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GENE TRANSFER DST, GLOBAL RULES APPROVED 
WASHINGTON, D.C.-During its provided to the subcommittee on two 
October meeting, the Recombinant separate occasions during September, 
DNA Advisory Committee (NIH- including just days before the full 
RAC) of the National Institutes of committee meeting on October 3, it 
Health (NIH) (Bethesda, MD) recom- was still not satisfied that all its ques
mended approving the first limited tions were addressed. Hence, it rec
test in humans of a gene transfer ommended deferring approval of the 
experiment. Although the experi- clinical protocol. 
~e_nt doe~ not involv~ gene therapy, At the full NIHRAC meeting, An
It 1s considered an important step derson provided additional informa
towards such a clinical test-a step tion. Some of the data were "brand 
that is also putting the review process new" and thus available only at the 
itself through a challenging trial run. last minute, he explained. Moreover, 
On another matter, NIHRAC ap- he had been cautioned by the editors 
proved a carefully worded proposal of certain journals, i.e. Science and The 
extending its jurisdiction to particular New England Journal of Medicine, not 
experiments conducted outside the to disclose too much of the data dur
United States-thus closing a loop- ing the public meetings of NIHRAC 
hole and solving a problem that had and its subcommittee. They reasoned 
left the committee stymied earlier this that future publication of the scien
year (Bio/Technology 6:872, Aug. '88). tific and clinical results from the gene 

NIHRAC recommended only con- transfer experiments might be jeop
ditional approval to the gene transfer ,lrdized. 
clinical protocol submitted by NIH This rationale for withholding data 
researchers French Anderson, Steven worries some committee members. 
Rosenberg, and their collaborators; NIHRAC has, on several occasions, 
NIH director James Wyngaarden still gone into closed sessions following 
must evaluate the NIHRAC recom- requests from companies to protect 
mendation. And even if he approves proprietary information. However, 
the experiments, other review boards members of the committee say that 

-TIIEIIDS 

doing so in the case of early human 
gene transfer or therapy experiments 
"defeats the purpose of the review 
being an entirely public process." 

Separately, NIHRAC adopted a 
proposal to extend its jurisdiction to 
some international projects. Now, the 
NIH Guidelines for Research Involv
ing Recombinant DNA Molecules will 
apply to projects done abroad if they 
are supported directly by NIH. More
over, they will extend to projects in
volving either the deliberate release 
of recombinant organisms into the 
environment or the testing in humans 
of recombinant materials that were 
developed with NIH funds, if the 
institution that developed those mate
rials sponsors or participates in the 
project as it continues outside the 
U.S. The mere provision of materials 
is exempt, but jurisdiction extends to 
contract arrangements with non-U.S. 
institutions. Where a host country has 
established rules for rDNA projects, a 
project must be in compliance. If no 
rules exist, the project must be re
viewed by an institutional biosafety 
committee or its equivalent 

-Jeffrey L. Fox 
within NIH, as well as officials at the 
Food and Drug Administration, also 
must approve the protocol before the 
test can begin. A DIM OUTLOOK FOR UK HIRING 

The clinical experiment involves 
the use of recombinant DNA technol
ogy to mark T lymphocytes of indi
vidual cancer patients with retrovirus 
genetic material carrying antibiotic 
resistance genes. Marking lympho
cytes in this way will help determine 
whether such cells, following stimula
tion with interleukin-2 (IL-2), effec
tively target the patients' tumors 
when reintroduced into their blood
streams. 

Although the human gene therapy 
subcommittee that evaluates proto
cols before they come before the full 
NIHRAC voted not to approve the 
gene transfer experiment, the full 
committee approved it 16 to 5. That 
vote followed a discussion that was 
both "heated and reflective," accord
ing to one participant. The commit
tee imposed several restrictions on 
the NIH investigators-limiting the 
size of the clinical test to no more 
than IO patients, requiring that the 
patients provide informed consent, 
and limiting eligibility to those pa
tients whose life expectancy is no 
more than three months. 

Last July, the subcommittee asked 
the NIH investigators for informa
tion to address five specific technical 
questions. Although some data were 

LONDON-Concerned that the 
growth of biotechnology in the Unit
ed Kingdom will soon be impeded by 
lack of suitably qualified staff, Gerard 
Fairtlough, chief executive of Cell
tech (Slough, U.K.), has put forward 
a strong plea for the government to 
restore confidence and cash to British 
universities and research councils. By 
choosing to make the plea at the 
arinual British Association meeting in 
September, Fairtlough brought into a 
wider public arena a worry that per
meates the British biotechnology 
community. 

Some of the initiatives of the Bio
technology Directorate of the Science 
and Engineering Research Council 
have been considerably delayed for 
lack of suitable staff. On occasion, 
says the directorate's head, Geoffrey 
Potter, it simply has not been possible 
to spend the available funds. And the 
'Spinks Studentships' scheme for 
training in biochemical engineering 
has embarrassingly had to be with
drawn for lack of applicants. 

In the short term, the UK biotech
nology industry does not expect to 
find itself short of recruits in other 
areas; the low salaries and short-term 
contracts offered in the public sector 
should see to that. But the mid-term 

prospects for industrial recruitment 
are gloomy. Contemplating the 
trends a little over a year ago, Richard 
Pearson of Sussex University's Insti
tute of Manpower Studies said that "it 
will not be too long before (skill short
ages) act as a serious constraint on the 
United Kingdom's development of 
biotechnology." Now, several studies 
later, he sees no reason to change his 
mind. 

T hat the problem is a general 
shortage of UK candidates is con
firmed by the experience of Jean
Pierre Lecocq, scientific director of 
Transgene (Strasbourg, France). 
Transgene has always recruited 
heavily from other European coun
tries. Until two years ago the compa
ny received many UK applications. 
Now they are declining fast, while the 
numbers of Irish and German re-
emits are growing. 

The root of the problem is widely 
acknowledged to be the damage done 
to UK academic capabilities by recent 
government policies. "Government 
must restore morale and confidence 
within the universities and research 
councils and offer them the resources 
needed for their vital task of training 
and strategic research," concluded 
Fairtlough. -Peter Newmark 

BIO/TECHNOLOGY NOVEMBER 1988 1279 


	A DIM OUTLOOK FOR UK HIRING

