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Powerful forces are again advocating 
major revisions of the Helsinki Declaration (HD) 
which was formulated in 1964 to provide guide­
lines for ethical conduct of a conference of the 
World Medical Association. It attempted to inter­
pret declarations by the Nurnberg War Crimes Court 
concerning criminal medical experimentation on 
prisoners (1946/47) and the United Nations General 
Assembly's Statement of Universal Human Rights 
(1948). It has since undergone several reviews 
(1975, 1983, 1989, 1996) but has served the pro­
fession well as a general guideline for ethical clini­
cal research. Additional documents dealing with 
specific topics such as informed consent, induce­
ments for study subjects, research in children and 
prisoners, confidentiality and the obligations of 
research sponsors and host countries were pub­
lished by WHO and the Council for International 
Organizations of Medical Sciences. 
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Several western countries have passed 
legislation dealing with clinical research in ani­
mals and human subjects. As one reads through 
the voluminous literature on ethics in biomedical 
research, one may wonder if most could not simply 
be solved by encouraging researchers to follow the 
ancient rule by which physicians should live: "above 
all do no harm" and by applying common sense. 

The Helsinki Declaration, representing 
guidelines without legal power, has served us well 
over the past 3 decades. Is there really a good 
reason for a major revision? Why is there so much 
pressure to do so? Could it not be that some of the 
forces wishing to make changes have mobilized 
since the AZT in pregnancy drug trials had been 
conducted which led to serious criticisms of the 
sponsors? Pregnant Thais were given AZT or a pla­
cebo to test a shorter course of therapy than the 
one that had by then become the "gold standard" 
for reducing transmission from HIV infected 
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mothers to their infants. Experts in statistics had 
apparently decided that a study design, using a pla­
cebo in the HIV positive control mothers, would 
give the data greater statistical power than if the 
established "gold standard" 9 month AZT therapy 
had been used. Many of us, however, felt that the 
study would have been just as believable if the 
"gold standard" AZT therapy had been given to the 
control group. The issue was extensively discussed 
in editorials and letters to the editors of such pres­
tigious journals as the New England Journal of 
Medicine and Lancet. Some of the authors of the 
controversial AZT studies have undergone serious 
criticism and may have a vested interest in a revi­
sion of the existing Helsinki Declaration which, 
many of us clinical investigators feel was violated 
by their study. Loosening of the criteria for of pla­
cebo, use in clinical studies particularly in poor and 
developing countries, is one of the major changes in 
the HD that have been proposed. Such changes 
would, in fact, create a double standard of ethics; 
one for developed and one for poor and underdeve­
loped regions of the world. 

We often try to solve social and ethical 
issues by creating more laws that are often not even 
enforceable and complicated guidelines that have 
been written by legal minds and are difficult to 

read or understand; particularly in different societies 
than the ones where the author resided. The clear 
language of the original Nuremberg and Helsinki 
Declarations stated that we as physicians should 
be expected to know what is right or wrong, be 
healers above all and that we must not perform 
procedures and experiments that might be harmful 
and have not been approved by our peers, our 
patients and the society that we live in. This clearly 
implies obtaining informed consent and local 
review of protocols. The issue of placebo use in cli­
nical research is more complicated and can not be 
solved by legal minds alone. Good scientific design 
of all clinical studies, the application of common 
sense and responsible behavior toward research 
subjects and society must be complemented by 
review of the project by an independent know­
ledgable local ethics committee. 
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