
FDA Scientists Resist Cuts in 
In-House Research Positions 
A quiet rebellion is spreading among the 
roughly 280 scientists who combine research 
with regulation at the Food and Drug Ad- 
ministration's (FDA's) Center for Biologics 
Evaluation and Research (CBER). These bi- 
ologists, biochemists, and physicians have a 
life that is outwardly very like that of their 
colleagues at the National Institutes of Health 
(NIH). Their labs are on the NIH campus in 
Bethesda, Maryland. They attend many of the 
same scientific meetings. They even get to 

been "relatively protected." 
No matter what drives the staff cutback, 

"it's coming at exactly the wrong time in the 
history of biomedical science," says former 
Stanford University medical school dean 
David Korn, now an official of the Associa- 
tion of American Medical Colleges in Wash- 
ington, D.C. Korn chaired a panel last year 
that recommended a management overhaul 
to strengthen the FDA's intramural science 
program. (See Korn's editorial in Science, 

industry officials consider the amount of CBER 
staffers' time that goes to research-roughly 
half-a waste of PDUFA monev. But CBER 
scientists say that their research enables them 
to do reviews better and faster. "If vou're doine " 
research in a field, you'll have built-in exper- 
tise," says BBscom Anthony, who retired last 
month as director of CBER's Division of Bacte- 
rial Products. "When an application comes 
along, you can review it quickly ... without 
having to get up to speed on it." 

Biotech industry scientists-whose com- 
panies are more directly affected by CBER 
actions-tend to agree with the agency staff. 
Alan Goldhammer, director of technical af- 
fairs for the Biotechnology Industry Asso- 
ciation in Washington, D.C., says that in- 
dustrv scientists recounted numerous occa- 
sions when CBER "reviewers were particu- . - 

park their cars in NIH lots. But there's a larly knowledgeable," enabling 
big difference in the public support they the agency "to make a rather 
receive: NIH scientists are in clover Despite ‘‘very quick decision." 
after 3 years of substantial budget in- That perception apparently 
creases, while CBER researchers face a painful" budget got strong support from Benet's 
traumatic downsizing. Under current cuts, CB ER has 27-memberpanel, which reviewed 
plans, nearly one-third of CBER's re- CBER's research program in an in- 
search job slots will disappear over been ''relatively tense 4-day session on 3 to 6 Febru- 
2 years because the FDA has promised protected!' ary. Its main purpose was to help 
not to draw on pharmaceutical indus- CBER director Kathryn Zoon de- 
try "user fees" to fund them. -Acting FDA cide how to reduce research slots. 

Faced with that dire prospect, some 

I 
Commissioner But when the panel presents its fi- 

CBER scientists are trying to recruit Michael Friedman nal report to the FDA Science 
support in Congress, and others are ap- Board on 19 May, it may instead 
pealing to outside scientists for help. urge the FDA to try to find the 
(See letter in Science, 9 January, p. 157.) At 13 June 1997, p. 1627.) Recently, he re- money to keep CBER science going. "To do 
stake, the CBER scientists say, is the safe and ceived a written appeal from 22 CBER scien- good [license application] reviews in this rap 
efficient regulation of products such as vac- tists to come to their rescue. "We're on the idly expanding, cutting-edge field, you've got 
cines and cell-derived proteins, the biologi- threshold of all kinds of new biologicals that to understand the science," Benet says. "And 
cal therapeutics that are at the heart of the nobody even knew about 10 years ago," Korn you can only understand the science by having 
biotech revolution. says. "And they're all being developed by new the experience. That's why I personally believe 

