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For the Der Spiegel report see 
http://www.spiegel.de/
international/germany/western-
drugmakers-tested-medicines-
on-unwitting-east-
germans-a-899594.html

Germany launches investigation into human trials scandal
Germany’s pharmaceutical sector will cofund an investigation following claims that East German 
patients were recruited without proper consent into drugs trials. Rob Hyde reports from Bremen.

Medical historians from Berlin’s 
Charité hospital have begun an 
investigation into drug industry 
clinical trials done in the former 
German Democratic Republic (GDR) in 
the 1980s after allegations emerged 
to suggest that there might be ethical 
issues with the studies. 

A recent report by the German 
magazine, Der Spiegel, claims to have 
obtained records that prove that 
major drug companies such as Bayer, 
Hoechst, and Roche, made huge 
payments to the GDR to undertake 
clinical trials in East Germany. 
Governed by the Socialist Union 
Party of Germany (SED) and its hard-
line Marxist-Leninist ideology, the 
cash-strapped communist regime is 
supposed to have allowed these drugs 
fi rms to test more than 600 products 
on more than 50 000 individuals. 
Most of these participants allegedly 
had no knowledge they were taking 
part in clinical trials, during which 
some patients died. 

The magazine claims to have gained 
access to a mixture of unpublished 
fi les belonging to individual doctors 
and three state institutions of the 
Soviet-backed GDR. These include 
East Germany’s Health Ministry, its 
Institute for Drug Regulatory Aff airs, 
and even its feared Ministry for State 
Security, the notorious Stasi. 

Speaking to The Lancet, the 
director general of the Association 
of Research-Based Pharmaceutical 
Companies (vfa), Birgit Fischer, said 
it was necessary to actively engage in 
the investigation to establish facts. 
“So far there are no confi rmed cases 
of illegal or illegitimate practices. It 
is for exactly this reason that we are 
engaging in the research project: to 
fi nd out what really happened—no 
questions should remain open in the 
end.” 

“We therefore defi nitely must 
research all of this. There needs to be 
a really open but also fair debate. In 
Germany the debate simply consists 
of unclear claims and accusations 
so far, and the issue of clinical trials 
has been scandalised. It is a very 
prejudiced approach to the issue.“ 

The scientifi c investigation will 
be overseen by the German Federal 
Ministry of the Interior (BMI). While 
the BMI will fund 70% of the project, 
the remaining 30% will be split 
between four parties. These include 
the vfa, the Federal Foundation 
for the Reappraisal of the SED 
Dictatorship, the Berlin Chamber of 
Commerce, and the German Medical 
Association (BÄK). 

Speaking to The Lancet, president 
of the BÄK, Frank Ulrich Montgomery 
said the controversial Spiegel article 
should not be considered gospel. 
“Bayer tested nimodipin in the GDR, 
and the magazine claimed that this 
left the patients [with addiction 
to alcohol] suff ering from acute 
delirium, and therefore incapable 
of comprehending the situation 
they were in. But to me it is clear 
that they were disorientated as they 
were undergoing a special form of 
detoxifi cation. Had they not received 
drugs to reduce blood pressure in the 
brain then they would have endured 
an extremely rough, unpleasant 
time.” 

“In Germany, if there is a claim 
made, then a form of damage must 
be proven. But in this case, based 
on the information we have at the 
moment, I cannot see any. We just 
need more information and more 
facts. None have really been provided 
here.” 

Germany’s drug industry is 
constantly stressing the importance 
of establishing facts and also their 
commitment to engaging in a 
debate. When approached by media, 
however, individual drugs companies 
are largely refusing to give interviews 
in which these facts can be debated. 
Though not prepared to discuss 
the trial directly, in a brief written 
statement, Helmut Schäfers, director 
of communications for Bayer Vital 
GmbH, stated that “all clinical trials 
were and are conducted by Bayer 
in accordance with globally agreed 
standards”. 

The statement reads: “In as far as 
clinical studies commissioned by 
our company were carried out in 
the former GDR, we assume that 
this took place in accordance with 
the Declaration of Helsinki and the 
regulations of the Pharmaceutical Act 
of the former GDR.” 

“‘So far there are no confi rmed 
cases of illegal or illegitimate 
practices. It is for exactly this 
reason that we are engaging in 
the research project: to fi nd out 
what really happened—no 
questions should remain open 
in the end.’”

