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NIHRAC proposes faster gene-therapy reviews

1 WASHINGTON, D.C.—During its

FaSter TEVIEws March meeting, the National Insti-

: tutes of Health Recombinant DNA

WIH allOW Advisory Committee (NIHRAC,

Bethesda, MD)recommended anew

NIHRAC f0 a proach to streamlining the review
1%

of gene-transfer protocols, many of

focus on the which are now considered routine.

The NIHRAC also recommended

ot { approving six gene-transfer proto-

Sthky 1S3UES cols, including four for cancer pa-

and the
difficult

protocols.”

tients, one for individuals with
AIDS, and one for individuals with
an inherited deficiency of alpha-
antitrypsin, a deficiency that can
lead to emphysema. Of these six
protocols, NIHRAC officials note,
twomighthave beenapproved more
expediently had the new accelerat-
ed-review process been in place.
The NIHRAC’s recommendations
forstreamlining the review of gene-
transfer protocols will take effect as
soon as NIH Director Harold
Varmus approves them, says Nelson
Wivel, director of the NIH’s Office
of Recombinant DNA Activities
(ORDA, Bethesda, MD). The re-
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vised system will “allow the com-
mittee to focus on new develop-
ments—the sticky issues and the
difficult protocols—instead of
spending time on straightforward
applications,” says Wivel, adding
that streamlining is “the only way
for the committee to survive as the
number of protocols keeps increas-
ing.” Wivel notes, moreover, that
these efforts may free up some of
the committee’s time to again con-
sider the question of procedures in-
volving germline genetic changes.

Among the NIHRAC recommen-
dations for speeding the review of
gene-transfer protocols is a scheme
for the ORDA staff to follow in
classifying such protocols. Under
this scheme, the ORDA could ap-
prove some gene-transfer protocols
for accelerated review without tak-
ing them to the full NIHRAC, al-
though the ORDA could consult
with various NIHRAC members
before going ahead with such ap-
provals. Inall of these cases, though,
the ORDA would provide a report

of its actions at the next NIHRAC
meeting.

The NIHRAC also recommended
several categories of gene-transfer
protocols for accelerated reviews.
Protocols that involve lethally irra-
diated tumor cells and that do not
use replication-competent viruses
will qualify for simplified review.
In addition, gene-marking proce-
dures where gene-transfer tech-
niques are used in an analytical,
rather than a therapeutic, capacity
are eligible for streamlined review.

Some NIHRAC recommendations
dealt with simplifying administra-
tive procedures. Previously, when
an investigator moved to a different
university, his or her gene-transfer
application required another full
NIHRAC review. Similarly, if in-
vestigators at different institutions
wanted tocollaborate in conducting
a multisite gene-transfer protocol,
each of them needed separate, full
NIHRAC reviews. The new scheme
eliminates those cumbersome prac-
tices. —Jeffrey L. Fox
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Patented Biolyzer dry
slides, to be precise.
You'll find them measur-
ing glucose, ammonia, LDH
phosphorus, lactate and
other key analytes in major phar-
maceutical and biotech labs across
the U.S. The Biolyzer Rapid Analy-
sis System is preferred for R&D,
process development and scale-up
for its speed, convenience and
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demonstration. One try and you'll
agree, everything else is all wet.
1-800-243-2555. (203-786-5600).
Or Fax: 203-624-3143.

In the UK call: 0223 242813,
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reliability. You simply
pipette directly from
your sample onto the
slide, push the button
and watch your results
print out. No wet chemicals.
No sample prep.
Try it in your facility. See how
quickly and easily Biolyzer takes =
the headache out of process
analysis. Call today for your free
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