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Gene therapy 

NIH/FDA dispute likely 
to delay research 
Washington 
THE US National Institutes of Health 
(NIH) have reached an uneasy truce with 
the Food and Drug Administration 
(FDA) in a dispute over regulation of 
human gene therapy. NIH's Recombinant 
DNA Advisory Committee (RAC) has 
spent the past two years drawing up a list 
of "points to consider" in evaluating gene 
therapy proposals, but a recent attempt by 
FDA to muscle in on the act had threat
ened a further lengthy round of reviews 
before experimental treatments could 
commence. Experimental gene therapies 
are now expected to be ready for trials 
before the end of the year. 

the FDA/NIH dispute, besides the squab
ble over jurisdiction. RAC's meetings are 
held entirely in public, except when pro
prietary information is being discussed; 
FDA. in contrast. conducts its reviews in 
private. Wyngaarden plays down the im
portance of the dispute and says the confu
sion of roles has now been clarified: he 
points out that once bone marrow cells 
have been removed from the body and 
treated with a virus, they technically be
come "biologics" and so within FDA's 
purview. Historically. however, FDA has 
tended to tum a blind eye to bona fide 
researchers performing. for example, ex
perimental diagnostic tests; it is not going 
to be so lax with gene therapy. Researchers 
will apparently have to seek approval for 
experiments from both NIH and FDA. 

French science 

FDA officials say that is exactly the kind 
of over-regulation they are seeking to 
avoid. There also are criticisms of the way 
the NIH group under Walters, which is a 
subcommittee of RAC is constituted. One 
FDA official says that somatic cell therapy 
(the only sort contemplated in the near 
future) is analogous to many other 
medical procedures and so should be regu
lated similarly, by technical experts rather 
than by lawyers and bioethicists such as 
are found in Walters· group. 

Points to consider describes the docu
mentation needed to support a proposal 
for gene therapy: structure of the DNA 
construct. its purity, details of prepara
tion. expression and animal studies; it also 
outlines the need for informed consent, 
measures to protect patient confidential
ity and accurate information for news 
media. RAC is already considering one 
proposal that would allow it to bow out of 
areas where another agency has assumed 
responsibility for regulation; under this 
proposal, however. NIH would decide for 
themselves which areas to surrender. 
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The first gene therapy proposals will 
probably entail treating either Lesch
Nyhan syndrome or adenosine deaminase 
deficiency, both rare inherited diseases. 
by infecting patients' bone marrow cells 
with a retrovirus carrying the gene the 
patient lacks; the cells would then be re
placed in the patient. Points to consider, 
drafted by a group under LeRoy Walters 
of Georgetown University, has already 
been published for comment in the 
Federal Register and a final version was to 
have been approved in September. Two 
weeks ago, however, FDA exercised its 
new authority as the official "lead agency" 
for biotechnology regulation and pro
posed that guidelines on gene therapy or 
deliberate release of engineered micro
organisms should be reviewed by the new 
Biotechnology Science Board, a body that 
is to coordinate all federal agencies' 
interests in biotechnology. Meanwhile, 
FDA, as lead agency, would take control 
in areas where jurisdictions overlapped. 

Xenophobia out of fashion 

The Biotechnology Science Board has 
as yet no members, however, and it has 

. not even been officially chartered. Faced 
with abandoning the past two years' work 
and having to start again, Walters' group 
has cancelled its September meeting. 

The meeting at which FDA staged its 
coup attempt took place in the absence of 
NIH director James Wyngaarden. On 
learning of the FDA proposals, Wyngaar
den met with FDA commissioner Frank 
Young (long rumoured as a future assis
tant secretary of health and unofficial 
"biotechnology czar") and secured an 
agreement that NIH would go ahead with 
Points to consider on the understanding 
that it applied only to NIH-funded re
search. The document will now once again 
be published for comment. As the first 
gene therapy proposals are likely to come 
from NIH-funded researchers, this 
measure should at least ensure that some
one will read them when they arrive. 

There are some points of substance in 

THrs may not be an auspicious time to 
speak of an international stance in French 
scientific and technological relations- af
ter President Fran'<ois Mitterrand has said 
"non'' to star wars research. and after 
France has pulled out of European adv
anced fighter-plane project - but this is 
just what the French council of ministers 
was doing last week. 

In a brief communique, the council (the 
French cabinet) said it wished to "inten
sify European cooperation", notably in 
relation to the Eureka project for new 
European high technology products, and 
would "reinforce our scientific and tech
nological relations with the United States 
and Japan". 

French research students are also to be 
encouraged to do their PhDs in collabora
tion with a foreign university, foreign re
searchers are to be given a better welcome 
in France than hitherto, and French scien
tific diplomatic representation abroad is 
to be reorganized, the communique said. 

What this means in practice, however, 
is difficult to determine. The bid to im
prove research relations with the United 
States and Japan was "95 per cent exhor
tion", according to a French official, as it 
applied to industry, "over which we have 
little control", despite French industry's 
high degree of nationalization. However 
the intention was clear - to encourage 
French companies to learn from the 
Japanese and the Americans how to make 
a profit out of research: how to apply sci
entific know-how. For the feeling is that in 
certain sectors of the French economy, the 
government may have succeeded in put
ting researchers in touch with industry -

but there is some puzzlement in industry 
about what to do next. 

In relation to universities, last week's 
communique may have more impact "as 
they take note of what government says". 
Jean-Pierre Chevenement, as a member 
of cabinet, has given the communique his 
backing, and must implement its recom
mendations. Thus it is likely that there will 
now be pressure on universities to design 
PhD courses in partial collaboration with 
foreign universities. How this might be 
done will be up to the universities, but the 
"habilitation" system, where universities 
must apply regularly for specific approvals 
to run postgraduate courses, would give 
the minister considerable power to influ
ence the course of events. 

Equally, it will be up to Chevenement 
and minister of research Hubert Curien to 
implement the recommendation that fore
ign researchers visiting France should be 
given better conditions of service. This 
means better grants for research students 
visiting France and fewer bureaucratic 
obstacles for more senior visiting scientists 
- despite the fact that last year all 
government-funded research positions 
became civil service posts. 

As for French scientific diplomats, who 
are thicker on the ground in many coun
tries than those of any other nation, there 
will be an attempt to "rationalize" their 
distribution and training, and, according 
to Paris officials, to cut costs. Many small 
countries enjoy the presence of a French 
scientific diplomat even though there is 
little research: such countries may lose 
their science counsellor, while larger 
countries may get more. Robert Walgate. 
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