Last week, they apparently got some pow- scientific and technological approaches" that it's important tocombine researchand review." 
erful new allies. A prestigious panel of non- demand the active involvement of those who In fact, CBERscientistssay that this is the heart 
FDA scientists, chaired by pharmaceutical aim to understand and control them. of the issue: whether the model of the CBER 
scientist Leslie Benet of the University of Researchers at CBER were warned more researcher-reviewer will survive. 
California, San Francisco, reviewed the entire than a year ago that deep cutbacks were Korn says his study panel agreed that re- 
CBER research program and came away im- looming, but the threat materialized only last viewers "who knew what the science really 
pressed. "This is a very important resource for fall when Congress reauthorized the Pre- was" were in the best position to judge 
the country, in terms of being able to protect scription Drug User Fee Act (PDUFA) of "wholly new kinds of materials and drugs." 
both the population and our world leadership 1992. Under PDUFA, prescription drug Moreover, Korn suggests, such reviewers will 
in biotechnology," Benet told Science. Em- manufacturers pay user fees-about $132 probably make quicker decisions: "The less 
phasizing that he was speakii for himself, million in f x a l  year 1999, more than 10% of you understand, the more timid you gener- 
Benetsaid it was important for CBER toretain the total FDA budget-to expand staff and ally become in putting your neck on the 
"a very strong research component." accelerate new drug applications. In negotia- line." However, Kom also acknowledges 

Some FDA staffers who spoke on condi- tions leading up to PDUFA's reauthoriza- that the researcher-reviewer model "may 
tion of anonymity insist that the agency is tion, FDA officials promised to stop drawing turn out to be too costly." 
trimming its independent research capabil- on user fees to support CBER research. Stung by the charge that he doesn't care 
ity to please industry, and they speak darkly As a result, even though PDUFA fees are about research, Friedman insists that he 
of a "sellout" by acting FDA Commissioner rising, CBER now is under orders to shed 40 hopes for "a scientific renaissance" within 
Michael Friedman. On the contrary, says "full-time equivalent" research positions this FDA. Friedman, who has been running the 
Friedman, "I believe a vigorous, vital, high- year and 39 more by the end of 1999. It plans agency since FDA Commissioner David 
quality corps of scientists is necessary for to do this by transferring personnel or rede- Kessler left early last year, says he already is 
FDA, and I feel that for the entire agency." fining jobs. putting into effect some recommendations of 
But over the past 5 years, he says, budget CBER is vulnerable because, alone among the Korn report. He has begun recruiting a 
pressure has forced "very painful" research the five FDA centers, it combines the roles of chief scientist, for example. Whether this 
cuts in other parts of FDA, while CBER has researcher and reviewer. Some pharmaceutical person will actually have the broad authority 
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rccommenJcd liy Korn \\.ill lie a ilccision for 
the nest FD.4 co~nmissioncr, Fricdmnn ac- 
kno\vledgcx. And no c,nc is likely to accept 
the jot) hetore a nc\v commissioner is named. 
Rut Friedman notes tti;lt a major job search 
can tilke 6 ~nonths to a year, and says that 
starting the prc,ccss no\v \\.ill avoid "needless 
delily." '4s for intramural rese;lrch, Fried~nnn 
says, "1 personillly ;lm not going to see our 
Idboratory infrastructure neglected." 

130~s t h ; ~ t  mean he will seek ailditional 
filn~ling for rcse;lrch 'luring this year's cun- 
grcssional ~ ~ p p r o p r i a t i c ) n ~ e ; ~ r i n g s ?  Fried- 
nlan gi1.e~ :I gooil-solLlicr response: "We h;lvc 

b~lilget ;Igreelnent with [the I>cpartmcnt of 
Health a n ~ l  Human Services] anil the Ad- 
ministrati~in that iilcntifics certain priorities 
. . . and ive're committed to participating loy- 
ally and ;lctively in tliilt overall fra~nc\vork." 
111 other \vords, no. 

