.”!” Those Committees, despite their
prescribed function within the framework of professional medical liability, have not been
operational until now. In their absence, the medical councils, the Ministry of Health, and judicial
courts could fulfill this function.

The realisation of this mechanism involves a systematic evaluation of multiple interrelated factors.
These include the legal foundation for the claim, the applicable standard of care, the existence and
scope of the duty of care, the breach of that duty, the harm incurred by the healthcare service user,
and the direct causal link between the breach and the harm.’'® Additionally, critical procedural
elements such as statutory time limits for filing claims (prescription periods), potential
compensation caps, and the availability of appropriate remedial forums are central to the
enforcement of this right.”!

6.9.1. Role of regulatory and professional bodies

In Rwanda, there are four professional health councils, including the RMDC, NCNM, NPC, and
RAHPC, which serve as regulatory bodies for the mandated categories of professions in the
medical realm. They also serve as remedial recourses for healthcare service users in Rwanda, as
they are forums for patients to formally report malpractice or the practitioners’ misconduct through
established complaint mechanisms. The councils can also suspend, revoke licenses, or impose
disciplinary sanctions to ensure accountability in healthcare practice.
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Additionally, although professional councils do not award damages to victims, they indirectly
contribute to the compensation process by providing findings from malpractice investigations to
strengthen both civil and criminal litigation. Additionally, these councils establish systemic
safeguards by enhancing standards that reduce the recurrence of malpractice and improve patient
safety. Thus, although these medical councils do not replace civil or criminal litigation
mechanisms, they contribute to these proceedings.

6.9.2. Alternative compensation system

Many jurisdictions use various means to provide medical malpractice victims with justice through
their legal systems. Some have established no-fault and alternative dispute resolution (ADR)
procedures as alternatives, while others have implemented a no-fault system for compensating
medical damages.””® Alternative dispute resolution (ADR) has been developed to deal with
administrative, civil, and commercial issues in many jurisdictions,”?! including Rwanda, by
delivering restorative justice to the disputants. However, Rwanda’s ADR system is not fully
operational in matters of medical negligence and malpractice.

Contrary to the courts, ADR is a mechanism for resolving disputes involving parties’ civil rights
and obligations, which is recognised for being flexible, equitable, and efficient in terms of both
time and money. The voluntariness of the disputants is, however, the foundation of this procedure.
The applicability of ADR techniques may vary from one jurisdiction to another. The most well-
known ADR techniques include arbitration, conciliation, mediation, and negotiation. The ADR
paradigm may also include the ombudsman process and other complaint and dispute procedures.
The Rwanda ADR mechanism is court-annexed mediation and can be used to resolve medical
malpractice lawsuits. However, not all of the ADR model’s techniques apply to cases of medical
misconduct.

The ADR concept is rooted in the national history of community-based dispute resolution tactics
in the Rwandan context. It explores Rwandan societal ideals introspectively. The ADR mechanism
has recently been given priority in dispute resolution to reduce the backlog of court cases. The new
ADR Policy suggests using arbitration (Ubukemurampaka), conciliation (Ubwunzi), or mediation
(Ubuhuza) to substitute courts to resolve civil, commercial, and administrative matters.”>> The
Judiciary of Rwanda indicated that the cases handled through mediation in 2022 amounted to Rwf
11 billion.”?* Several cases can be settled through court mediation. The latter is applied in two
mechanisms: pretrial conference and judge-facilitated mediation.”**
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6.9.3. Courts

Courts have been the most judicial forums to deliver justice to the disputants. However, private
dispute settlement mechanisms have been developed and enhanced in many jurisdictions to
adjudicate civil matters in a timely and cost-effective manner. The court is an autopoietic entity.”?
The court applies the law with recognised principles depending on the judicial system. It can
independently interpret the law and create precedents to which it will refer in future. However, it
could identify the relevance of the works of eminent legal scholars. Ordinary civil courts can
adjudicate medical negligence and malpractice cases with various approaches. Courts can try
medical malpractice cases by applying tort law, contract law, or criminal law. In Rwanda, victims
of medical negligence and malpractice still rely on civil law courts when filing their claims for
medical liability.

Although courts are believed to deliver procedural justice, the proceedings take a long time. This
raises concerns about dissatisfaction with the administration of justice, which is aptly framed in
the famous phrase, “justice delayed is justice denied.”**® However, courts are not the sole forum
for handling medical negligence and malpractice cases.

6.10. Role of physician apology in the reparation process

In the context of medical liability, a physician's apology is a statement acknowledging and
expressing regret for a medical error, its impact on the patient, and the harm it caused.’?’ Physician
apologies play a nuanced role in medical liability, especially in the context of apology laws.”?3
They influence malpractice risk, patient relationships, and legal outcomes.”? According to Ross
and Newman, an apology is considered to have therapeutic potential for both the patient and the
healthcare provider, and its absence is one of the reasons for pursuing a malpractice suit.”*°

When a hospital is required to take action against its personnel for negligence that resulted in
malpractice, there may be a dilemma in the compensation process. This comes in two forms:
attempts to cover up the malpractice that has occurred to avoid liability and shield its reputation.
Indeed, acceptance could be an issue, particularly when health liability insurers are involved. Thus,
once the hospital admits its role in the malpractice, the insurer is provided with a report and could
pay in proportion to the existing agreements. However, there is always the assumption that such
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acceptance could affect the hospital’s reputation and finances, as the compensation amount could
exceed the insurer's maximum payment limit.

On the one hand, the healthcare provider’s acknowledgment and apology constitute another
essential step in the victim's reparative process. On the other hand, healthcare providers fear that
such recognition could be used as evidence in court, potentially preventing them from reaching an
amicable agreement with the victim. To avoid those risks associated with litigation and payment,
they choose to ignore and divert the absolute truth. This has a significant effect on the
compensation process. Hiding the truth and attempting to shield medical personnel whose actions
or behaviors led to an adverse outcome have far-reaching consequences. It victimizes the affected
patients’ families and undermines accountability in medical practice.

So, the dilemma is whether the healthcare provider admits fault or negligence and pays
compensation, risking reputation damage, or denies responsibility by hiding the truth and shielding
their staff, potentially avoiding payment or paying less at the cost of accountability and ethical
practice.

6.11. Consequences of medical litigation

Medical malpractice has far-reaching consequences when it becomes the basis for litigation. Such
a situation may have a series of effects whose victims may be either the patient, the medical
practitioner, or a third party, such as the community and the healthcare system. The following part
briefly discusses those effects.

6.11.1. Medical malpractice stress syndrome (MMSS)

Medical malpractice has resulted in a phenomenon known as the Medical Malpractice Stress
Syndrome (MMSS).”*! This Syndrome refers to the mental anguish suffered by health care
practitioners who have to deal with some form of legal liability.”*> MMSS will take the form of
anxiety, depression, and a lack of professional confidence that can adversely affect medical
judgment and patient care. MMSS has caused many healthcare practitioners to commit suicide in
many jurisdictions, such as the United States, India, and the UK.?**%* The MMSS exemplifies the
stakes arising from medical liability and the need for equitable legal protections for medical
practitioners, due process, and institutional support to minimize its effects on healthcare
practitioners while ensuring accountability in healthcare systems.

Additionally, the adversarial litigation process has been noted to have effects on both litigants. In
this regard, the psychological and emotional impacts of medical litigation not only affect medical
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practitioners but also extend to the patient plaintiffs and their family members, as asserted by

Tumelty.”?

6.11.2. Defensive medicine
Besides, balancing the interests of patients and healthcare practitioners remains a critical concern

),”3¢ where

in modern medical practice. This conflict is evident in defensive medicine (DM
physicians engage in care not primarily for patients' benefit but as a safeguard against potential
legal liability.”*”*% Practitioners’ concerns about medical litigation can lead to defensive
medicine. Defensive medicine is the practice of healthcare professionals to minimise the risk of
legal liability.”* It manifests in two forms: negative defensive medicine, in which physicians
refrain from offering high-risk treatments to avoid potential litigation, and positive defensive
medicine, in which unnecessary medical interventions or diagnostic procedures are performed to
protect against patients’ or other health care users’ legal claims.”*® Although no studies specifically
address defensive medicine (DM) in Rwanda, the growing influence of medical liability and
related factors encourages its practice. The literature indicates that DM is prevalent even in
countries renowned for their advanced healthcare systems, such as the United States, the
Netherlands, and Japan. It occurs at high rates across various medical specialities, reflecting the
widespread influence of legal concerns on clinical decision-making.**!

Defensive medicine helps protect healthcare providers from legal risks but can lead to
inefficiencies in service delivery and ethical concerns in patient care.”** Consequently, medically
unnecessary interventions or omissions do not improve patient well-being, may undermine
healthcare quality, and damage the healthcare reputation.’*’ Indeed, unnecessary medical tests and
procedures can waste human and financial resources.”**
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Defensive medicine arises from various factors, including patient expectations, physician
concerns, organisational pressures, and broader societal influences.’* To address these drivers,
standard solutions may include structured training programs, strengthened physician-patient
relationships, healthcare system reforms, and improvements to liability regulations.’****” In the
Rwandan context, establishing a well-structured medical liability system within a comprehensive
and inclusive legal and policy framework is essential for balancing accountability and ethical
medical practices.

6.11.3. Malpractice-induced exit, career transition, and change in practice

Medical malpractice litigation has further consequences, including stress resulting from the
financial costs of legal defense, settlements, or increased malpractice insurance premiums,”*® as
well as uncertainty associated with potential future lawsuits.”*® Psychologically, the fear or
pressure of medical malpractice litigation leads both medical providers and practitioners to likely

reconsider their professional trajectories or opt for other career paths.

Medical litigation doesn’t always terminate a professional’s career, but it reshapes it. Some
physicians may exit clinical practice, while others transition into new administrative, research
roles, or change their approach to clinical practice to reduce risk.”***! Indeed, while not every
lawsuit results in revocation of license, the reputational, financial, and psychological consequences
of litigation often prompt physicians to reevaluate their priorities, leading to thoughtful changes in
their careers and practices.

6.12. Conclusion

The analysis of Rwanda’s medical liability system reflects a dynamic interplay between colonial
legacies, contemporary legal reforms, and global best practices. It reveals that it is firmly anchored
in a fault-based approach. While this liability model is known to promote accountability and
deterrence, its reliance on adversarial litigation poses challenges of procedural complexity, high
litigation costs, and limited accessibility for victims of medical malpractice. This necessitates the
need for complementary mechanisms such as ADR and patient-centered approaches. In addition
to the need for a robust structure of the newly introduced ADR mechanism, a hybrid model of
compensation that encompasses both a fault-based system and a patient-centered approach, such
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as a no-fault system, would be essential to ensure fairness and efficiency in the compensation
process.

Liability enforcement is multi-layered through a tripartite structure comprising professional
councils, administrative bodies, and courts. However, harmonising these processes to ensure
timely and equitable remedies for the victims has been a persistent challenge. The analysis
indicates that adopting innovative strategies into healthcare regulations, such as well-structured
compensation approaches, enhanced risk management, and integration of consumer protection
principles, is essential to strike a balance between professional accountability and ethical
healthcare service delivery. Furthermore, it is crucial to embed liability within a broader
framework of corporate responsibility and human rights obligations, thereby reinforcing the
constitutional guarantees of life, health, and dignity.

Therefore, in line with Rwanda's efforts to achieve universal healthcare coverage, quality care, and
shift to medical tourism, reforms are necessary in the adjudication structure of medical claims,
enhancement of institutional capacity, and promotion of proactive risk management, to strengthen
its liability system. This will not only curb malpractice incidents but also reinforce public trust,
transparency, and adherence to ethical and legal standards in healthcare delivery.
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CHAPTER SEVEN

INFORMED CONSENT AND RELATED LEGAL ACCOUNTABILITY

This chapter provides a comprehensive overview of informed consent in medical practice and its
associated legal accountability, emphasizing patient autonomy and the responsibilities of
healthcare providers. It also addresses the validity of verbal and written consent, highlighting that
while documentation is common, true informed consent relies on the quality and clarity of
information given and the absence of undue pressure, rather than merely a signature. The chapter
delves into the historical evolution of informed consent, its fundamental principles, and the legal
consequences of its violation. It discusses how it is applied within Rwanda's health sector, noting
that despite legal recognition, its practical implementation often falls short, with a tendency to rely
on signatures rather than comprehensive discussions. The discussion covers various aspects of
informed consent, from its fundamental role in medical practice to its application in specific
contexts and the legal tests used to determine liability.

7.1. Essence and evolution of informed consent in medical practice
Informed consent is not a modern doctrine. It was cited to be traced back to the eighteenth century
in the 1767 case of Slater v. Baker and Stapleton.®* Under this precedent, it was essential to obtain
a patient's consent before exercising the profession of a surgeon. Ignorance of that was considered
unskillfulness and thus contrary to the rule of the profession. In this regard, a physician who failed

to respect this standard of care was subject to liability.”>?

The Canterbury v. Spence is another landmark case in medical malpractice and informed consent,
which is argued to have highlighted the nature of informed consent in modern medical practice.”>*
The case involved Jerry W. Canterbury, a 19-year-old who underwent a laminectomy by Dr.
William Thornton Spence for the relief of severe back pain. Canterbury was not, however,
informed of the risk of paralysis from the procedure. He fell from his hospital bed after surgery
and subsequently developed paralysis from the waist down, with long-term complications.

On March 7, 1963, Canterbury brought suit in U.S. District Court against Dr. Spence and
Washington Hospital Centre for negligence, both in failing to inform of surgical risks and in post-
operative care. The trial court ruled in the defendants' favour, finding that Canterbury failed to
provide medical testimony of negligence. This ruling affirmed that physicians had discretion in
determining the extent of information to disclose before a medical procedure. Similarly, the case
of Sidaway v Board of Governors of the Bethlem Royal Hospital (1985) rejected strict informed
consent, applying the Bolam test to assess the adequacy of such a disclosure. In later cases,
patients’ right to information was weighed against acting in their best interests. Contrary to the
U.S. District Court’s ruling in Canterbury v. Spence, the U.S. Court of Appeals for the District of

932 John Petrila, Informed Consent: Legal Theory and Clinical Practice, Second Edition, Psychiatric Services, vol. 53,
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Columbia Circuit reversed the ruling in favour of the appellant, establishing a legal precedent for
patient rights to information.

