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East German scandal on clinical trial: At the height of the Cold War
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Abstract

Background : In May 2013, the prestigious German journal Der Spiegel reported the clinical trials
sponsored by the Western pharmaceutical companies in the former East Germany (German Democratic
Republic: GDR) during the Cold War era as unethical with testimonies of research subjects and other
related people. After that, Erices R, et al. reported their analysis on the archival material of both the health
system and the secret service in the Journal of Medical Ethics in October 2014. Most recently in March
2016, Hess et al. published an academic book with more detailed analysis of this issue with historical
materials.

Objectives : To identify characteristics of the clinical trials conducted in the former GDR sponsored by the
Western companies and ethical problems beneath.

Methods : Literature review of the three reports mentioned above.

Findings : First, from the viewpoint of medical ethics, it is most alarming that a number of clinical trials
had been performed without informed consent of the subjects. Second, the journal Der Spiegel condemned
some ethically questionable trials, e.g. placebo controlled trial of an anti-hypertension drug. Meanwhile,
both of the academic reports of Erices R, et al. and Hess et al. concluded that there was not so serious a
deviation except the issue of informed consent and pointed out the possibility of the benefit from these
trials in GDR where resources of medication were limited. Third, they revealed the complicated
relationships among the political authorities of GDR and the Western pharmaceutical companies.
Conclusions : These three reports revealed the hidden facts around these trials performed in the former
East Germany during the Cold War era, but more analysis is needed especially from the viewpoint of 1)
informed consent; 2) possibility of unjustifiable harm; and 3) exploitation of research subjects.
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