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NEWS 

New Rules for Biomedical Research Projects ... 
by our Washington Correspondent 

FUTURE part1c1pants in biomedical 
research projects in the United States 
may have good cause to be thankful for 
the publicity accorded to some 200 
black men from Tuskegee, Alabama, 
who took part, without their knowledge 
or consent, in one of the most highly 
publicised medical research scandals to 
come to light in recent years. The 
furore that broke out when details of 
the project were unearthed last year has 
led to a searching re-examination of 
ethical standards in clinical research 
and the prospect of a set of new regula
tions designed to safeguard the rights 
of experimental subjects in such 
research. 

The Tuskegee study, as it quickly 
became known, was originally sponsored 
by the federal government and was 
designed to determine the clinical effects 
of syphilis and the efficacy of treatment 
for the disease. The procedure was 
simple. A number of poor black men 
from rural Alabama who were known to 
have syphilis in the 1920s were denied 
treatment for some 40 years while the 
course of the disease was monitored. 
None of them was ever told that he had 
syphilis, many died and the rest were 
quietly forgotten until the whole affair 
hit the headlines. 

The Department of Health, Education 
and Welfare (HEW) immediately set up 
an official inquiry into the matter, and 
the committee had little difficulty in con
cluding that the study was ethically un
justified. The Tuskegee study had, for 
a start, violated the cardinal rule in 
human experimentation-that subjects 
should be informed of the likely risks 
and that they should freely consent to 
take part. Moreover, no risk-benefit 
analysis of the study could conceivably 
have shown that the benefits to be 
derived would ever outweigh the risks 
to the unfortunate men who unwittingly 
took part. 

The committee also suggested that the 
present guidelines governing clinical 
research are vague and that they are 
probably not strict enough to discourage 
less scandalous, but still unacceptable, 
research projects. In the meantime, 
Senator Edward M. Kennedy was hold
ing a series of hearings with his Senate 
Health Subcommittee which bore out 
the committee's fears in brutal detail. 
Kennedy's hearings turned out to be a 
nicely stage-managed expose of a num
ber of research projects whose ethical 
foundations ranged from outrageous to 
merely dubious. 

The upshot of Kennedy's hearings 
was a bill to strengthen the review pro
cedures for all research projects involv
ing human subjects, to establish in the 
federal government a high level board 
to draw up policies for protecting 
research subjects, and to ensure that 
the policies will be implemented at the 
institutional level. The bill has been 
passed by the Senate, but it is now in 
limbo, awaiting a conference committee 
to put it into final form. 

The Administration has also been 
busy, for apart from setting up the com-

EDUCATION 

Open to All? 
THE Vice Chancellor of the Open Um
versity, Dr Walter Perry, persuaded the 
producer of Coronation Street to enrol 
Mrs Clegg, who keeps the corner shop, 
at the Open University. Sadly her pro
gress is rarely mentioned, but she has 
at least helped to ensure that 40% of 
the British population have heard of 
the Open University. 

Dr Perry gave the third Shoenberg 
memorial lecture to the Royal Television 
Society last week. He described how 
the Open University has coped with 
the momentous task of giving a uni
versity education, at a distance, to 
students of whom no formal entrance 
qualification is asked. 

Very little has been spent on advertis
ing, and consequently Dr Perry con
siders the number of people who have 
heard of the Open University as quite 
encouraging. But the 60% who have 
not heard of it are mainly from the 
lower socio-economic groups, for whom 
it was primarily created. 

Of the 36,000 or so prospective 
students who have applied each year, 
10 % have no academic qualifications 
and 30% have some qualifications, but 
less than those required by other 
British universities. The remainder 
could have entered a more conventional 
British university. 

The Open University is thus not yet 
appealing to those it wishes to attract. 
Many have obviously not heard of it, 
and Dr Perry feels that some have a 
typically British suspicion of all things 
intellectual. 

How do the unqualified 10% fare? 
Courses assume no previous knowledge 
but progress quickly. During the first 
three months of tuition slightly more 
unqualified than qualified students drop 

mittee to investigate the Tuskegee study, 
the Department of HEW has recently 
proposed a set of guidelines which will 
eventually require institutions in receipt 
of HEW grants to tighten up their con
trol of experiments involving human 
subjects. Finally, an ad hoc committee 
consisting of members of the National 
fnstitutes of Health (NIH), the National 
Institute of Mental Health and the 
Food and Drug Administration last 
week published a draft report recom
mending tight controls on research in
volving children, prisoners, the mentally 

out. Of the ones who progress further 
the unqualified students perform in
distinguishably from the others in arts 
subjects, slightly less well in science 
and technology and very badly in 
mathematics. The cure for this has not 
yet been found : should the first year 
mathematics course be altered? Should 
the Open University alter its philosophy 
and impose entrance requirements for 
mathematicians, or should it provide 
pre-university mathematics courses 
itself? 

Everyone is agreed that the courses 
for the first two years should be general 
in scope but many students now 
approaching their third and fourth years 
wish to progress to more specialised 
courses. Some members of the Open 
University are ready to provide them; 
others contend that the educationally 
deprived students who have yet to enrol 
in large numbers will not want conven
tional specialised courses. There is not 
enough money for both types of course 
and discussion is heated. 

The drop-out rate in many conven
tional correspondence courses is about 
90 % . Dr Perry and his colleagues have, 
however, managed to keep the rate 
below 30%, partly by modelling several 
features of the Open University, such 
as the week-long summer school, on 
the similarly successful correspondence 
University of New England in Armi
dale, New South Wales. Revolutionary 
teaching methods such as home experi
ment kits and tape recordings have 
quickly become incorporated into 
courses. 

The Open University is no longer a 
topic of party political dispute, and the 
sale of its courses for use in other uni
versities may make it the most cost
effective university in the world. If it 
can succeed in appealing to the section 
of the population it has not yet touched, 
its success wili be remarkable. 
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