The Canterbury v. Spence case played a pivotal role in shaping the doctrine of informed consent,
significantly expanding patients' rights by granting them greater autonomy in health-related
decision-making. It also provided patients with broader legal avenues to sue for lack of informed
consent, holding physicians more accountable for their disclosures. Before this case, doctors
adhered to the professional standard that they disclosed only risks that were deemed necessary by
their peers under the Bolam test. However, this ruling shifted the standard to a reasonable person
standard, mandating medical practitioners to inform patients of any risks that a rational individual
would want to know before consenting to a procedure. This has also been emphasised in
Montgomery v. Lanarkshire Health Board (2015), which shifted the standard toward a more
patient-centred approach, emphasising doctors’ fundamental duty to inform patients of the material
risks entailed in medical interventions. This change reduced physician immunity, challenging the
long-standing notion of medical discretion and ensuring that doctors could no longer withhold
critical information under the professional guise.

The initial logic of informed consent has changed nowadays. For example, in surgery cases,
physicians had to tell the patients what should be done to them to prepare their minds to perceive
that situation, and then cooperate with physicians in the operation without anaesthesia.’>> On the
contrary, informed consent’s essence today is to respect the patient’s autonomy and dignity as a
human. This autonomy enables a patient to decide on and control what would or would not be
performed on his body.”*® Under the standards of care, a physician has an obligation to disclose
material risks to the patient to allow him to balance the degree of risk probability and its gravity.”>’
The necessary information to be given varies depending on the jurisdiction. The failure to obtain
the patient’s consent would preclude the physician from administering any medical procedure to
that patient. Consequently, any physician’s act without that will be considered a violation of the
patient’s dignity and therefore impose liability on him.

In most cases, physicians need informed consent to administer a medical procedure or decide not
to do anything for the patient.®>® Those cases may include, but are not limited to, ordinary medical
treatment, disclosing patient data, vaccines, surgery, blood transfusion, radiation therapy, and
anaesthesia. In the case of the healthcare giver’s inaction, it raises a debate as everyone has a right
to life, but having the right to die is questionable. This right seems to be acceptable in some
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jurisdictions where euthanasia is legalised, in cases of incurable, degenerative, or agonising
diseases or conditions.”’

Nevertheless, in all cases, there is a need for rationality for a patient to give consent. This concept
brings another important foundation of informed consent on the patient’s side. That is ‘reasoning’,
without which a patient cannot be autonomous and cannot take an autonomous decision of their
free will.?®® In this context, the physician has to ensure that the patient comprehensively
understands the given information and has the mental capacity to make a rational decision.”®' The
Macy v. Blatchford case highlights the vital role of communication in the informed consent
process. With this ruling, the court emphasised that informed consent involves more than signing
forms; it requires that the patient understands and knows the relevant issues and material
information in order to make an informed decision.”®? In addition, the decision reached in McQuitty
v. Spangler significantly elaborated the legal meaning of informed consent by affirming the
physician’s duty to obtain a patient’s informed consent for any and all forms of treatment, whether
surgical or some other invasive procedure. The Maryland Court of Appeals decided that informed
consent requires the physician’s responsibility to advise about material risks of proposed
interventions, whether they be decisions to postpone an intervention or the intervention itself.

In this case, the court found that Dr. Spangler did not inform Peggy McQuitty about the risks
associated with delayed delivery or choosing an earlier Cesarean section. The facts show that as a
result of the complete placental abruption, her only son, Dylan McQuitty, suffered severe
neurological injuries. The court describes the failure to warn about the risk to the mother’s physical
autonomy during delivery as a failure of the physician's duty to advise of the material risks of the
treatment, effectively holding the physician responsible for the intervening disaster that this patient

experienced.”®

Informed consent implies the principle of ‘volenti non fit iniuria’, a Latin legal term that means
‘to a willing person, it is not wrong’. A patient's consent must be fully voluntary, free from coercion
or undue influence, ensuring informed and autonomous decision-making.”®* In this context, any
risky medical act performed on a patient under the latter’s voluntariness will not constitute harm,
and therefore, no claim for damages would be invoked.”®> However, there are some cases in which
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medical practitioners decide to act without informed consent, including the following: (1) in life-
threatening emergencies; (2) when the patient is incapacitated, and (3) when there is voluntary
waived consent.”®®

Although informed consent is a prerequisite for physicians to undertake any medical procedure, it
does not preclude their compliance with the law and medical ethics and standards while applying
their knowledge and skills to improve the patient’s condition. Failure to uphold informed consent
can result in legal liability and significantly erode trust in healthcare providers, ultimately
undermining patient confidence in medical care. In other words, informed consent does not secure
the physician in all circumstances. It was introduced in the medical profession to legalise doctors’
activities by reflecting the lawfulness of health assistance and the principle of patient autonomy.

The duty of health care practitioners’ disclosure extends beyond obtaining informed consent; it
remains a fundamental obligation for medical practitioners even after a patient safety incident
occurs. A widely accepted approach is open disclosure, a structured process that fosters honest,
empathetic, and timely communication between healthcare professionals and the patient or their
representative following such an incident.”®” Recognised as a humanistic response to the impact of
medical errors on patients, open disclosure aims at building trust and promoting ethical medical
practice. Its practice is, however, limited, as doctors' responses to errors can generate feelings of
fear and anger, thus complicating the disclosure process.’*® However, open disclosure presents a
viable method for improving doctor-patient trust, promoting excellence in the practice of medicine,
and maintaining disclosure and apology laws.

7.2. Validity of verbal and written consent

Patient consent is often obtained through verbal communication rather than formal documentation,
with medical practitioners maintaining records throughout the process. While routine procedures
are documented, high-risk or life-threatening situations require structured consent forms for
consent or refusal. In many cases, obtaining a signature authorises further interventions but may
inadvertently limit comprehensive discussions, where vital information should be conveyed to the
patient or their representative. Consequently, a signed form can falsely imply informed consent,
even when essential details have not been disclosed. However, valid consent is not guaranteed
solely by a signature, particularly if key information is absent. As Ann Sommerville emphasises,
“... what counts is the quality and clarity of the information provided and the lack of any undue
pressure on the patient.””®® Therefore, effective healthcare communication demands transparency,
accuracy, and accessibility to empower patients in medical decision-making.
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7.2.1. Capacity in informed consent procedure
As highlighted above, the validity of consent relies on the patient's voluntary decision-making,
ensuring autonomy in healthcare choices.”’’ However, the mental capacity plays a crucial role in
this process. It enables patients to comprehend the implications of proposed interventions, assess
their relevance to personal health, and rationally weigh benefits against risks. The ability to
communicate decisions freely further guarantees informed and independent consent.

In adults, capacity is presumed unless there is a reason to suspect impairment due to cognitive
disorders, mental illness, or temporary factors such as medication effects or distress.”’! Medical
practitioners must conduct thorough evaluations, ensuring patients receive information in a clear
and accessible format to support informed decision-making.

Contrary to adults, the literature on the minors’ decision-making has been documented to be
controversial based on conventional stage theories of child development. Some authors like
Steinberg have highlighted the reasons the adolescents’ decisions could result in negative outcomes
due to their vulnerability, including the gaps between emotion, cognition and behaviour.””?
Contrary to prevailing assumptions, Dr. T. Thirumoorthy and Dr. Peter Loke assert that patients
may possess the capacity to make healthcare decisions even if they lack competence in other
domains, such as financial decision-making.”’®

They further contend that a patient’s decision-making ability is often contingent on factors such as
the nature and severity of their medical condition or the complexity of the decision at hand. Thus,
patients can have the capacity to consent to some types of treatment but not all. However, for those
incapable persons who have fluctuating capacity, it should be considered that the fact that they can
capture the information relevant to the decision, even though it is only for a moment, does not
prevent them from being incapable of making the decision.”” For example, the concept of “Gillick
competence” in English law allows minors under 16 to consent to medical treatment if they
demonstrate sufficient maturity and understanding.””

A child's capacity to provide an independent healthcare decision without the parent's consent is
assessed by applying the Gillick clinical test of competence. The test is applied on a case-by-case
basis, with an understanding that competency will differ in relation to the specific decision, since
the majority age differs by jurisdiction, typically under 15, 16, or 18. Healthcare providers evaluate
the minor's comprehension, reasoning ability, and awareness of the consequences of treatment.
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Thus, in ensuring standards of informed consent in the treatment of children, the process relies on
both decision-making capacity and maturity assessment.”’® Those children who meet these criteria
are considered Gillick-competent and able to give informed consent. Healthcare service eligibility
often depends on jurisdictional regulations. For example, a recent healthcare law in Rwanda
lowered the age of consent for healthcare services to 15.””” However, depending on the jurisdiction,
specific treatments, such as contraception, may be restricted even for individuals legally
recognised as mature.

Thirumoorthy and Loke argue that the capacity to make decisions should be considered at the
specific moment when consent is to be obtained. In this light, the consent would be legitimate if it
were determined that the person’s capacity was there at the time of the consent. In addition, those
incapable persons could be aided by various factors such as the best time of day, location, and the
use of decision-making tools like pictures and drawings.”’®

Minors and those deemed incapable of making decisions are frequently assumed to be legally
incapable of giving informed consent in medical practice. Nevertheless, this presumption may
change based on the jurisdiction and particular context. For example, in many states of the US,
adolescents of 13 to 18 are eligible to consent to some health care services such as contraceptives,
pregnancy, sexually transmitted diseases, and psychiatric problems.””” However, the literature
suggests that minors below the age of 11 do not have the intellectual ability and volition to give
informed, voluntary, and rational consent. Those who may not be eligible to provide consent can
provide “assent,” which is the process of expressing their agreement to medical treatment.
Although an assent does not carry the same legal weight as consent, it is an essential component
for ethical practice that respects the developing autonomy of minors.”*°

7.2.2. Key elements of an informed consent discussion

To obtain informed consent, the patient should be provided with enough information throughout
the doctor-patient discussion, as was previously discussed. The discussion should contain
adequate, understandable, and accurate information regarding the suggested medical procedure or
treatment choice. Additionally, such a conversation should be customised with the patient's best
interests in mind, taking into account the type and complexity of the recommended medical
intervention, the level of risk involved, and the patient's personal concerns, desires, and beliefs.
The following have been proposed to be the dimensions of coverage in the debate.

- The following have been put forth as the discussion's covered topics.
- The purpose of the examination or treatment;
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- The diagnosis uncertainties and details;

- The treatment alternatives available, including the refusal of treatment;

- The possible efficacy and success rate of each alternative;

- The risks and potential side effects, along with undesirable results, i.e., treatment failure;
- The name of the doctor who is ultimately responsible for the patient's care;

- A notice that the patient can withdraw from the treatment whenever he or she wants; and
- Any potential problems that may arise while the patient is unconscious, if relevant.

The British Medical Association advises medical doctors to consider several key aspects in
obtaining patients' consent. They should, therefore, keep the following questions in mind.”®!

- Has the patient been adequately informed about the potential risks of the suggested treatment?

- Does the patient know about available alternative options, including their respective benefits
and risks?

- Have all reasonable measures been taken to present information so that it is understandable by
the patient?

- Does the patient know that he or she has a right to refuse the recommended treatment?

7.3. Beyond passive acquiescence: advancing patient-centred care
In medical practice, patients or their health care users express their consent or refusal in different
ways, often through actions or body language rather than words. This type of consent or refusal is
considered “implied,” applying only to immediate medical procedures and not to any later
examinations or treatments.”®* This differs from passive acquiescence, which does not reflect
active patient autonomy. Such acquiescence does not constitute any form of consent unless the
patient is well informed about the nature of the intervention and the option to refuse it.

However, the healthcare giver may unintentionally attribute a passive role to patients during goal-
setting and action planning discussions.’®®> Research has shown that patients may adopt a passive
role in medical decision-making due to various factors, including inherent behavioural tendencies
and the communication strategies employed by healthcare providers.”®* Evidence suggests that
many patients lack the motivation, confidence, or preparedness to fully engage in collaborative
discussions regarding their healthcare goals and the appropriate interventions,”’®> highlighting the
need for tailored strategies to promote active patient participation.
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The doctor-patient relationship is inherently asymmetric, as healthcare providers possess
specialised expertise and extensive training that patients typically lack. This imbalance can lead
patients to hesitate in proposing potential solutions or interventions, fearing that doing so might
contradict their reasons for seeking medical care. In this context, a debilitated patient is particularly
susceptible to passivity, which may be intensified by the informed consent process when
communication from healthcare practitioners is unclear, intimidating, and predominantly
unilateral.”® Moreover, trust is a fundamental element of effective communication and plays a
crucial role in shaping the doctor-patient relationship. It serves as the foundation for setting
meaningful healthcare goals and selecting appropriate interventions. However, informed consent
discussions are sometimes initiated by a physician who has no prior interaction with the patient.”®’
This absence of established trust may hinder open dialogue, reinforcing the patient's passive role

in decision-making.

The asymmetry in the doctor-patient relationship, compounded by patients’ lack of confidence and
trust, underscores the critical need for transparent, empathetic, and collaborative strategies that
empower individuals and enhance medical decision-making. Therefore, healthcare professionals
must actively foster patient engagement and encourage meaningful participation, particularly in
the informed consent process.

7.4.Ethical dilemmas in life-saving treatments requiring third-party consent
Some cases could raise challenges in determining whether the patient has provided express or
explicit consent for medical intervention, mostly in life-threatening situations. Such undue
influence from a third party could manifest when the patient makes unexpected decisions
conflicting with their known wishes or appear out of character. This could happen due to the
discussed asymmetry between doctor and patient or the tendency to satisfy someone else. Before
reading the example of this context, let’s see another real-life example.

If a mother always expresses the wish for her daughter to be a nun from her childhood, it is most
likely that the latter will join the consecrated life, if other requirements are met, not because it is
her choice. Rather, because if she does not, it will be to compromise and betray her mother, who
believes in her to be a nun. In other words, she is a sister on her mother’s behalf or her mother in
a nun through her daughter.