Researchers at Berlin’s Charité University hospital are undertaking the investigation
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Other pharmaceutical companies 
have been more specifi c about the 
level of consent that was secured 
for the trials. Although declining 
a request for an interview, Nicole 
Gorfer of Roche Communications 
and Public Aff airs, supplied a detailed, 
lengthy written statement relating 
to the activities of Boehringer 
Mannheim, now part of the Roche 
group. It confi rms the occurrence of 
two clinical trials into the prevention 
of “anaemia of prematurity” with 
NeoRecormon (epoetin beta), 
a hormone that stimulates the 
development of red blood cells. One 
of these two studies took place at the 
Charité study centre in East Berlin. 

The statement reads: “According 
to the relevant publication (Obladen 
et al 1991, Contrib Nephrol 1991; 88: 
314–326), each study centre received 
approval from its competent ethics 
committee to conduct this study 
and enrol patients, and informed 
parental consent was obtained for all 
93 preterm infants enrolled.” 

One of the most infamous cases 
in the controversial trials involves 
Hoechst AG, which has since merged 
with Sanofi . Also declining to be 
interviewed directly, in a lengthy, 
detailed written statement, 
Miriam Henn, Vice President for 
Communications for Sanofi -Aventis 
Deutschland GmbH, confi rmed that 
according to “documents from the 
former Hoechst AG which are in 
our archive, East German doctors 

conducted a small double-digit 
number of clinical studies”. 

The statement reveals that 
nine active agents were tested to 
determine their eff ectiveness and 
tolerability as medication: ramipril, 
ramipril in combination with 
piretanide, ramipril in combination 
with felodipine, cefotaxime, 
pentoxifylline, glimepiride, roxa-
tidine, buserelin, and insulin. 

It reads: “The doctors involved in 
the studies were obligated to inform 
the participants of their objective and 
potential risks in advance. The studies 
also complied with the standards 
applicable at the time. The safety 
of patients has always had and will 
always have top priority for us.“ 

Critics of Hoechst say that this 
claim cannot be true because of 
deaths during the company’s clinic 
trial using Trental—a drug today used 
to help red blood cells fl ow through 
blood vessels to the legs and feet. 

However, Hoechst’s statement 
reads: “In both former GDR study 
centers 21 patients were included. 
In the Trental group of the 
multinational study 12 patients died 
but only two of them came from the 
former GDR.” 

Though the controversial article 
in Der Spiegel quotes the vfa director 
Ulrich Vorderwüllbecke as saying 
“I don’t want to see these kinds of 
investigations [into clinical trials] 
here”, just weeks later the same 
organisation announced it was 
cofunding the investigation. For 
some people this turnaround is 
because the magazine article was 
the start of a new process of fi nally 
exposing the sinister truths of GDR 
life. Rainer Wagner is the chairman 
of the Union of Support Groups for 

the Victims of Communist Tyranny. 
He attempted to fl ee East Germany 
at age 15 years, and in 1967 was 
imprisoned for 14 months for alleged 
“violent breach of the border”. He tells 
The Lancet that the pharmaceutical 
industry should be prepared to 
apologise for its involvement in these 
trials. “We were very grateful for this 
research [in Der Spiegel]. Human trials 
are just one of the things this unjust 
system did for money and it will only 
start to come out with articles like 
this. One doctor led the ramipril drug 
trial and it ended in patient deaths 
but today he is president of the State 
Chambers of Physicians in Thuringia. 
It’s all been completely covered up. 
IKEA has apologised for what it did 
in East Germany—forcing political 
prisoners to make Billy cupboards. 
The pharmaceutical industry should 
do the same.” 

For the German Association of 
Research-Based Pharmaceutical Com-
panies, however, at present issuing 
an apology is neither appro priate 
nor possible, according to director 
general Birgit Fischer. “It is not 
possible to off er an adequate reaction 
if it is not clear what one is supposed 
to be reacting to. Obviously in such a 
case we would not simply sweep this 
issue under the carpet. A reaction 
must be given if appropriate but it 
must be clear—a reaction to what, 
exactly?” 

“Again we need to establish clear 
facts fi rst. We must also remember 
we are talking about seriously ill 
patients here, and as harsh as it 
may sound, most or all of them may 
have died from their illness rather 
than due to their trial participation. 
At the moment, clinical trials are 
being discredited, although they can 
give people new hope that they will 
improve their health and quality of 
life”, concludes Fischer. 

The formal investigation into 
the trials started on June 15 and is 
expected to last 2·5 years. 

Rob Hyde

“‘...The studies...complied with 
the standards applicable at the 
time. The safety of patients has 
always had and will always 
have top priority for us.’”
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