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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 (registration open: 14:30)
Venue: Mitsui Sumitomo Insurance, 14F 1402-03

http://www.ms-ins.com/company/network/map_surugadai.html

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 Center 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: 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)

Registration fee: 5,000 yen (prior payment to bank account is required, so we will give you instruction
replying to your registration e-mail)

Discount for members of organizers: 3,000 yen

Registration should be by e-mail to:

Clinical Research Risk Management Study Group

(Please send your e-mail to ALL of the three)

Mr. Hasegawa : yasushi.hasegawa@ms-ad-hd.com

Ms. Yoda : m-yoda@ms-ad-hd.com; Ms. Nishimura : kaori.nishimura@ms-ad-hd.com
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