The above example indicates how a third party’s influence could direct an individual to an
undesired life. Another example is retrieved from the testimony of Dr Ngoga, an Obstetrician and
Gynaecologist at Rwanda Military Hospital, of the last two decades at the CHUK.?®® The expectant
mother was taken to the CHUK in a state of emergency, about to deliver with a seriously low
haemoglobin level that would require an immediate blood transfusion. Despite the urgent medical
need, her husband and family members refused consent for transfusion based on religious beliefs
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against blood transfusion. Unfortunately, both the expectant mother and the unborn baby passed
away.”® This case outlines legal and ethical dilemmas facing medical professionals when patient
autonomy and religion compromise life-saving medical interventions.

To address the challenge, the new healthcare law provides the right to refuse treatment or withdraw
consent.””® Such refusal could be expressed in any form, either in writing, verbally or in sign
language, and is subject to documentation in the healthcare service user’s file by the attending
healthcare professional.”®! This could be important in life-saving interventions, such as blood
transfusions, where healthcare workers are prevented from acting against the patient’s or
guardian’s refusal. In this regard, CHUK adopted a policy allowing doctors to provide such
interventions to minors when their lives are in danger, despite the refusal of their parents, as
asserted by Lisine Tuyisenge, a paediatrician at CHUK.**?

7.5.Application of informed consent in Rwanda’s health sector
In Rwanda, informed consent is also recognised by the law as a right of patients or other healthcare
users.”” Informed consent is defined as “a process by which a fully informed patient participates
in decision-making and provides permission to staff before an intervention is conducted”.”®* The
Rwandan healthcare law defines a consent as follow:

[M]eans a voluntary agreement by a healthcare service user or his or her representative to receive
a healthcare service, after having been informed of, and clearly understood, the type of healthcare
service he or she is about to receive, the process for receiving it, his or her rights and obligations
and the potential risks and benefits of such a healthcare service he or she is about to receive.””’

The right to informed consent is related to the right to information, hence physicians have an
obligation to properly inform patients on their state of health. This serves as the basis for rationally
taking informed decisions about their health. Theoretically, some Rwandan hospitals publish the
rights and obligations of patients on their websites.””® Under the right to choose, a patient can
participate in decision-making about their care, treatment, medication, and provision of informed
consent to care.”’ In this regard, the patient has the right to admit or refuse any of those health
care services and be informed about the associated consequences of making such a decision.

However, the informed consent doctrine is underdeveloped in Rwanda. As Bruce N. Waller
asserted, “traditional informed consent often promotes passive acquiescence rather than active
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exercise of autonomy.”*”® Despite that inclusive definition, the role of informed consent seems to
be practically limited to surgical interventions. The way physicians obtain informed consent in
Rwanda is questionable. In hospitals and clinics, physicians tend to bring papers and tell patients
that there are documents to sign before undertaking surgical procedures. It is rare to find a doctor
who takes the time to explain to the patient how the operation would benefit them and the
associated risks, although they have this obligation under the healthcare law.?*° This is problematic
as obtaining a signature from a patient, his representative, or guardian in the case of a minor would
not justify the latter’s consent following the violation of the procedure to obtain valid consent.

7.6.Medical liability for informed consent violations

As discussed earlier, informed consent is a cornerstone of ethical and compliant medical practice,
and failure to uphold it can expose medical practitioners to legal liability beyond the loss of
professional credibility. Although no violation of informed consent case has been reported by
existing research in Rwanda, results from the current study show that issues like offensive
language and poor communication between healthcare providers and patients continue to
persist.!% These are issues that indicate that proper consent procedures are not always followed,
thus affecting the validity of the consent. In this regard, landmark cases such as Canterbury v.
Spence and Montgomery v. Lanarkshire Health Board underscore the transformative role of
informed consent in advancing a patient-centred model of care. Apart from echoing the duty of
medical practitioners to open disclosure, these rulings put a stress on the drastic consequences of
disregarding this fundamental responsibility.

It would be understood that a physician who does not abide by the informed consent, either by
performing less or in excess, will also be liable as if they acted without it. As it was well
exemplified in the famous words of Justice Benjamin Cardozo in the Schloendorff v. Society of
New York Hospital case, “Every human being of adult years and sound mind has a right to
determine what shall be done with his own body, and a surgeon who operates without his patient's
consent, commits an assault, for which he is liable in damages.”'! By picking the phrase “what
shall be done with his own body,” its interpretation is not deduced to what a physician will think
to be right in his discretion. Instead, it brings back the question of the extent to which the
information to be disclosed to the patient would be. Thus, what the physician does would have
been materialised by his discussion with the respective patient. Otherwise, performing less or extra
work, which results in the patient’s harm, will be considered battery and thus impose medical
liability.'%0?
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Medical liability for informed consent violations is governed by legal provisions and ethical
standards that uphold patient autonomy and mandate physicians to obtain informed consent prior
to treatment. Legal and ethical obligations impose medical liability for informed consent violations
in Rwanda. In cases of misconduct where gross negligence or malicious intent is involved, patients
are entitled to claim damages for injury sustained through authorised treatment, and such violations
can lead to professional, civil, and criminal liability.

7.7.Informed consent and causation tests
In exceptional cases, such as emergencies requiring immediate medical intervention where the
patient cannot give consent, informed consent may not apply. In any case, legal standards still
evaluate whether healthcare providers acted appropriately under these circumstances. To succeed
in an informed consent claim, claimants must satisfy two key causation tests: the modified
objective test and the “but for” test.

7.7.1. Modified objective test

The modified objective test evaluates if the medical practitioner’s intervention or inaction violates
the standard of care, considering what a reasonable doctor would have done in similar
circumstances.!°®> Another important point is that this causation considers the patient’s unique
circumstances, such as medical history, pre-existing conditions, and individual risk factors. That
is, would the patient have consented to the operation or treatment if he or she had been apprised
of material risks?'°* This has been elaborated in the Reibl v. Hughes (1980) case and elucidated
in the Arndt v. Smith case (1997). In this case, the Supreme Court of Canada underscored the role
of good communication between physicians and patients, which constitutes a routine clinical
practice, as an important key to positive health outcomes. The Court highlighted that, despite its
critical importance, securing informed consent would not be enough. Rather, there should be good
communication entailing comprehensible conversations about any special needs, considering the
patient’s particular case. The Court also recalled physicians to keep relevant records of all
discussions as well as the responses to the patient’s questions.!%%

7.7.2. Factual Causation, ‘but for’ test
This test is applied in tort law and criminal law to determine factual causation. It is much farther
than the modified objective causation. P is the action of a person, followed by the consequence Q.
In case of non-occurrence of the act of P, then result Q will not exist. But due to the existence of
P act, Q would not exist. When applied to medical liability, this causation does not introduce the
question of whether the information was not fully disclosed to the patient to consent to treatment.
Instead, it reconciles the previous question to the latter: “But for” the given medical treatment, the
injury would not have occurred? Or, ‘but for’ the treatment rendered, would the injury have been
avoided? The logic behind this causation is to assess whether the lack of informed consent is a
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proximate cause of the incurred injury. Otherwise, in the absence of this causation, the defendant
will not be held liable.

However, the “but-for” causation has been criticised for its ambiguity. This is because it might be
hard to assess all remote factors that can result in the victim’s injury.!°® To solve this illusory,
some courts have developed the “likelihood survival test,” whereby if, for example, the physician’s
intervention or inaction has decreased the victim’s chance of survival, he should be held liable.!%’
In other words, it ignores the doctor’s obligation, the “obligation of means”, which does not always
ensure positive results. Besides, the proximate cause doctrine and acceleration theory are useful to
assess the causation in tort liability and criminal law, although they also have their pros and cons.

7.8.Conclusion

This chapter examined the doctrine of informed consent, tracing its historical roots, ethical
foundations, and legal significance. Far from a mere formality, informed consent is a core ethical
and legal obligation that prioritises patient autonomy and meaningful dialogue. Evolving from
cases like Slater v. Baker to Canterbury v. Spence, the doctrine requires that for consent to be
valid, it must be voluntary, based on comprehensive and understandable information, moving away
from passive acquiescence, and given by an individual with the capacity to make rational
decisions, emphasising the quality of information over signatures. Despite challenges—such as
inherent asymmetry in doctor-patient relationships and medical necessity—failure to obtain valid
consent can result in professional, civil, or criminal liability, assessed through causation tests like
the modified objective and 'but for' tests. Ultimately, informed consent demands transparent
communication, respect for patient capacity, and a commitment to shared decision-making.
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CHAPTER EIGHT

TOWARDS A COMPREHENSIVE FRAMEWORK ENHANCING ACCOUNTABILITY
AND PATIENT SAFETY IN THE HEALTHCARE SYSTEM OF RWANDA

8.1. Introduction

Previous chapters have established the foundation for a liability framework for medical
malpractice in Rwanda. This chapter addresses issues raised throughout the earlier chapters of this
treatise. It aims to answer a primary question about mechanisms that could promote accountability,
patients’ rights, and safety in the Rwandan healthcare service delivery. The chapter develops an
appropriate model for Rwanda healthcare system, grounded in human error theory, professional
liability, and a deontological paradigm. It outlines pathways to broader patient protection without
pre-empting the final recommendations.

Drawing on international best practices, the section advances mechanisms that cover governance,
inspection and compliance, performance-based financing, independent facility certification,
incident reporting, and “just culture,” as well as patient and family engagement, workforce
capability, digital safety analytics, primary-care readiness standards, and transparent public
reporting. These mechanisms align with the nation’s current policy and digital trajectory, as drawn
in the Health Sector Strategic Plan V (2024-2029), the national digital health architecture (which
entails the Rwanda Health Information Exchange (RHIE) and e-Ubuzima), and the 2025 healthcare
law. Collectively, they ensure the legal enforceability, operational feasibility, and evidential
standards necessary for malpractice adjudication.

Throughout this dissertation, empirical data have been integrated with doctrinal insights from case
laws and various reports. This enabled the researcher to evaluate the law “in action” versus law
“on the book” to provide a foundational approach for addressing enforcement challenges.

8.2. Existing remedial situation on medical malpractice

Various forms of medical malpractice have been documented, with a high rate in
Obstetrics/Gynaecology, which accounted for 59.9% of the 101 cases received by RMDC over the
seven years from 2016 to 2022, and 69.5% of the 59 malpractice complaints received by NCNM
over the four years from 2021 to 2024. Those numbers represent far fewer medical injuries (either
reported or unreported) incurred in various settings of Rwandan health facilities. This justifies the
fact that the medical malpractice liability system does not accurately reflect the extent of injuries
suffered by healthcare service users in those settings, thereby undermining its compensatory or
remedial role for the victims. Besides, even the compensation awarded in this context of remedy
is limited to those who institute claims, which is relatively low due to various reasons. A similar
situation is described in the snippet below from Makuluma's thesis in South Africa.

[...] far fewer patients institute claims against the hospital or doctor for injuries
incurred during their treatment. Clearly, only a fraction of eligible claims ever
reaches the legal system. This implies that the medical malpractice litigation
system 1s not reflective of the extent of patient injuries and therefore its
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compensation function for injured patients is limited to those that institute

claims. '8

Similar to South Africa, the number of claims against hospitals and medical practitioners in
Rwanda is far lower than the number of injuries incurred by patients in those healthcare facilities.
Thus, the number of medical injuries resulting from the conduct of unlawful or unethical
practitioners in clinical practice is not always considered malpractice for various reasons. Many
victims of unsafe healthcare services do not disclose what occurred to them or their families due
to the uncertainty of the litigation’s outcome, often resulting from a lack of sufficient evidence or
other technicalities in malpractice adjudication proceedings. Meanwhile, others may be unaware
of the available remedies, or even when they are aware of remedial forums, they may be limited
by their existing relationship with their doctors. This creates another sense, which is beyond
unacceptable behaviour, leading the victim to understand that they cannot sue their friends,
claiming that even if they made an error, they did not intend to harm them.!°” Victims may also
fear what might happen to them if they complain against a wealthy professional or provider who
might take revenge against them using their ability and networks.

Besides, every stage of court proceedings involves a financial loss, which may worsen the situation
of a suffering patient or their family, who have incurred high costs of medical treatments due to
iatrogenic injuries and rehabilitation. Consequently, they cannot afford or are not prepared to incur
the litigation fee.

Culture and belief are two related factors that also hinder victims of wrongful clinical practice
from litigating against medical providers or professionals. In Rwanda, medical authority is highly
respected, and social trust in healthcare institutions is very high, which tends to deter patients who
may want to challenge the provider or suspect that they have been injured through negligence. In
addition, the religious beliefs, particularly those that offer care through church affiliated facilities,
encourage forgiveness, tolerance of suffering, and reconciliation, as opposed to confrontation.
Moreover, litigation is perceived as disruptive due to the cultural focus on social harmony and
unity, as well as a lack of legal knowledge and the fear of being stigmatized, which further
suppresses claims, especially in rural areas.

Yet, the legal and policy framework for medical liability in Rwanda indicates a progressive effort
to foster accountability in healthcare. The number of medical professionals sanctioned annually
ranges between 30 and 40. Sanctions vary from administrative to criminal liability, while remedial
forums are mainly comprised of professional councils and courts. The role of professional
insurance has been minimal in the compensation process for medical malpractice and negligence.

The existing medical liability system presents various limitations, primarily at the enforcement
level, where issues such as incomplete operation of professional liability insurance, low litigation
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rates due to cultural factors, evidentiary challenges, delays in the compensation process, and
inadequate compensation are prevalent.

8.3. Proposed solutions to identified challenges

Throughout this study, as highlighted in the previous text, some challenges have been identified
that have not received appropriate redressal. The journey towards a vigorous, accountable, and
compliant healthcare system is hampered by multifaceted challenges, including insufficient
accountability and a lack of law enforcement mechanisms that disadvantage healthcare service
users, a lack of public awareness regarding patient rights, and operational deficiencies such as poor
planning and vulnerabilities in patient confidentiality. While the existing legal and regulatory
frameworks aim to promote public health and deliver justice, specific areas require further change,
enhancement, and clarification. The following discussion is built on those challenges, aiming to
find effective solutions.