CRER scientists hope to persuade Con- 
gress that maintaining thcir independent re- 
search function is \vorth the moncy. One  of 
thcir goals is to get FDA intrnmurnl research 
incluJed in the National Research In\,est- 
lnent Act ,  the Icgislatic>n introduced last 
year hy Senators Phil Gram111 (R-TX), Jo- 
seph Lieherman (D-CT),  Pete Domenici 

NASA BUDGET 

Red Ink Will Not Wash Out Space Science 
W h i l e  most U.S. R&D agencies are %I- $! billion in 1999-nearly a 4'%1 raise-an'! ;I 

\.oring the prospect of big hudgct in- 4 prc,pose~i 2003 budget of $2.6 billion. The 
creases if Congress i1pprt)vt.s the Clin- If' additional f~mding \v011lc1 help continue the 
ton .Ail~niniatr;~rio~~'s 1999 ~ c ' L ~ L I ~ s ~ ,  U.S. portion ofthe international solar ter- 
NASA is contempl;lting :I less palat- -!j&, restrial program-ivhich fiC1ceil an carly 
:11ilc Lire: a smaller lii~dget th;ln it rc- shutdoivn before the solar m ; ~ s i n ~ ~ ~ u n  
ceivcd this year. Th;lt pc>ssiliility early in the next century. Resc;lrchcrs 
l~r011g11t congression;~l ad\,ocates of the are eager to gather data on the nxlsi- 
sp;lce prognlm rushing to NASA's ile- ,:::::J! mum-tvhich some fear could L1e\.as- 
knse last tveek. They charge~l that a tate certain satellite com~nunication 
\Ieclining huilgct collpled \\.it11 tiallooning systems-to better i~nderst;~nJ the sun's cycle. 
spilcc station ovcrnlns cclulLl cripple science, The request also inclwles funLls to stuily u nest- 
acro~~~lut ics .  ; ln~l  technology progratns. Says generation space telescope; for the 2302 start of 
Rcprcscntati\.c J m s  Scnscnhrcnner (R-WI), the Gamma-Ray Large Area Space Telcscopc, 
\vho chairs the House Science Committee, which \voi~ld prohe hlack holes, dark milttcr, 
"NrlSA's Iiililget is ;I mess." and star fclrmation; and to start a Europa 

Such heartfelt concern frtrom Capitol Hill c,rhitcr n~ission. NASA also \vanrs to spend 
might seem ,I g~,dscnd to NASA I7rass, hut $41 million on prep \vork for the Constella- 
agency ciffici;lls insist it is mispli~ccJ. Testify- 
ing on 5 Fcl-ru;ly 17et;)re the Science Com- 
mittee's S ~ ; I C C  ;IIIC~ ilcro~i;l~ltics panel, NASA 
.4dministrator I)nn C;olilin stai~nchly dc- 
kndcll the propose~l 1.3'10 ileclinc in the 
agency's current S13.6 liillion lxldgct. Most 
science \v0111~1 get a boost, he pt,inteil out, and 
that \voul~l 1101~1 true even if NASA transfers 
$1CO million from the scicncc Iiudget this year 
to pay for half of the SZC3 million in station 
overruns, ;ls Goldin has proposed NASA- 
fi~niled rcsc;~rchers, ,lt least, seem convinced. 
"L.  st ,. year I \vas so ~lisheartcnc~l; now I can't 
tell vou ho\v haclpv I am," si.~vs Anncila . .  , 
Sargcnt, :lssociatc director of Olvens Valley 
Railio Oliscrvatoy in (:;llifornia and chair of 
the N.4SA spacc science aii\.isory panel. 

The reason for such optimism is simple: 
After threatening for months to slash the 
;lgcncy's science accounts, the .4Ll1ninistraticx1 
has prc>poseil i~~steail to inh~ae them with more 
money. The t~uilget rcilucst rclcascil on 2 Fcb- 
ruary \vould boost life i1nJ microgravity re- 
>t.arch 1-y 1 ?)'?(I, to $742 million. And while 
earth science slicncling \\-auld stay roughly flat 
at $1.37 lillinn, officials say it's cnc)~~gh to keep 
ongoing ivork on track. Space scientists, in par- 
ticulilr, say they are delightcil \vith a rccluested 

. - 

tion X-ray mission late 
nest  decade to cs;lminc 
galaxy evolution. 

