apparent. The FDA is trying to speed its
regulatory review process for materials re-
placing those no longer on the market.
Though device manufacturers acknowledge
that this will help, they worry that with large
suppliers out of the picture, the smaller com-
panies that replace them will be even less
able to withstand lawsuits, making future
supplies of the material unstable at best.
The best remedy, most say, would be fed-
eral legislation designed to protect raw mate-
rials suppliers from lawsuits aimed at faulty
devices. Such legislation was introduced in
the recent congressional session by Senator
Joseph Lieberman (D-CT). But the bill
failed to make it out of the Commerce Com-
mittee. According to a Lieberman staffer, the
senator intends to reintroduce the legislation
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next year if he is re-elected next week.

But even if such a bill does pass, “it’s no
guarantee that companies will start to sell to
us,” says Bernard Liebler, the director of
technology and regulatory affairs with the
Health Industry Manufacturers Association,
a Washington-based trade association repre-
senting device manufacturers. Indeed, Ross
Schmucki, a senior counsel for Du Pont, says
that even if such a law makes it onto the
books, his company is likely to stay away
from medical implant companies. Lieber-
man’s proposed law is likely to require mate-
rials suppliers to ensure that their products
meet well-defined specifications for use in
implants to receive liability protection. But
Schmucki says meeting those specifications
“would really require a separate plant to ser-

NEWS & COMMENT

vice that industry. But Du Pont doesn’t con-
sider this a core business area.”

In the long term, many experts, such as
Steven Weinberg, a consultant with Bio-
medical Device Consultants in League City,
Texas, believe this uncertainty and the cli-
mate of litigation will ultimately push device
manufacturers to indroduce their new de-
vices in countries less prone to litigation,
such as Europe and Japan, and possibly en-
courage them to transfer their R&D opera-
tions overseas altogether. That, says Wein-
berg, is likely to slow the introduction of new
medical devices into the United States fur-
ther. And in the end, he says, “the ones get-
ting hurt will be the general public, the very
people the lawsuits are designed to protect.”

—Robert F. Service

Early Budget Proposals for NIH Draw Fire

T'he annual battle over the federal govern-
ment’s budget proposals usually takes place
in two phases, one behind the scenes, the
other in public. Private maneuvering begins
in the fall, when federal departments submit
spending plans to the White House, and the
public fight starts in February, when the pres-
ident sends his budget proposals to Congress.
This year, however, things are different:
Even the early maneuvering over the Na-
tional Institutes of Health’s (NIH’s) budget
is taking place in the open.

$1.4 billion, an increase of about 5.4% over
NIH’s current AIDS budget.

Samuel Silverstein, cell biologist at Co-
lumbia University and president of the Fed-
eration of American Societies for Experi-
mental Biology (FASEB), is one of those
who isn’t happy with these proposals. He told
Science he is worried that they could lead to a
“serious underfunding of both new people
and new ideas.” He fears that if NIH is forced
to fund 500 fewer competing grants, the

search grants—meat and potatoes for most
FASEB members—FASEB calls for an in-
crease of 14%. This recommendation is in line
with what NIH itself sought in a “profession-
al judgment” budget, or wish list, submitted
earlier this year to HHS, says David Moore, a
staffer at the Association of American Medi-
cal Colleges in Washington, D.C., who
keeps a close watch on the budget process.
The next step in development of the NIH
budget will come sometime before Thanks-
giving, after OMB has reviewed HHS’s pro-
posals and passed them back with OMB’s
own recommendations for

Last week, the newsletter NIH!S DRAFT 1996 BUDGET cuts or increases. OMB rarely
Washington FAX obtained (millions of dollars) encourages additional spend-
and published the draft 1996 L ing in this “passback” docu-
budget for NIH that Donna 1995 1996 ment, but there is at least a
Shalala, secretary of Health Total Research Number Amount Number Amount hint that it may be favorably
and Humgn Services (HHS), Project Grants 23,420 5993 23737 6.263 disposed tqward biomedical
has submitted to the Office research this year.
of Management and Budget competing 6,658 1,581 6,182 1,539 The encouraging note
(OMB). This leaked docu- Centers 860 1,014 859 1,030 came to light when another
ment drew immediate con- . internal government memo,
demnation from research Training 14,382 380 14,248 386 dated 3 October and signed
groups, who labeled it far too R&D Contracts 1,443 808 1,440 824 by OMB director Alice Riv-
parsimonious. But another lin, was leaked. The memo
leaked memo, this one from Intramural Res. 1,235 1,270 caused an election-year furor
OMB, indicates that life sci- Other* 1,885 2,017 because it suggested ways to
entists may have a surprising cut fixed spending programs
ally: OMB may view bio- TOTAL 11,315 11,790 such as Medicare. But it also
medical research as a high || oo spocebemoscatesea sppet, et e gy ot avare - ketched out an “illustrative
priority this year. the NIH director. SOURCE WASHINGTON FAX $50-billion investment pack-

HHS has proposed an
overall budget for NIH of $11.8 billion—an
increase of around 4.2% over the just-passed
1995 appropriation. Although this would be
higher than the expected rate of general in-
flation, it would not be enough to keep NIH
projects ahead of inflation in the medical
sector, which is running at more than 4%.
Furthermore, the number of new individual
investigator grants would decline from 6658
in 1995 t0 6182 in 1996. Spending on AIDS-

related programs would climb to slightly over

agency will be blighting its own future.
Silverstein notes that the success rate at
NIH—the percentage of applicants who win
grants—is now at 25% and falling. The suc-
cess rate for first-year RO1 applicants is only
about 15%, he says. The HHS proposal
would probably reduce those rates further.
FASEB’s own review of NIH’s budget re-
quirements, completed last week, concludes
that the agency needs a general increase of at
least 10% next year. And in the area of re-
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age,” including a possible
$1.8-billion increase in NIH funding over 5
years. Rivlin noted that the money could be
used to pay for 640 additional annual re-
search grants each year, raising NIH’s success
rate to 26%. The White House staff mini-
mized the memo’s importance, however, say-
ing it had only been drafted to encourage
brainstorming. There will be many more
skirmishes before the final budget is sent to
Congress in February.

—Eliot Marshall
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