Professional negligence and patient harm necessitate a re-examination of existing medical and
legal frameworks to ensure patient safety and justice. However, a robust law enforcement
framework is necessary, as suggested by the proposed model below, under this chapter. Several
key points need to be considered, including establishing an enforcement mechanism that ensures
transparent quantum criteria, providing apology protection, settling malpractice claims within a
time-bound framework, and implementing a no-fault compensation system.

8.3.1. Limited healthcare accountability and loopholes in the regulatory framework

Limited healthcare accountability and regulatory loopholes have been identified as a critical
challenge in the journey towards patient safety and fair compensation for medical malpractices.
The persistent challenge of accountability in healthcare persists and can erode public trust. In
Rwanda, there is an increase in the commercialisation of healthcare services, presenting complex
dynamics between profit motives and patient welfare. Despite this shift, the current legal
framework remains incomplete, as it does not include corporate liability, making healthcare
providers liable alongside individual medical practitioners. Additionally, the institutions mandated
to protect consumers, such as RURA and RICA, as well as non-governmental bodies like
ADECOR, have not prioritised oversight on healthcare service delivery. Their mandate is broader,
covering utilities and consumer rights without mechanisms to address substandard healthcare
delivery. Regulatory bodies of the medical profession, such as the RMDC and NCNM, could be
complemented by the efforts of another public regulatory body in protecting healthcare service
consumers. This lapse in institutional oversight, within the mandates of RURA and RICA, exposes
patients to risks, with no special public regulatory authority to enforce adherence to the standards
of quality and safety in healthcare delivery.

The lack of a legal and regulatory framework protecting healthcare service users as consumers of
healthcare services and pharmaceutical products suggests a need for specific guidelines and
enforcement mechanisms to ensure corporate responsibility in healthcare service delivery. This
will bridge accountability and create a healthcare environment that prioritizes patient rights,
upholds professional standards, and provides clear pathways for compensation in the event of
harm. Furthermore, if liability is expanded to encompass a broader context of corporate
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responsibility and human rights obligations, healthcare service users will benefit from enhanced
constitutional guarantees of life, health, and dignity.

Furthermore, the healthcare law falls short in its use of certain terminologies that may lead to
ambiguity in judicial interpretations, or it grants excessive discretion to healthcare professionals
or providers in the exercise of their duties. For example, the law states terms such as “serious
consequences” resulting from a fault or “public interest” consideration in the treatment, which
requires clarification to avoid any potential jeopardy to the patient's rights and dignity.
Furthermore, the lack of ministerial orders implementing the new Healthcare Law creates a gap in
the current healthcare legal regime's implementation. For example, the lack of ministerial order
regarding professional liability insurance undermines the compensation regime and proportional
liability approach in cases involving multiple parties. The enactment of those ministerial orders
implementing the healthcare law is essential to promote accountability and transparency in
healthcare service delivery and to provide an adequate compensatory regime for malpractice
victims.

Furthermore, regulators draw the most attention during system failures, yet their true worth lies in
preventing those failures completely. For Mutheu, “true regulatory impact lies in preventing
harm.”!%1® Indeed, the regulatory institutions’ mandate would be redesigning the healthcare system
for safety, not for punishment. In this regard, SOPs could play a crucial role. Prioritising holding
healthcare practitioners civilly and criminally liable compromises their legitimacy. It has also been
found to accelerate defensive medicine, career transition, and other psychological consequences.
Additionally, the fault-based system in medical litigation places a heavy burden of proof on
plaintiffs to establish a guilty conviction against the defendant. This undermines the victims' access
to adequate remedies due to the complexities and technicalities of medical negligence cases.
Additionally, there are no defined standards of care, nor are there benchmarks for what constitutes
malpractice or acceptable clinical practice, which creates variation in judicial interpretations of
expert opinions and renders expert testimony more subjective.

To strike a balance between accountability and fairness in medical malpractice, alternative
approaches for delivering justice in medical malpractice cases have been proposed to avoid
compromising the legitimacy of practitioners through criminalization. These include restorative
justice and no-fault compensation systems. Thus, there would be a prerequisite for an amicable
settlement process for medical malpractice claims through a designated organ mandated to
adjudicate malpractice claims before they reach the court. In this regard, Rwanda can learn from
Romanian procedures for resolving medical malpractice complaints out of court and commissions
for monitoring and professional competence in malpractice cases. These procedures and
commissions are widely regarded as best practices. These mechanisms focus on ensuring ready,
timely, and accessible resolution using mediation and negotiation, and lessen the use of expensive
and prolonged litigation. Through dialogue and mutual understanding, they are able to resolve
grievances in an effective manner without causing any strain to the system of justice and putting
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pressure on the judicial system. To complement such activities, there are also special commissions
that review the actions and clinical choices of practitioners, hold them accountable, and continue
their professional growth. Their control improves patient safety, detects the spheres of
improvement, and strengthens patient confidence in medical care. These two measures establish a
comprehensive framework for balancing the rights of patients and professional integrity.!?!!

Moreover, medical malpractice litigations always require specialists’ interventions who can help
to assess medico-legal evidence to ensure that liability is determined based on contextually
relevant information rather than solely on statutory language. However, many victims of adverse
events could not afford those experts. To address this challenge, a consolidated effort between
professional regulatory bodies and the government is required to establish a standardized process
for vetting and accrediting medical experts for medical litigation, as well as clear guidelines
outlining the admissibility criteria for expert opinion in medical malpractice cases, as suggested
by Damian Capozzola and Jamie Terrence.!?!2 Those guidelines should necessitate the testimony’s
reasonability and consistency with the facts of the case at hand.

Transparency and accountability constitute a big part of enablers in the healthcare system’s
accountability, although without a smooth reporting system, it would not be possible. By quoting
late Dr. Lucian Leape, the famous doctor whose work contributed to patient safety in medical
practice, “In medicine, silence in the face of error is complicity.”'°!* Thus, underreporting of
medical malpractice and negligence incident should be considered a silence in the face of
wrongdoing and considered complicity. In this regard, there have been people who heroically
echoed that silence in the face of wrongdoing is a form of complicity including Albert Einstein,
Martin Luther King Jr., and Joan Didion.

Alack of adequate regulatory mechanisms that effectively enforce transparency and accountability
has also been found to accelerate the underreporting of malpractice incidents, which
underestimates the true scope of the problem. Indeed, in the absence of effective mechanisms to
oversee, inspect, and punish malpractice, health practitioners might not be motivated to report on
their errors or adverse incidents. Moreover, an absence of motivation or protection for
whistleblowers accelerates a culture of silence and concealment, instilling fear among healthcare
practitioners who may testify against their peers. What makes this matter even more complicated
is the conflict of interest in the medical circles, where professional responsibility and professional
fraternity collide with the ethical obligation to report misconduct. Practitioners are reluctant to
testify against fellow professionals, fearing that they may destroy a professional relationship,
tarnish their own reputation, or face retaliation. Such hesitation undermines accountability systems
in which careless behaviour can remain unpunished. These issues can be resolved through a set of
radical reforms that empower regulatory enforcement, initiate open reporting channels, and instill
the attitude that patient safety is paramount over the protectionism of a profession. Institutional
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reforms must therefore include the protection of reporters and compliance incentives to create an
environment in which safety and ethical responsibility are the top priorities.

Lack of public awareness of patients’ rights is another challenge that may prompt providers to
withhold information from patients, believing that disclosing it would limit their authority. Non-
disclosure of necessary information may lead to the patient’s acceptance of sub-standard care,
failure to recognise malpractice, healthcare practitioners’ reduced accountability, and a decline in
healthcare service quality. To address these risks, it is essential to increase the general public's
awareness through comprehensive awareness campaigns about their rights and empower patients
to be active participants in their healthcare decision-making. Besides, other measures, including
public reporting and frequent revision of policies, are also crucial in promoting a just culture and
responsibility in the delivery of healthcare services. The approach imposes high standards on
healthcare providers and motivates patients to engage in the healthcare decision-making process
as active participants rather than passive recipients. Hence, raising awareness among the public is
one of the initial steps toward enhancing the quality of healthcare and providing equitable
treatment to every patient.

Additionally, despite statutory provisions, the non-operative professional liability insurance is still
a hindrance to healthcare accountability. This loophole weakens the implementation of legal and
ethical duties, with the liability insurance being necessary to pay out to the patient, in case of
malpractice or negligence. Without it, medical professionals will not have sufficient financial
protection, which can deter transparency, slow down the process of resolving claims, and
undermine accountability models. Also, inadequate or non-operative insurance prevents the
possibility of making the providers accountable financially- a crucial aspect in delivering care and
developing continuous quality improvement. The solution to this challenge is not just to strengthen
the law through legislation, but rather to provide effective mechanisms of implementation and
control to make sure that liability insurance functions as it is supposed to, as the gap between
statutory mandates and practical enforcement.

8.3.2. Operational and systemic issues with proposed solutions

Inadequate healthcare planning has been a systemic problem that undermines the ability to deliver
individualised care, considering unique patient conditions. With inadequate planning, the care
delivery prioritises ‘care in numbers’ instead of individual patient cases, which does not put the
service user at the centre of service delivery, and thereby compromises treatment outcomes and
patient satisfaction.

To address this challenge, healthcare providers’ planning should prioritise values such as case
severity, risk factors, and patient preferences over the volume of treated patients. Thus,
individualised healthcare should be considered in healthcare planning. Additionally, data-driven
care planning should also be adopted to ensure that planning is evidence-based.!°*1°15 Electronic
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health records (EHRs) should also be used to track individual patient histories, treatment
responses, and comorbid conditions. Considering the National Practitioner Data Bank (NPDB), a
repository detailing US malpractice payment,'®!¢ there is a need for a data set of medical
malpractice incidents and related compensation tailored for Rwanda to keep an eye on workable
measures in mitigating these incidents for the sake of health service consumers’ safety.

Moreover, needs-based resource allocation should be institutionalised. In this regard, the Workload
Indicators of Staffing Needs (WISN) method could be employed to obtain a systematic, evidence-
based tool for determining actual health workforce requirements. The WISN approach was found
to be reliable in the South-East Asian countries in ensuring adequate and equitable distribution of
resources in their health workforce.!”!7198 So, it can help improve resource allocation, access to
care, and the efficiency of healthcare delivery in Rwanda. In this regard, routine population needs
assessments are also helpful in identifying priorities, guiding the planning, commissioning, and
providing suitable, equitable, and effective services aligned with each health facility’s specific
requirements.

Governance and accountability are other vital components to consider in planning. These two may
be coined in “leadership and governance”, one of the enablers of Rwanda’s HSSP V. They enable
harmonisation among health stakeholders in planning, implementation, and regular performance
reviews.'”!? In this regard, they impose an obligation on health facilities to submit annual
performance targets and service delivery improvement plans based on local realities. They also
enable the establishment of performance metrics that reward facilities for patient outcomes, rather
than just service volume, which aligns with the results-oriented performance management of
Rwanda’s strategic health planning frameworks. If well implemented, community engagement can
be enhanced through health facility governing committees, ensuring that planning reflects the
priorities of service users.!%?°

Furthermore, deficiencies and malfunctions of essential medical reagents and equipment pose
another problem to be solved. These shortages have been particularly acute in healthcare settings
with limited resources and are exacerbated by under-resourcing and irregular distribution, as
discussed earlier. This is evident in poor inventory management, stock-outs, and the loss of expired
medicines, as documented in the Auditor General’s annual reports. These are coupled with broken-
down machines beyond a health facility's financial capacity to repair, newly procured machines
incompatible with existing infrastructure, or the available skills. Transportation is another issue
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that prevents the timely delivery of the equipment and supplies to the remote areas, thereby limiting
access to essential healthcare services and exacerbating inequities within the healthcare
system, 10211022

Addressing the challenges of a deficiency in medical reagents and equipment requires the
implementation of strategies such as the modernisation of inventory and supply chain
management, and nationwide biomedical engineering frameworks for regular maintenance checks
and quick repair of equipment. Besides, the procurement of complex medical machinery should
be standardised to ensure its cost-effectiveness, interoperability, and compatibility with the
existing facility’s ability in terms of financial and human resources. Besides, supplier performance
management should be enhanced to avoid failures in the medical supply chain.

Furthermore, the government efforts are required to develop and upgrade infrastructures in remote
areas to enable the effective delivery of medical supplies. Additionally, upgrading the healthcare
transport logistics system and partnering with third-party logistics providers are equally important.
Thus, cross-cutting system reforms are necessary to build a skilled and adequately distributed
health workforce, ensure financial sustainability, and improve monitoring and evaluation strategies
in healthcare service delivery.

Shortage of medical personnel has also been identified. This situation leads to excessive workload
and practitioners’ burnout,'’? contributing to medical malpractice incidents due to a lack of
adequate clinical attention, delayed emergency responses, or inappropriate supervision. These
challenges contravene patient safety, institutional accountability, and compliant healthcare
delivery.

Resolving the issue of a workforce shortage in healthcare in Rwanda requires concerted efforts
underpinned by effective workforce planning. Rwanda has a plan to quadruple the number of
physicians, which involves strategic investments in training and partnerships with international
medical schools to address the existing shortage of physicians. However, other retention strategies
are crucial to consolidating those efforts. Among other things, fair scheduling, mental health
support, and enhanced clinical governance are necessary to reduce burnout.'** To ensure patient
safety, implementing structured interventions, such as workload redistribution, regular
psychological support, and improved staffing ratios, must be considered as they have proven to be
effective. !0

Another issue highlighted in this study is the failure to consider a patient's history, which may
lead to the duplication of clinical tests, inconsistent care, or misdiagnosis. Various malpractices,
including missed diagnoses, medication errors, or incorrect medical interventions, may result from
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this failure and can lead to potential patient harm, such as financial loss and emotional suffering,
compensable with a substantial amount of money.

