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Ethics and regulations of clinical research 
in South Africa

Ames Dhai
Steve Biko Centre for Bioethics, University of the Witwatersrand, Republic of South Africa

Abstract
　　This is the record of lecture of Professor Ames Dhai, at the seminar titled “Japanese new law on 
clinical research and human research ethics in South Africa: Development and ethical partnership toward 
global health”, organized by “Clinical Research Risk Management Study Group”, co-organized by “Clinical 
Evaluation (Rinsho Hyoka Kankokai Inc.)”, supported by “Japan Pharmaceutical Industry Legal Affairs 
Association (JPILA)” and “Japanese Association of Pharmaceutical Medicine (JAPhMed)”. The seminar was 
held on September 29, 2016, at Venue: Mitsui Sumitomo Insurance, Tokyo, Japan.
　　She introduced her contribution to set up the Centre with the name of Steve Biko, a prominent human 
rights activist, who was killed at 31 years of age, in the apartheid regime, as he struggled for “black 
consciousness” and establishment of equality and freedom of black people.
　　After the abolishment of apartheid in 1994, South African Constitution was established. It defines the 
“Bill of Rights” which clarifies that everyone has the right to bodily and psychological integrity, including 
the right not to be subjected to medical or scientific experiments without their informed consent. This is 
based on the United Nation’s International Covenant on Civil and Political Rights as agreed in 1966.
　　She also introduced South Africa’s regulatory framework of research ethics to protect human and 
animal research subjects, including ICH-compatible GCP regulations for clinical trials. Her lecture provided 
much of insights and wisdom for the Japanese to learn true meaning of ethics, human rights and research 
regulations in the international context.
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1．Origin and overview of Steve 
Biko Centre for Bioethics
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Fig. 1　Steven Bantu Biko

Steven Bantu Biko

Table 1　Biko ‒ improper care
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2．Research ethics: objectives, 
components, and challenges
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autonomy

beneficence/non-maleficence

justice

The Human Research Ethics Committee (Medical) at one of its monthly meetings

Centre Staff
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3．Tragedies and scandals
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4．International ethics and 
regulatory instruments

5．South African ethics and 
regulatory instruments



－W24－

6．South African ethics and 
regulatory instruments: 
Bill of Rights 

7．South African ethics and 
regulatory instruments: 
National Health Act and 
National Health Research 
Ethics Council
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Table 2　South African instruments and guidelines for health research



－W26－

8．South African ethics and 
regulatory instruments: 
clinical trials and Health 
Research Ethics Committee



－W27－

9．South African ethics and 
regulatory instruments: 
other oversight committees
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10．South African regulatory gaps 
and current standards of care 
discussion
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Table 3　Regulatory gaps in PPS and MCC Document (guidelines)
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Program of the seminor

Japanese new law on clinical research and human research ethics in South Africa
Development and ethical partnership toward global health
   Sept 29, 2016, Thursday, 15:00-18:00
   Venue: Mitsui Sumitomo Insurance, 14F 1402-03

Agenda:
Japanese new law on clinical research is going to be issued to regulate clinical research to find safety or efficacy of medicinal 

product. Especially the research of unauthorized products or research funded by a company is to be strictly regulated by this 
law, with additional requirement of prior submission to regulatory authority. The law will also install legal framework of ethics 
committee. Furthermore, the law requires information of company’s research funding to be disclosed to public. Such regulatory 
framework was proposed responding to recent affairs of scientific misconducts and retractions of papers from high-impact 
factor journals, as the results of some of inappropriate relationship among academic researchers and companies. The new law is 
expected to restore confidence of Japanese research and to contribute to healthcare improvement.

On the other hand, in South Africa, as the consequence of abolishment of apartheid and as the conquest of liberty of people, 
they established in 1996 the Constitution to assure human dignity and to prohibit human experimentation without informed 
consent. Their GCP regulation under pharmaceutical law covers clinical trial not limited to such trial aiming at product approval.

In recent world trend to promote international collaborative clinical development toward global health, we should find 
desirable and ethical path of drug development for people most in need, and how funding should be designed. We would like to 
provoke discussion as the first step toward ideal and ethical international partnership toward global health.

Lectures:
Dr. Yuso Tomohira, Japan Pharmaceutical Industry Legal Affairs Association (JPILA)
      “Japanese new law on clinical research and future perspective” (in Japanese)
Prof. Ames Dhai, Steve Biko Centre for Bioethics, University of the Witwatersrand
      “Research regulation and bioethics in South Africa” (in English)

Chairpersons:
Prof. Hiroshi Watanabe, Department of Clinical Pharmacology and Therapeutics, 
      Hamamatsu University School of Medicine/National Center for Global Health and Medicine
Dr. Takayoshi Tokuyasu, Japan Pharmaceutical Industry Legal Affairs Association (JPILA)
(English-Japanese explanation (not direct interpretation): Chieko Kurihara)

Organized by: Clinical Research Risk Management Study Group
Co-organized by: Clinical Evaluation (Rinsho Hyoka Kankokai Inc.)
Supported by:  Japan Pharmaceutical Industry Legal Affairs Association (JPILA);

The Japanese Association of Pharmaceutical Medicine (JAPhMed)
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