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Learning from the TGN1412 case
— Drug regulation fails to protect human subjects —

Chieko Kurihara
Center of Life Science and Society

Abstract

Background Much has been discussed about TGN1412 case, phase 1 clinical trial accident in a hospital in
London, but there has been very little information on official assessment or inquiry on ethical issues based on
rigorous fact or documentation.

Objectived1To clarify the primary issues to be learned from the TGN1412 case, from ethical, legal, and social
perspectives.

Method[J Narrative, non-systematic review of information firstly, documentation of the TGN1412 trial, i.e.,
trial protocol, investigator’s brochure, informed consent form, etc.0secondly, review of government reports
or announcements on this casel thirdly, review of international literature, including journal articles and news
reports, for all focusing on issues of informed consentd compensationl ethics review and the research
regulation system.

Results[ No significant assessment by the Medicines and Healthcare Products Regulatory Agency! MHRAD
or the Expert Scientific Group] ESGOdesignated by the Department of Health of the United Kingdoni] UK
could be found on informed consent, compensation, or ethics review of the TGN 1412 trial case. Their assessment
of GCPJ good clinical practiceCtompliance is superficial, holding in contempt several discrepancies they found,
without disclosing detailed outcomes of interviews with the principal investigator and staff who directly
administered the study drug to the subjects.

ConclusioriJA pharmaceutical regulatory governance framework to control clinical trials, which is common in
Japan and the UK, is insufficient to protect human subjects. More intensive inquiry and assessment on informed
consent] compensationd and ethics review is necessary. Additionally, equal distribution and acceptance of
risk of drug development should be more respected.

Key words
TGN1412, monoclonal antibody, firstin human, protecting human subjects, Medicines and Healthcare Products
Regulatory Agency] MHRAQO
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Table 1 Information on the TGN1412 case, obtained mainly from international sources
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Table 2 Differences in reactions to the TGN1412 case between Europe, the United States and Japan
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Table 3 Scientific analyses of the TGN1412 case [0 Could it have been avoided?
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Table 4 Reviews by ethicists on informed consent documents of the TGN1412 trial published by
Bloomberg News and author’s comments
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Table 5 The procedure of injection of TGN1412 as explained in the informed consent form
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Table 6 Descriptions on compensation and insurance in the protocol and the informed consent form
of the TGN1412 trial
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