To mitigate diagnostic errors and improve healthcare consistency, it could be possible by using
documentation systems and fostering integrated electronic health information systems. The already
started initiatives, such as “One Patient, One Record,” should be enhanced to enable clinicians to
access consolidated patient histories across facilities. These digital systems reduce test duplication
and improve diagnostic accuracy. Additionally, standardised clinical guidelines and digital tools
that support clinical decision-making are also essential for minimising errors resulting from
information flaws.!%%¢

Breaches and violations of patient confidentiality have been identified, despite laws and SOPs in
place to protect personal health information (PHI).!%?” Those breaches can occur due to limited
digital infrastructure, inadequate training, and a lack of process uniformity in Rwanda’s healthcare
settings. Addressing the challenge of personal health data breaches or violations of patients’
confidentiality requires an enhancement of digital health governance. The Rwanda Data Protection
and Privacy Law (DPP Law) serves as the foundation for institutional data protection compliance
in this regard. However, robust cybersecurity frameworks, including access restrictions, data
encryption, an incident response plan, regular audits, regulatory compliance, data minimization,
transparency with patients, and data backups and disaster recovery, are essential.!%?® Additionally,
enhanced authentication protocols and the digital literacy of health practitioners can contribute to
these frameworks.

Offensive and dehumanising language in clinical settings is also a challenge that can accelerate
harassment or violence. These can also lead to the termination of therapeutic relationships and
litigation if not handled. To handle this problem in a clinical environment requires preventive
measures, training of the healthcare workforce, and the establishment of institutional policies
promoting respectful communication.!”?® Confidential grievance mechanisms should also be
established to encourage reporting of offensive conduct. The health workforce training must also
include the aspect of anti-harassment as per the ILO Convention C190 which is required to prevent,
protect and redress harassment at the workplace. Remarkably, these measures can strengthen trust,
promote humane patient interactions, and reduce the risks of malpractice litigation.

Therefore, establishing a resilient, efficient, and equitable healthcare system that meets the diverse
needs of patients and improves outcomes requires a shift in the healthcare system from volume-
based care to patient-centered and quality-driven care. The above solutions not only address this
issue but also tackle the structural issues that lead to patient adverse events and ultimately result
in malpractice lawsuits.
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8.4.Enhancing accountability and compliance: bridging mechanisms with best practices

The Health Sector Strategic Plan V (HSSP V) focuses on quality, safety, governance, and
workforce as central pillars in Rwanda’s healthcare system. This long-term strategic plan is
expected to accelerate the nation’s progress toward universal health coverage and a highly reliable
healthcare system. Additionally, fostering a transformation of digital health enables the Rwanda
Health Information Exchange (RHIE) and the deployment of e-Ubuzima electronic records to
achieve the goal of “One Patient, One Record” (OPOR).!%*° This contributes significantly to
specialised and evidence-based medicine, as it facilitates continuity of care, clinical decision-
making, and data transparency.'?*!

In the same vein, the new Healthcare Law harmonises professional duties, expands patient rights,
and mandates professional liability insurance, which establishes the normative baseline for civil
liability and regulatory enforcement. Nevertheless, a legal framework alone cannot provide
complete protection against patient harm. Significant improvements in patient safety require
institutional structures that incentivise compliance, promote learning from errors, and ensure
independent quality control, grounded in human error theory.

The experience of the United Kingdom, France and Canada suggests that various national
strategies to govern patient-safety can reinforce accountability and daily clinical practice. The case
of the United Kingdom, 103%1933.103% France and Canada in terms of building their system-wide
safety culture and approach to learning, the mandatory certification of the Haute Autorite de Santé
(HAS) in France,'* and patient-led safety networks, including the Patients for Patient Safety
Canada (PFPSC), 1% demonstrate that a concerted effort of standards, regulating bodies, and
effective community involvement can be used to improve patient-safety outcomes. Thus,
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empowering patients and families to participate in safety decisions can contribute to incident
reporting initiatives, including “never events,” and comprehensive safety frameworks. This
approach can encourage practical accountability within daily clinical operations and thus
strengthen a culture of life-long learning and enhancement.

South Africa’s Office of Health Standards Compliance (OHSC) conducts regular compliance
inspections and certification of health facilities (both public and private) to safeguard patient safety
and quality care services. Within this mandate, it conducts routine and risk-based inspections,
which may be unannounced if necessary. The Office’s monitoring of health service delivery
compliance with national core standards, such as patient safety and clinical governance, has been
essential. Additionally, the Office has enforcement powers, including issuing compliance notices,
recommending service suspension, and referring serious breaches to the Health Ombud, to ensure
patients’ grievances can inform regulatory oversight.'%’

Rwanda’s inspection frameworks involve the Rwanda Agency for Accreditation and Quality
Healthcare (RAAQH) and MINISANTE, which conduct the same process more frequent and risk-
stratified in high-risk departments, such as ICUs and maternity units. In this regard, Rwanda can
benefit from the OHSC’s best practices of shifting beyond periodic accreditation towards
continuous compliance monitoring, which better identifies latent system failures before they lead
to harm. Additionally, it can enhance the accountability function of the certification through
measures such as mandatory corrective action plans and referrals for professional discipline,
aligning it with liability prevention rather than mere quality improvement.

Quality of care delivery is affected by various factors, but one of the most important factors is
hospital flow. The inefficiency of this flow, like unnecessary delays and frustration on the part of
a patient may be a serious deterrent to improved service results. Effective leadership and
interventions are necessary in order to improve the output of the patients. Additionally, operational
strategies should be created at the system-wide level in a patient-centered approach in order to
achieve optimal care coordination and experience.!?*® The literature also suggests that good
management requires the ability to measure relevant constructs. In line with this, Zimmerman and
Stern argue that professionalism should be understood as not just an attitude, but a set of
behaviours that can be measured and enhanced. %% 104?

In this regard, OHSC inspections underscore that adverse outcomes are often the result of systemic
failures rather than individual lapses, as founded by the human error theory.!®*! The system-based

1037 Linda Pretorius and Jacques Verryn, “‘We Can’t Have Everything.” What Checks Should SA Use to Rate Health
Facilities?,” Bhekisisa Centre for Health Journalism, September 2025, https://bhekisisa.org/health-news-south-
africa/2025-09-11-we-cant-have-everything-what-checks-should-sa-use-to-rate-health-facilities/.

1038 Rahul K. Shah and Sandip A. Godambe, Patient Safety and Quality Improvement in Healthcare: A Case-Based
Approach, Patient Safety and Quality Improvement in Healthcare: A Case-Based Approach, 2020,
https://doi.org/10.1007/978-3-030-55829-1.

1039 Kanter et al., “What Does Professionalism Mean to the Physician?”

1040 David T. Stern and Maxine Papadakis, “The Developing Physician — Becoming a Professional,” The New
England Journal of Medicine 355, no. 17 (2006): 1794-97, https://doi.org/10.1056/NEJMra054783.

1041 Hlombe Azukile Makuluma, “An Analysis of Medical Risk Inspections in the Context of the Office of Health
Standards Compliance (OHSC)” (University of Pretoria, 2021), p. 33.

233



perspective aligns with modern patient-safety theory and could help Rwanda shift from blame-
oriented malpractice responses toward preventive risk management. Another point of
consideration from the South African model is the linkage of inspection findings with patient
complaints and adverse-event reporting mechanisms. One cannot ignore the publication of
inspection outcomes, compliance reports, and annual performance reports, as these efforts promote
transparency and public trust in the healthcare system.

8.5.Proposal for reform

Potential enhancements are needed in the following areas: Professional insurance needs to be
implemented in healthcare service delivery. Additionally, there is a need to foster ADR methods,
such as mediation, conciliation, and arbitration, within the healthcare malpractice compensation
process to address the issue of delays. Besides, mandatory reporting through adverse event
databases should be enhanced, together with patient education campaigns about their rights and
adverse event reporting mechanisms.

Moreover, the shortage of healthcare personnel, regulatory gaps, deficiencies in healthcare
planning, productivity-driven compensation models, and scarcity of resources suggest reforms in
various approaches by incorporating best practices. Training healthcare professionals should
incorporate aspects such as skills for practice, which involve several soft skills common to all
health professionals, including effective communication with patients, good record-keeping, and
practical procedures such as selecting appropriate investigations.

Gaps in patient rights and safety mechanisms have been identified, despite the new healthcare law,
which, if well implemented, guarantees a solution. The implementation of healthcare laws in this
regard would involve various measures, such as an awareness campaign, to address the awareness
gaps identified in patients’ rights.

Moreover, systemic issues (lack of preventive safety measures such as near miss and error-
reporting systems, and training deficiencies necessitate reforms in the design of healthcare delivery
to enable evidence-based clinical practice and evidence in the compensation process.

8.5.1. Adequate healthcare service delivery and compensation model for Rwanda

A model designed to enhance the safety of healthcare service users and streamline the
compensation process in the event of medical malpractice incidents for the Rwanda Healthcare
Service Delivery is hereby presented. The model entails the following five layers:

i.  Patient interaction and safety;

ii.  Professional competence and reporting;

iii.  Compensation and institutional governance;

iv.  Ethical and legal aspects; and

v.  Continuous improvement
Within the context of the first layer of “patient interaction and safety”, approaches such as the
patient-centred approach and the human rights-based approach should be integrated in all
healthcare settings and taught in medical schools. This layer enhances the patient’s dignity by
respecting their opinions on mode of treatment and involving them in decision-making processes

234



through informed consent, while also supporting self-care. In this light, the duty of candour and
sincere apology, which requires healthcare providers to be honest, open, and transparent with
healthcare service users and their families throughout the healthcare delivery process, even in the
event of an adverse outcome, is essential. This approach also enables healthcare professionals to
recognise and protect ‘at-risk’ patients. Those who might be at risk of clinical worsening, and
children and other vulnerable patients who might be at risk of clinical abuse or neglect.!%4?
Incorporating the principles of equality, inclusion, risk prevention, and diversity in healthcare
delivery is crucial to ensure equitable access, reduce disparities, and enhance patient outcomes,
thereby supporting continuous quality improvement. To measure the outcome of patient
interactions and safety (the first layer), dimensional tools such as patient-reported experience
measures (PREMs) and patient-reported outcome measures (PROMs) can be utilised.!%*

The second layer is “Service delivery competence and reporting,” which focuses on adherence to
SOPs, feedback mechanisms, CPD, and “just culture”. In this regard, pre-qualification (pre-
licensure) and post-knowledge assessments of professional knowledge are crucial for maintaining
professional competence and ensuring legal and ethical compliance in clinical practice. Both
assessments constitute an important tool of a robust healthcare system with competent personnel
who can work within a challenging and fast-evolving environment of the medical industry and
produce the expected outcomes. In addition, effective teamworking is another essential component
in patient safety, as most adverse outcomes result from systemic failures rather than individual
lapses. Collaborative practice is essential in healthcare delivery, as high-quality healthcare depends
on the coordinated efforts of professionals from different disciplines and areas of expertise. Robust
teamwork helps maintain ethical and legal compliance by enhancing communication and
accountability, thereby reducing the probability of preventable errors.

Besides, the Patient Safety Incident Response Framework (PSIRF) or PSIRF-style learning is
suggested to be employed in obtaining patients’ input to improve healthcare delivery. PSIRF
represents a structured approach to managing patient safety incidents within the National Health
Service (NHS) in England. This approach prioritises “systemic learning” and “blame-free culture,”
a shift from focusing on individual error.!%*41%45 PSIRF-style cultivates a “just culture” and helps
healthcare providers balance accountability with learning, creating an environment where
healthcare practitioners feel safe reporting errors and system flaws without blame, instead focusing
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on fixing the systemic failure. In the same context, the literature reveals a relationship between
positive culture and better outcomes for patients in clinical settings.!%*®

The conceptual foundation of PSIRF-style and just culture aligns with Reason’s “Human Error
theory,” which suggests that errors are typically the result of complex systemic interactions rather
than a single root cause or individual professional failings.!%” These tools also help to reach the
patient safety incident response policy or plan, and if adopted, they could help prevent future
medical malpractice incidents in Rwanda. In the same context, “feedback loops” are essential in
providing feedback or inputs that could influence future actions and outcomes in healthcare
delivery, as well as the malpractice compensation process.

Additionally, adherence to Standard Operating Procedures is a crucial aspect of medical
professional practice, particularly in reporting and malpractice handling.'**® These procedures can
enable Rwandan health organisations to prevent errors and maintain efficiency. Indeed, they can
help ensure consistency, accuracy, uniformity, quality, safety, and regulatory compliance in
healthcare service delivery and the compensation process. Besides, other considerations, such as
ethical practice, teamworking, pre-qualification assessment of professional knowledge, post-
knowledge assessment, enhancement of professionalism through CPDs, and assessment of
professional-specific outcomes, are key in the design under layer two.

The third layer entails “institutional governance and compensation”. This layer proposes
institutional accountability and privacy by design (PbD in healthcare governance. It also suggests
fair and transparent compensation that applies transparent criteria instead of using general accident
quantum criteria. The latter approach has been general in medical malpractice compensation, but
it potentially restricts victims. Applying motor accident "floors" is complex and unreasonable in
medical malpractice cases, which often involve medical experts and long-term patients whose
genuine losses may exceed the standardised minimums. Additionally, quantifying medical injuries
(e.g., damage to internal organs or psychological harm) by applying “material damage” criteria, a
common standard in motor accident law, does not fit medical malpractice issues. The
compensation process must also reflect legality and proportionality to be legally grounded and
proportionate to the risk. Moreover, feasibility and phasing should be incorporated as a core
component, enabling the system to adopt updated standards and a phased implementation
approach, thereby preventing symbolic compliance.

In addition, the third layer consists of the mandatory professional indemnity insurance, which is
essential in clinical practice, given that it offers financial protection to healthcare providers, thus
alleviating their bankruptcy risks in cases of malpractice lawsuits and compensation. In addition,
liability incentives are highlighted in this layer as a workforce incentive that should be strategically
linked to measurable reductions in liability risk. This may involve the use of performance-based
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bonuses, e.g., PBF, on observing safety measures, reporting on the errors proactively, and being
part of the continuous professional development programs aimed at reducing the risk. The model
encourages accountability and patient safety culture and lessens institutional and personal liability
by encouraging behaviours that help reduce exposure to malpractices.

The early notification concept of medical malpractices and compensation is defined as the act of
providers reporting adverse events or occurrences too early, before the victim takes legal action.
According to Tom A. Augello, this approach underscores the timely involvement of providers and
their insurers. It promotes openness, active disclosure, and apology, despite the determination of
fault.!®” The main goal of such an approach is to speed up the process of compensation claims,
minimize litigation expenses, offer prompt services to the patients, and facilitate institutional
learning and reforms of policies.!?*° Thus, early notification promotes “open communication” after
patient harm, provides early support to affected patients and families, enhances system-wide safety
and governance by learning from incidents, and builds trust within the healthcare institutions. It
also greatly diminishes defensive medicine, which often results from a circle-the-wagons
approach.

Privacy by Design approach in health institutional governance is also incorporated in this layer.
This integration plays a crucial role in the delivery of health services, as it has the capacity to
enhance patient safety within a healthcare facility and during the adjudication of malpractice
claims.!®! Privacy by Design is about making privacy and data protection a part of how systems,
technologies, and even laws are designed and operate- before the personal data is processed at all.
PbD is a binding norm that will enhance accountability, mitigate the threat of data breaches, and
reinforce the safeguarding of fundamental rights of people, particularly in the healthcare field,
which poses significant risks. Dr. Ann Cavoukian developed this concept, which has become a
global standard.!>? It has been adopted by the authorities of data protection in various countries
as a necessary response to the increased threats posed by contemporary technologies.'>* The PbD
approach can play a key role in ensuring patient safety and facilitating the adjudication of
malpractice claims in Rwanda.

To measure the outcome in the landscape of the third layer, there must be reports on the rates of
complaints resolved through ADR, from the filing date (median day) to the ADR resolution (ADR
outcome). Additionally, the share of cases with a formal apology should be reported to facilitate
the incentivise liability. Additionally, the durability of ADR resolution can be evaluated by the
number of settled malpractice claims that do not require further litigation within one year after the
settlement resolution.
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The fourth layer integrates both ethical and legal perspectives, while establishing additional
remedial forums and mechanisms to address delays in malpractice complaints and compensation
procedures. In other words, collectively, the healthcare system and judiciary must guarantee fair
and transparent compensation mechanisms, even in cases where evidence is insufficient, by
adopting a no-fault compensation approach supported by a dedicated compensation fund for
victims of medical malpractice. Moreover, the layer suggests ADR mechanisms—such as
conciliation and mediation—to expedite the compensation process and minimise reliance on
lengthy and adversarial court proceedings.

There should also be a legal and policy framework to protect apologies, which facilitates learning
in a system and encourages the culture of justice. The layer further suggests a time-limited
settlement of the medical malpractice claims, which consolidates both fair and timely
compensation. This corresponds to and enhances the previous layer of compensation and
institutional governance, all of which are designed to provide justice in real-time.

The fifth layer regards “continuous improvement” in healthcare delivery and the malpractice
compensation process. It suggests ongoing monitoring and evaluation, quality improvement,
public reporting, policy updates, executive pay tied to safety, and healthcare financing to maintain
the integrity and resilience of the healthcare system.

Monitoring and evaluation practices with KPIs are essential in patient-centred healthcare delivery
and malpractice compensation processes as they enhance accountability and improve healthcare
delivery through greater support of the data-driven governance system that promotes operational
integrity and patient-focused outcomes. They also streamline the compensation procedures
through tracking efficiency, equity, and sustainability. Besides, tying executive pay to safety is an
essential approach Rwandan healthcare providers could employ to minimise malpractice incidents.
Executive pay tied to safety refers to bonuses or long-term incentives that are paid based on
measurable safety performance metrics.!%*4,1%°° They have been found helpful in the U.S. Hospitals
in reducing injuries or fatalities.'>

Furthermore, public reporting is the process that oversees the systemic release of performance
measurements, safety signals, and results to the stakeholders, such as patients, regulators, and the
general population. This method would increase transparency, accountability, and trust and
contribute to high standards of care among the providers. Public reporting of negative occurrences
or patient safety indicators permits benchmarking and the development of an organisational culture
of openness, which is vital in continuous improvement. In addition, during malpractice
compensation, the publication of claims information, settlement periods, and settlement
distribution policies by the government encourages fairness and systemic learning. It discourages
the fact that mistakes are hidden and extends informed policy-making by pointing out trends in
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negligence action and the sufficiency of cover. Moreover, frequent review of the policies will mean
that the governance structures are kept abreast with the changing clinical standards, legalities, and
social expectations. The policy changes implemented in healthcare delivery include new safety
measures, new technologies, and evidence-based practices to reduce risk and improve patient
outcomes. The malpractice compensation policy undergoes regular revisions to procedures on
claims handling, ADR mechanisms, and compensation limits, which guarantee effectiveness,
fairness, and adherence to international best practices. They also assist in institutionalizing patient-
centered strategies, including early notification and apology legislation. Both public reporting and
regular policy updates provide transparency of data, which creates an informed policy reform that
enhances accountability and safety. They are also essential to the creation of robust healthcare
systems and fair compensation systems, which are sensitive to the protection of patients and
institutional integrity.

Healthcare financing is another important trait of this layer, which plays a critical role in sustaining
safe healthcare service delivery and robust malpractice compensation. Appropriate funding
allocates resources to enhance quality care, implement patient safety initiatives, and train medical
personnel. It also supports timely and equitable compensation mechanisms, benefiting victims of
medical adverse events. Without stable financing, both preventive safety measures and responsive
compensation systems risk inefficiency and inequity.

Furthermore, introducing regulatory sandboxes could significantly benefit Rwanda’s healthcare
system, particularly when implementing innovative legal and governance mechanisms. They can
play a crucial role in the development of healthcare through various aspects, including creating a
safe testing environment, promoting evidence-based reform, fostering stakeholder engagement,
and driving innovation in governance. The public reporting and regular policy updates can use
these tools to reach their objectives.

These sandboxes are essential tools that can help establish a safe environment for testing when
health regulators are piloting new legal frameworks, such as no-fault compensation funds, ADR
mechanisms, and Duty of Candour obligations, before widespread implementation. Thus, they
could help reduce risk by limiting the scope to selected hospitals or regions. Additionally,
regulatory Sandboxes are crucial tools for collecting real-world data on key performance indicators
(KPIs), such as compensation timeliness, ADR resolution rates, and disclosure compliance, before
the adoption of any healthcare bill. This could help facilitate progressive improvement of
compensation models and the enforcement of patients’ rights. The regulatory sandboxes can also
encourage the stakeholders’ engagement and inclusion in healthcare by involving providers,
insurers, patient rights advocates, and regulators in designing the solution. This creates an
environment of trust and transparency, enabling sensitive reforms, such as protection of apology
and liability incentives, to be effectively implemented. Regulatory Sandboxes are also crucial to
innovation governance, where digital tools for complaints management, ADR scheduling, and
compensation fund management are used. They could also encourage risk-based regulation in line
with the country’s health system modernisation goals, reducing clinical adverse outcomes.
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Table 6. Suggestive model for enhancing patient safety and healthcare accountability in Rwanda

Patient
interaction and
safety

* Informed consent
* Patient dignity

* Information access
* Duty of Candour

* Safe apology

* Ensure equality,
inclusion, risk-
prevention, and
diversity

* Protection of
vulnerable individuals

* Human rights-based
care

« Patient-centred care
* PREMs and PROMs

Service delivery
competence and
reporting

* Pre-qualification
assessment

* Post-knowledge
assessment

» Teamworking
* CPDs
 Adherence to SOPs

» Feedback
mechanisms
(Feedback loops)

* PSIRF-style
learning

* Just culture

Institutional
governance and

compensation
* Institutional
accountability

* Privacy by Design

*Mandatory
professional insurance

* No-fault
compensation funds

* Liability incentives
* Fair compensation

* Transparent
quantum criteria

* Early notification

* Feasibility and
phasing

* Evaluation of post-

Ethical and legal
aspects

* Provision of specific
redresses pathways

* Incorporates ADR
(conciliation,
mediation)

* No-fault
compensation system

* Apology protections

e Time-bound
settlements

Continuous
improvement

* Ongoing monitoring
and evaluation (with
KPIs)

* Quality
improvement (QI
reviews)

* Public reporting

* Regular policy
updates

* Regulatory Sandbox

* Executive pay tied
to safety

* Healthcare financing

settlement durability

8.6. Conclusion

Patient-safety remains a major concern in the Rwandan healthcare system. Medical malpractice
remains prevalent across various healthcare facilities. However, the rate of malpractice incidents
is always underreported despite a higher actual occurrence of medical injuries. This underreporting
stems from various factors, including lack of public awareness on patient rights, fear of retaliation
and social stigma, costs of litigation and cultural practices which favour reconciliations. The
shortages in the existing legal and regulatory framework that has no proper corporate liability and
effective enforcement mechanisms are additional factors which hinder the successful
implementation of laws and policies that provide professional liability insurance, consumer rights
for healthcare user as a consumer of healthcare service and pharmaceutical products. The clinical
shortages induced by systemic shortfalls in healthcare planning, resources, and staff exacerbate
practitioner burnout and negatively affect safety.

To solve these problems, a five-layered model has been suggested to reinforce the patient safety
and enhance the process of malpractice compensation. It facilitates patient-centred and human
rights-based practices, informed consent, and the duty of candour, and improved service delivery
via CPDs, SOP compliance and a non-punitive culture of reporting errors. Other components of
the model include more institutional governance, obligatory insurance of liability, transparent
redress channels, ADR, no-fault compensation, ongoing monitoring, public reporting and
regulatory sandboxes.
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CHAPTER NINE

CONCLUDING REMARKS

9.1. Conclusion

This dissertation is designed to answer the central research question: “How does Rwanda
implement its medical liability framework, and what can be done to strengthen healthcare
accountability and patient safety?” The dissertation is structured in nine chapters to enable a
deep and systematic investigation of all the research questions. Throughout this analysis, which
integrates doctrinal and non-doctrinal approaches, the research shows that Rwanda has gone a long
way in creating a medical liability regime, but there are still structural, regulatory and operational
loopholes that undermines the regime’s effectiveness.

The first or preliminary part of this dissertation comprises of three chapters, providing the
background, conceptual, theoretical, and methodological foundation for the inquiry. The second
part of the dissertation engages directly with sub-research questions and composes five chapters
including chapters four, five, six, seven, and eight, some of which are exclusively designed to
answer specific sub-research questions. Then, the last part is Chapter Nine which embodies the
concluding remarks.

The research began with an introductory chapter, which plays a pivotal role in the background of
the subsequent chapters. It lays down the context of this research by providing a brief introduction
to Rwanda and its legal system. It also provides a historical evolution of the Rwandan healthcare
system, which brings the rationale for choosing Rwanda as a case study. It is important to note the
country’s efforts, after the 1994 Genocide against the Tutsi, in the establishment and empowerment
of healthcare institutions so that they work towards assuming accountability, safeguarding patient
rights and safety, as well as promoting ethical standards in medical practice.

The second chapter explores the conceptual framework and paradigmatic part of the entire research
by diving into various concepts necessary to understand the research and theories, and the
paradigm that underpins the study. Some of the key concepts discussed in this section include
medical malpractice, medical negligence, duty of care, and medical standards of care. These
concepts enable adequate comprehension of the research as they contribute much to the core
discussion of the topic. Besides, the chapter presents the Kantian deontological paradigm, which
underscores the moral duties and principles that healthcare professionals must uphold, irrespective
of outcomes. It is worth noting that this paradigm, if adhered to, can provide a robust ethical
foundation for medical practice in Rwanda. Besides, Chapter Two also presents professional
liability theory, which is the framework for establishing liability and accountability of
professionals such as medical practitioners for their acts or omissions causing harm to healthcare
service users. This spirit of professional liability has also been found crucial to guide this research,
as has been found practical in Rwanda through various institutions such as healthcare professional
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councils, the Rwanda FDA, and the Ministry of Health. Another paradigm that underpins this
research is ‘human error theory’ introduced by James Reason. This theory is systemic-focused by
acknowledging the organizational failures instead of attributing the causes of errors to personal
deficiencies and appealing to punishment. The adoption of this model can significantly cultivate a
“just culture” within healthcare organisations. In Rwanda, its implementation into hospital
management can create an opportunity to reduce preventable harms, support accountability, and
foster a culture of safety and continuous improvement. The chapter concludes by highlighting the
importance of adopting those models as they corroborate compliance with accepted international
medical standards to ensure the safety of healthcare service users and accountability within the
Rwandan healthcare system.

Chapter Three described the mixed-method approach utilised to examine the legal framework and
to evaluate its realisation in the broader context of the Rwandan socio-legal framework. The
doctrinal part focuses on a systematic analysis of relevant legal and regulatory sources to establish
the legal basis and identify gaps or uncertainties. A non-doctrinal approach has enabled the
evaluation of the actual functioning and effectiveness of legal and regulatory frameworks in
practical settings, considering socio-legal contexts and stakeholders' perspectives. The chapter
further details methods and techniques utilized throughout both the data collection and analysis
stages.

Addressing the first sub-research question, ‘To what extent do medical malpractice and
negligence cases occur in Rwanda, and what are their predominant forms and underlying
contributing factors?’ was done throughout Chapter Four, which discusses particularly the
landscape of medical malpractice in Rwanda. It examines the common forms of medical
malpractice, their contributing factors, and remedial pathways. This chapter presents empirical
data collected from healthcare professional councils, the Ministry of Health, and the judiciary
throughout this study.

The chapter begins with a global view on medical malpractice by citing the 2018 report of the
World Bank, WHO, and OECD, which documented that medical malpractices occur in all
countries, with exceptionally high intensity in low- and middle-income countries, where the
situation worsens. This is not a unique problem for the developing world; the 2020 OECD report
on the economics of patient safety also indicates that unsafe health care claims the lives of 4 out
of every 100 patients in the developed world and that more than 1 in 10 patients incur injury due
to safety lapses in their treatment.

After offering a global overview of medical malpractice, the chapter provides a short literature
review on medical malpractice and some of the underlying factors in Rwanda. It further presents
the findings from data collected under the present study. The findings reveal that prevalent forms
of medical malpractice include diagnostic errors, medication errors, wrong-site surgeries, maternal
and neonatal injuries and deaths, postoperative care and monitoring, documentation lapses, and
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breaches of informed consent. Obstetrics/Gynaecology has been documented to be the leading
source of complaints. In addition, several factors that contribute to medical malpractice incidents,
were discussed under this chapter through three main arrays including systemic factors,
organisational factors, and human factors.

Furthermore, the discussion goes to the effects of medical malpractice and negligence in patients
and their families, where they experience the loss of human lives, iatrogenic injuries, reduced
quality of life, prolonged hospital stays and readmissions, and extra-health costs. This discussion
also extends to the effects of medical malpractices on healthcare providers, including professional
consequences and changes in practice resulting in defensive medicine. The discussion does not
cease without highlighting the effects of medical malpractices on the healthcare system and the
community, including posing a burden on the legal system through litigations, increased costs,
erosion of public trust, and influence on healthcare access and cultural behavioral shift.

The discussion concludes by raising some concerns about the compensation system, which is
challenging due to a fault-based model, which typically requires a guilty conviction against the
defendant to obtain compensation. This leaves the victims without adequate compensation despite
the injury suffered. The research makes a call for systematic re-examination of the current medical
and legal frameworks to ensure patient safety and justice to improve the victim’s reparation, reduce
blame on individual practitioners’ actions, and focus on systemic weaknesses’ correction, as
outlined in Human Error Theory.

Chapters Five and Six covered the second sub-research question: ‘How do Rwanda’s legal and
regulatory frameworks establish a liability regime for malpractice and negligence, and what
challenges undermine its effectiveness?’ These chapters dive into efforts of the Government of
Rwanda in pursuing a legal and regulatory environment that prevents unsafe healthcare practices
and outline challenges that hinder its implementation. Chapter Five examines various legal,
regulatory, and institutional frameworks available to safeguard the healthcare users’ rights and
safety. This entails various patient rights enshrined in the constitution and the healthcare law,
together with the duties and responsibilities of medical practitioners towards their patients. It also
highlights the gaps existing within the medical liability system. The same chapter discusses the
complaint pathways and institutional process towards the medical liability complaints. Besides,
Chapter Six is core to the subject matter of this research. This discusses the liability of medical
malpractice in depth. It begins with a historical background of medical liability and its rationale.
In this regard, it provides a foundation for medical liability since the era of the Law of Hammurabi
(1794 BC), Chinese Confucian precepts (515-476 BC), to the Rwandan pre-colonial kingdom era,
where disputes over harmful treatment were informally resolved through a community-based
process handled by elders or local councils applying customary law. This has progressed with
modern medicine under the German and Belgian colonial periods, whereby Rwanda’s medical
liability system followed European civil and penal codes (Belgian law), applied mainly to
Europeans and formal institutions, while the related disputes for native patients could be resolved
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informally and rarely went to courts. The discussion underscores the role of laws from the colonial
legacy in addressing medical malpractices as either a civil or criminal issue. Such continuous
evolution led to the establishment of the medical council in 2003 and notable law reforms after the
Genocide against the Tutsi, which accelerated the recent consideration of the foreign precedents
and doctrines in Rwanda’s medical liability system.

Besides, the discussion turned to the rationale justifying medical liability including protection of
healthcare users, legal compliance, deterrence, accountability, and reparation. It further explores
the ethical dilemma in healthcare accountability, including injury without damage (Injuria sine
damnum), where a doctor’s opting to undergo a painful procedure while there is a less painful
option may raise a legal claim. This ethical dilemma extends to accountability without injury,
where medical lapses (near misses) could be punished based on the likelihood of causing medical
harm next time.

The models of medical liability have been investigated, including tort-based systems, no-fault
compensation, and a hybrid system. The fault-based compensation system is discussed, and
various case laws in Rwanda and abroad were referenced to substantiate the discussion. Vicarious
liability and grounds for excluding medical practitioner fault and liability are outlined. It should
be noted that the Rwandan system of liability supports the fault-based liability mechanism through
mandatory insurance and the establishment of committees responsible for addressing disciplinary
faults in healthcare facilities, although it is expensive in terms of procedure and stressful in proving
the breach of duty of care owed due to its adversarial nature and time cost. On the other hand, the
no-fault compensation system, which is dominant in Denmark, Finland, New Zealand, and
Sweden, facilitates healthcare users who suffered harm to receive compensation without having to
prove negligence through the technicalities of a court case.

The discussion extended to various liability principles and rules, including the application of the
doctrine of ‘novus actus interviens,” which limits or excludes the defendant's liability by reducing
the causal remoteness in the chain of events that resulted in an adverse outcome, when any act or
event interrupts the causal chain between the defendant's original event and outcome. The eggshell
skull rule has also been discussed. This imposes the defendant's liability for the full extent of the
claimant’s unforeseeable and common reaction to the defendant’s negligent or intentional
wrongful acts, as long as they constitute a proximate cause.

Moreover, the ‘Bolam test,” the common law doctrine, and the Bolitho addendum, which redefined
the Bolam test, were examined to enable the understanding of the standards of care in civil law. It
is worth noting that although Rwandan courts do not recall the Bolam test, their practice reveals it
as medical expert reports play a pivotal role in the assessment of the defendant’s conduct against
the standards of professional norms.
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Various forms of medical liability in Rwanda were examined, including professional liability,
administrative liability, civil liability, criminal liability, and corporate liability. Professional
liability is exercised by professional medical councils through professional disciplinary measures
based on the nature of the fault, while administrative or disciplinary liability (disciplinary
sanctions) are imposed by Government institutions, such as the Ministry of Health and public
service commission, after administrative disciplinary proceedings determined by the Presidential
Order on Professional Ethics.

Furthermore, both civil and criminal liabilities are imposed through court proceedings. For civil
liability, the basis for determining civil damages may be based on the contractual relationship
between healthcare providers and healthcare service users. Civil damages may also be based on
the vicarious liability, also known as imputed liability, as providers could be held liable for the
torts of their employed medical practitioners. Additionally, if the criminal court convicts a medical
practitioner of committing a criminal act against the patient, the latter is sentenced. This is similar
to the situation where the court finds the suspect guilty of an overwhelming negligence (gross
negligence) that harmed the patient, such as involuntary manslaughter, the practitioner is sentenced
under the general criminal code of Rwanda, despite the lack of intention to cause that harm.
Besides, the chapter extends the discussion about medical liability in Rwanda by analyzing how
the damages in civil actions arising from medical crimes are assessed with a comparative approach,
in which various approaches in different jurisdictions, including France, Hungary, South Africa,
and Canada, were considered.

Corporate liability is another approach in place that contributes tom medical liability within the
context of tort law. This is also known as institutional liability, which aims to promote high-quality
care and enhance organizational accountability for systemic failures. It evokes the doctrine of
“respondeat superior” in the context of hospital liability. In this regard, behaviours such as the
organisation’s shortage of occupational safety and health measures could be punished. In the
Rwandan context, providing a safe care environment to patients is a “non-delegable duty” for
healthcare providers. This compels them to fulfill their obligation to implement risk assessment
systems that reduce the incidence of medical malpractice, whose failure may invoke corporate
liability notwithstanding a lack of medical practitioners’ negligence.

Medical liability was also analysed from a human rights perspective, where the Constitution of
Rwanda recognizes fundamental rights such as the right to life and physical and mental integrity,
and various international and regional legal instruments, such as I[CCPR and Banjul Charter, to
which Rwanda is part, acknowledge the principles of restitution, compensation, rehabilitation,
satisfaction, and guarantees of non-repetition. With a human rights approach, a victim who is not
content with the decisions of the local courts may seek justice from regional or international courts
such as the African Court of Human and Peoples’ Rights.
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The doctor-patient relationship (professional-patient relationship) is a contractual relationship that
also may be the basis for medical liability. This contract is implied as it is founded on the doctor’s
acceptance to treat a patient, with an obligation to provide medical care aimed at restoring the
patient’s state of health or for medical needs. It imposes an obligation to provide care with
reasonable skill and knowledge, diligence, and compliance with medical standards. This
contractual relationship has far-reaching implications. From this angle, even third parties, such as
hospital visitors and the patient's family members affected by medical treatment, fall within the
protective scope of the patient’s contractual rights and may invoke claims for breach of contractual
obligations owed to the primary patient. Although this is not common in Rwanda, it is another
avenue that could be explored to obtain compensation resulting from medical malpractice harm.

Under consumer protection act, medical liability is also possible. In this regard, a healthcare
service user is considered a ‘consumer’ while a healthcare service is a consumer transaction and a
business that sells services and products, including medical devices and medications. Although
this framework is not well developed in the context of healthcare service provision, consumers of
healthcare services who have been harmed by a deficiency of healthcare services may take action
against the providers. Such liability could also be extended to healthcare-providing corporations
that fail to comply with consumer safety standards in healthcare. Additionally, strict liability for
failure to warn and failure to counsel could be imposed on a medical practitioner who fails to
prescribe an appropriate medication or who does so without informing the healthcare service user
of the associated risk information could also be held liable. In the same vein, pharmacists could be
held liable for patients’ harm resulting from dispensing the wrong medication. There is also a
possibility of their liability when they fail to identify clear prescription errors, cause mass drug
injuries, or practice off-label marketing. This liability may also extend to pharmaceutical
manufacturers for drug defects in design, manufacturing, or labeling.

In Rwanda, the recoverable damages in medical malpractice cases include both pecuniary
liabilities (economic damages) and non-pecuniary liabilities (emotional damages). Pecuniary
damages are objective and involve both damnum emergens (direct loss) and lucrum cessans
(prospective loss) while emotional damages cover subjective, non-monetary harm or human cost
that cannot be precisely measured, although it has a significant impact on the victim’s quality of
life. This comprises ‘pain’ and ‘emotional suffering’ endured by the victims of medical
malpractice.

A comparative approach was used to assess how civil damages are awarded in jurisdictions of
France, Hungary, South Africa, and Canada. In France, any harm suffered without limitation,
known as “tout préjudice doit étre réparé,” could be awarded based on Article 1382 of the 1804
French Civil Code, which was revised to Article 1240 in 2016. Thus, even future economic losses
(lucrum cessans), such as long-term care costs, could be awarded. The French framework of
handling medical malpractice claims could involve judicial courts and the administrative branch,
dealing with the state bodies in the event of a medical accident.
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In France, pecuniary damages involve direct financial losses and future economic losses, such as
long-term care costs, and consequential harm. Additionally, non-pecuniary damages are awarded
for a wide range of harms, encompassing pain and suffering (pretium doloris) or loss of enjoyment
of life, and forms of stand-alone harm (préjudice moral pur), including violations of personality
rights, honor, dignity, or emotional integrity.

In Hungary, the liability system is strictly restorative. Courts can award pecuniary damages
(vagyoni kar) and non-pecuniary damages (nemvagyoni kar). While monetary damages are to
compensate monetary losses suffered by the aggrieved party due to negligence or medical
malpractice, non-pecuniary damages are provided within the judge’s discretionary power and have
been replaced by restitution under the 2013 civil code. This enables any person whose personality
rights were infringed upon to take action. When the patient’s death results from medical
malpractice, dependents of the deceased can petition for the loss of maintenance.

In South Africa, Courts can award both pecuniary and non-pecuniary damages based on fault
(culpa) under tort law. The liability system is founded in the 1957 State Liability Act (Section 1).
They also apply common law principles supported by legal precedents to award damages for harm
suffered resulting from medical malpractice. Courts can also grant damages for the suffering
endured due to infringements of the constitutional rights of others and for psychiatric injury or
emotional shock. The compensation in kind is also possible in the form of delivering healthcare
services in a public health institution.

In Canada, both pecuniary and non-pecuniary damages may be awarded in medical malpractice
cases, which are governed by a fault-based liability system rooted in tort law. Medical malpractice
claims and liability are based on provincial procedural rules and regulations. Liability is assessed
against reasonable standards of care. As in Rwanda, proving the practitioner’s failure to meet the
standards of care as outlined under the 1956 case of Crits v. Sylveste has always been hard and
requires medical expert reports. The evidentiary and procedural complexities of such claims
necessitate claimants’ legal counsels while physician-defendants are commonly represented by the
Canadian Medical Protective Association (MPA), which provides legal defense and
risk-management support to its members.

This chapter has extended the analysis by examining the available remedial avenues and
dispute-resolution forums accessible to healthcare users in Rwanda, to which they can take action
before the expiry of five years from the occurrence of the adverse event. The regulatory and
professional bodies have complaint mechanisms in which patients who suffered harm can formally
report alleged malpractices or medical practitioners’ misconduct. Those bodies carry out thorough
investigations and can take disciplinary measures against the healthcare practitioner who is found
guilty through suspension, revocation of licenses, or other disciplinary sanctions provided by the
governing law. Besides, ADR is an alternative approach for resolving medical malpractice
disputes. This is done independently or as a court-annexed mediation, which is formally done
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through a pretrial conference and judge-facilitated mediation. Then, courts remain the main forums
for adjudicating medical malpractice cases, applying principles of tort law, contract law, or
criminal law. However, court proceedings are criticized for their length and procedural complexity,
which may compromise the timely access to justice.

The chapter highlights that liability is crucial for ensuring accountability, deterrence, reparation,
and law compliance. At the same time, the imposition of liability is associated with several
challenges, including the appearance of Medical Malpractice Stress Syndrome (MMSS), defensive
medicine, and malpractice-induced exit, career transition, and change in practice.

The third sub-question, ‘What mechanisms can promote healthcare accountability and patient
safety in Rwanda?’ is well answered under Chapter Eight, which is the last part of this dissertation
before conclusion. This part entails the mechanisms aimed to avail a comprehensive framework
that safeguards accountability and patient safety in the Rwandan healthcare system. It begins by
recalling the available remedial situation on medical malpractice and tries to concoct the solutions
for identified problems, including limited healthcare accountability and loopholes in the regulatory
framework, as well as systematic and operational challenges.

While there is a journey towards patient safety and fair compensation, the growth of healthcare
services commercialization presents the complex dynamics between profit motives and patient
welfare. This poses a regulatory issue that lacks the healthcare service consumers’ protection and
corporate liability to hold healthcare providers liable alongside individual medical practitioners.
There is a lapse of institutional oversight in this respect, which exposes patients to risks, with no
special public regulatory authority to enforce adherence to the standards of quality and safety in
healthcare delivery. The situation is exacerbated by the non-operative professional liability
insurance.

The proposed solutions include the establishment of an enforcement mechanism that ensures
transparent quantum criteria, settlement of malpractice claims within a time-bound framework,
provision of apology protection, and implementation of a no-fault compensation system. To
address those issues, the researcher proposes the expansion of regulatory framework underpinning
medical liability in Rwanda, to include corporate responsibility and human rights obligations.
Besides, the researcher proposes the enactment of ministerial orders implementing the healthcare
law to promote accountability and transparency in healthcare service delivery and adequate
compensatory regime for malpractice victims. In this respect, the establishment of a standardized
process for vetting and accrediting medical experts for medical litigation was found necessary.
However, such legal framework should cope with the gap between statutory mandates and their
practical enforcement. For example, it must create an environment that enables the liability
insurance functioning. Furthermore, alternative dispute resolution approaches such as mediation
and negotiation in medical malpractice cases have been proposed to avoid a compromise to the
legitimacy of practitioners through adversarial and prolonged proceedings and criminalization.
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Therefore, the findings of the dissertation support the hypothesis that medical liability is an
essential factor in protecting the rights of patients, healthcare quality, and the confidence of the
population in the health system. Rwanda has developed a substantive base to such a system, but
much reform is needed to make it more consistent, available, and equitable. The process of
enhancing the accountability of healthcare will need not only legal reforms but also cultural and
institutional change, i.e., systems thinking, supporting a just culture, strengthening ethical practice,
and making sure that remedies for harm are effective and expedient. Finally, this study adds to the
ongoing debate on patient safety and medical responsibility in that a robust medical liability system
should create equilibrium between deterrence and learning, punishment and prevention, and
personal blame and systemic study. In the case of Rwanda, pursuing this equilibrium is not only a
legal requirement but a move towards high quality, equitable, and safe healthcare to all.

9.2. Recommendations

The findings of this research highlight various implications for both policy and practice. Each
malpractice case signals an urgent need to strengthen and refine systemic safeguards. Following
that, I propose various actions below. If the recommended actions are implemented, particularly
the suggested model for strengthening patient safety and healthcare accountability in Rwanda, the
optimal healthcare system can be realised. The system that prioritises safe and reliable service
delivery, upholds patient-centered care, ensures rigorous regulatory compliance, and incorporates
effective mechanisms guaranteeing timely and fair compensation for patients who suffer harm
from medical malpractice and negligence.

The Government of Rwanda is recommended to strengthen legal and regulatory frameworks to
reinforce patient protection and empower regulatory enforcement. For example, there is a need for
clear statutory definitions of malpractice and negligence to remove ambiguity and improve
consistency in adjudication. This goes with updating the healthcare laws and professional
regulations to align with modern medical standards involving clearer duties of care, informed
consent rules, and obligations for documentation. This goes with standardization of clinical
protocols to meet the current legal expectations and revising the disciplinary codes to ensure
proportionality of sanctions and transparent procedures. Legal and regulatory reforms should
streamline fostering a culture of safety, transparency, accountability, and reporting in healthcare
delivery. They should also enhance the value of expert evidence in malpractice litigation.

Healthcare professional bodies jointly with the Government of Rwanda are recommended to
improve complaints and redress mechanisms. There is a need for chamber specialized for medical
malpractice complaints in Rwandan courts and a reinforcement of ADR mechanisms to accelerate
resolutions of these cases. Besides, mandating institution level grievance offices in hospitals with
defined timelines for response, reporting obligations, and oversight is another approach they could
expediate malpractice complaints. This implies the implementation of patient support units to help
victims understand processes and access medical records and encouragement of broader use of
ADR (mediation, expert review panels) to reduce court loads and uphold patient—provider
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relationships. Additionally, open reporting channels should be initiated and the attitude that patient
safety supersedes protectionism of a profession should be instilled.

The Ministry of Health and healthcare professional bodies are also recommended to enhance
professional accountability and standards as well as encourage reporting. This can be done by
improving CPDs by focusing on patient safety, ethics, and documentation. It should be taken
together with mandatory adverse-event reporting systems that are protected, confidential, and non-
punitive to encourage learning. In this regard, it is important to put in place the regulatory
mechanisms enhancing transparency and accountability to accelerate the underreporting of
malpractice incidents, which underestimates the true scope of the malpractice problem. In addition,
these mechanisms should provide legal protection for whistleblowers to discourage the culture of
silence and concealment, which hinders the testimonies from peer medical practitioners. The
possibility of these requires various practical strategies including the health facilities’ adoption of
clinical governance structures, such as morbidity—mortality audits, peer-review systems, and
safety committees. They should also improve supervision, staffing norms, and workload
management, as overburdened practitioners are more prone to errors. However, incentivising
compliance, promotion of learning from errors, and establishment of independent quality control,
grounded in human error theory constitute part of enablers for the achievement of these initiatives.

It is recommended that the Ministry of health, professional healthcare bodies, and providers
establish strategies for strengthening patient protection and empowerment. The guaranteed
patients’ rights to access medical records and patients’ participation in decision-making through
informed consent should be enhanced. In this regard, the routine hospital procedures should
incorporate patient-centred communication standards. Healthcare providers should introduce
patient information sheets or leaflets and improve the informed consent forms to incorporate
multiple languages to serve diverse populations. Besides, there should be national patient
education programs and guidelines on informed consent and other patient rights to empower
patients to become active participants in their healthcare decision-making. This will improve the
quality of healthcare and provide equitable treatment to every patient.

To harminise the process for compensating harm resulting from medical malpractices, the
Government of Rwanda is recommended to enforce medical liability insurance. The mandatory
professional liability insurance for healthcare practitioners is provided by healthcare law, but it
should be implemented. This will enable healthcare providers and practitioners to integrate risk
management frameworks that facilitate to compensate for malpractice incidents. In this regard,
legal and insurance compliance should necessitate clear documentation and adherence to
protocols. Besides, no-fault compensation scheme should be introduced for certain categories of
injuries in order to reduce the reliance on court proceedings.

Moreover, it is recommended that the Government of Rwanda, healthcare professional bodies, and
health care service providers cooperate to improving data transparency and monitoring. In this
regard, there is a need for development of a national database of malpractice claims, disciplinary
actions, and adverse events. Besides, all facilities must adopt electronic health records,
standardized incident reporting tools, and regular audits. Adapting new technologies in healthcare
recording and reporting will mitigate some medical errors resulting from information flaws. They
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will also enable evidence-based medicine and specialized medicine, which are based on data from
documentation systems and integrated electronic health information systems. Public reporting on
patient safety indicators must be periodic, and the usage of data analytics can guide training
priorities, staffing needs, and targeted interventions.

Furthermore, it is recommended that the Ministry of Health, healthcare professional bodies, and
healthcare providers align healthcare service delivery with international standards. There should
be a continuous harmonization of harm national frameworks with WHO patient safety guidelines,
African regional health instruments, and best practices from well-functioning liability systems. In
this regard, Rwandan healthcare should incorporate best practices from various jurisdictions such
as Canada and France on the compliance and safeguards for patient safety and quality care services.
Additionally, the promotion of cross-border learning through benchmarking, regional conferences,
and academic collaborations is equally important. This should also include interdisciplinary
collaboration such as legal and medical professionals. Besides, apart from local accreditation,
Rwandan hospitals should seek international accreditation models such as Joint Commission
International (JCI) and SafeCare, to raise standards and reduce risks. They should also adopt
evidence-based clinical guidelines compatible with international norms.

Finally, to enhance patient safety and effective compensation of victim of harm resulting from
medical malpractice and negligence, it is recommended that relevant stakeholders including the
Government of Rwanda and major healthcare stakeholders such as the private sector, non-
governmental organisations, academic and research institutions, and other development partners
institutionalise effective cooperation. This partnership must focus on aligned efforts in health
financing, professional training, research, data sharing, digital health innovation and technology
transfer, which lead to safer care settings and more credible compensation systems. The
multi-sectoral collaborative model must also extend to the justice sector, especially the Judiciary
and the Rwanda Bar Association, to facilitate consistent and effective handling of medico-legal
claims and increase the availability and integrity of remedies to patients.

9.3.  Suggestions for future research

Future research could include the reasons behind underreporting medical incidents that undermine
the actual injuries caused by medical malpractice and negligence. It may also involve comparative
research with countries where medical liability systems are established, and empirical research to
capture the views of patients, practitioners, and regulators to gain a better insight into how the law
works in practice. Additional scrutiny of insurance mechanisms and alternative dispute resolution
might shed some light on their functions in enhancing the accessibility of remedies. The
interdisciplinary collaboration between the legal analysis and the area of public health and health-
systems management would also assist in formulating more adequate reforms on patient safety and
professional responsibility. The topic of medical liability during the age of artificial intelligence
should also be explored in future studies, especially as the system of algorithmic decision-making
is more likely to enter the field of healthcare service provision. This investigation would yield
useful information about the distribution of the responsibility to clinical decision-making through
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Al and aid in creating the accountability models that would allow the safe, ethical, and transparent
implementation of these technologies in clinical practice.
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Appendix I: Interview Guide
What are the RMDC’s responsibilities vis-a-vis the claims involving medical practitioners?
Have you dealt with cases of medical malpractice and negligence in your workload?

If you dealt with cases of medical malpractice and negligence, how many cases have you
handled to date? This entails the annual statistics years on those resolved and those reached
the prosecution and courts. (for 10 years if applicable)

(a) How many cases have you received from 10 years ago?

(b) Could you demonstrate the number of complaints per annum and their related areas of
specialties/departments?

(c) How many of them were confirmed medical malpractice and negligence?

(d) Among the received cases, how many of them are involving the medical practitioners?
(e) Which actions were taken by RMDC as a remedial approach?

(f) How many cases are still pending?

(g) Why are they still pending or what are the factors contributing to the delay?

(h) What do you propose for speeding up the process?

By which means does a medical malpractice complaint reach your organization? Tell us
the process.

Do you see any effects of medical malpractices and negligence on Rwandan healthcare or
Rwandan society at large? If any, what are they?

If annually calculated, what is the social and economic value of medical malpractice in
Rwanda?

How often do you receive medical malpractice complaints (daily/weekly/monthly/or
annually)?

Do you find it normal or very high concern?

What is the nature of those medical malpractice and negligence cases? — E.g.. diagnostic
error, failure of counselling, patient mistreatment, wrong procedure, wrong-site surgery,
violation of informed consent, lack of aftercare, unsuitable health management, or other?

Have you ever dealt with any medical malpractice or negligence claim related to the
violation of personal health data protection? If any, tell us about it shortly. How have you
handled it?
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10.

11.
12.

13.

14.

15.
16.

17.
18.

19.
20.

21.
22.

23.

24.
25.
26.
27.

Is there any other type of medical malpractice claim, which is not described here, that you
have received? If any, what was it and how have you solved it?

Which clinical department is likely to have many cases of patient adverse events?

Are there any defensive medicine issues in Rwanda as a clinical strategy for avoiding
medical malpractice lawsuits and compensation in the future?

What do you see as the main factors contributing to medical malpractice and negligence in
Rwanda?

Are there any household health-related malpractices contributing to medical malpractices
in Rwanda? (Those may include the patient’s history of, for example, improper medication
management, failure to seek timely medical care, unhealthy dietary habits, cultural beliefs
and practices, negative lifestyle health choices, and improper sanitation and hygiene).

If any, what are they and how could they contribute to patient adverse events?

Is a cost-benefit standard an issue in Rwandan healthcare? (Cost-benefit standard means
providing health care services based on the patient’s financial capability. This has been
influenced by other actors like insurers and pharmaceutical companies to increase the
imbalance of healthcare services)

What are the conducts that could lead to the liability of a medical practitioner?
Are there any legal or policy frameworks regarding patients’ safety?

Do medical practitioners adequately understand patient rights and respect them?

What do you understand from informed consent and how could it be appropriately
employed in Rwandan health care institutions?

Is there any medical code of conduct? If any, what does it provide in this regard?

What are the sanctions for a medical practitioner who is found guilty of malpractice or
negligence in his or her professional career? Administratively, civilly, and criminally.

What do you think about the proportionality of the fault/offence and the sanctions? Are
they suitable or not? Is there any harm scale?

Is there any professional liability insurance for medical practitioners?
If any, does insurance cover medical malpractices and negligence?
What are the remedial recourses for a victim of medical malpractice and negligence?

Are there excuses for medical liability in case the practitioner’s malpractice or negligence
resulted in patient harm?
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28.

29.

30.

31.

32.
33.

34.

35.

36.

37.

What are the Committees for Conciliation and Compensation for Health Risks and how do
they assist in medical malpractice and negligence cases?

What do you think are the appropriate legal or policy measures that could improve the
patient’s safety and prevent medical malpractice and negligence in Rwanda?

What do you think could be the remedial forums for medical malpractice and negligence
claims? (E.g: with administration, courts, ADR).

What do you think could be the best approach? (E.g.: no-fault and fault-based liability
approaches)

Do you think of any legal or regulatory gaps in this regard? If any, what is it?

(a) Who do you propose to be the actors in ensuring patient safety and access to justice?
(b) How should they be involved? (Probe for all possible actors but also ask for the
possibility of inclusiveness and a patient-centered approach if it doesn’t come out
naturally).

Could you give me an example of what should be done to prevent medical malpractice and
thus medical liability?

Are there any worries or concerns about the liability of medical practitioners? What are
your hopes and concerns?

What are the challenges you experience when you are dealing with medical malpractice
cases?

Should there be any input or concern, please, let us know.
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