"It's really remarkable," 
says Sargcnt. Just il  few 
n ~ o n t h s  ago, the White  
House Office of h~lanage- 
mcnt and Budget had been 
considering radical cuts to 
the space science account 
that c0i1111 have wiped O L I ~  a 
host of proposed prc>grams, 
including robotic missions 
to Mars, Administration 

(R-NICI), and Jeff Ri11gam;ln (D-Nbl). c;lll- 
ing for a doul~ling of feiler'll 1~;lsic rcscarch 
ttlnding o\.cr 10 years. The  FDA, they s;ly, 
\\as the only research funding agency th;lt 
\\as left out of the I ~ i l l .  

.4t the very le;lst, repairing tlii~t o\.ersight 
\vould help legitimize CRER scientihts' bici 
for more support frcm tllc agency ;IIILI con- 
gressional i1ppropri:ltors. It might also gcbt 
them a little respect. 

-Bruce Agnew 

Inoney, he says, \vci~11~1 cc,nlc t'T~,111 dcl~lying by ;I 

fe\v months the renc\\~nl of gr;lnts for outside 
researchers \vho ;111;11y:c N.ASA data. "1 don't 
think indi\,idu;ll researchers will feel it," s;lys 
S;lrgcnt. NASA also \\ants to talc $50 million 
from the earth science nrocrilni in 1998 for . < -  

station ovcrruns.Ghassem Asrar, the ne\v earth 
science chief, told SC~L'IICL' that this cut \vo~11Ll 
hn\.e little impact on NASA's Earth Ohserving 
System-launch of the first massive r~rolie is 
slated for Ji~ly+>r on rcsc;lrch, pritn;lrily lye- 
c;lusc of the yrc>gnuii's slo\v slicnlling rate. 

l3espitc the gooil vibes co~ning from NASA 
and the scientific community, Senscnl~rc~nncr 
and other la\vmakcrs they kar  further space 
station railis on scicncc. At Iilsr \vcck's henr- 
ing, Golilin sought to reassure (:ongress liy 
pledging that NASA ivoul~l not ;~sk fix simi- 
lar trlunsfcrs in 1999-l7;lrrinc ;I Russi;ln 11ull- 
out from the co;tliticln. He ;lildcd that the 

s ta t io~ i ' .~  cost over- 
runs, ncarl\ $1 l i i l l i c ) ~ ~  
no\\., ;~ppc;u U ~ I L ~ N  

control. (.;oldin illso 
pron~iscd t h ~ t  $633 
million NASA hail 
borrc>\veJ from timils 
set aside to IiuilJ l i t ;  
anil microgravity 61- 
cilities fir the stiltion 
\\.ill be returned in time 
to get them in orhit. 
"We'll deli\.er cvery 
s i n ~ l c  sciencc facilitv 

sources say. But they say Solar windfall. Studies such as coronal we agree~l to," he said. 
that congressional support imaging fare well in NASA request. With only thcm- 
for space science combined sel\,es carping-anLl 
with the possibility of using moncy from the gi\,en the importance the White H o ~ ~ s c  assigns 
government's pri~poscil tol~acco settlement- to the space stkltion-Scnscnbrc~~nc'r km~l 
although that funding may ne\,er n~aterialise other la\vrnilkcrs may hi~ve ;I hilrJ tinic denying 
(scc p. 974)-ultimately protected the pro- Golilin's request to transfer fi~nils to pay fix the 
grani. According to NASA space science chief overruns, say A~l11iinistr;ltion officials. Still, 
Wes Huntress, the prograni suniveil "a very a 1c;ln NASA huilgct is likely to continue to 
~lire,  lire sit~~ation." dm\\. catcalls tiom the Hill. Says Representa- 

The t:,l\,orablc long-term outl~,ok makes ti1.e Dana Rohrabacher (R-CA), "I hardly 
Gol~lin's plan to transfer $52 million in 1998 think \ve sh~,ulil be happy the space program 
funds from space science to the station more is bleeding to de;lth more sIo\vly." 
palatalile, Huntress says. The  hulk uf that -Andrew Lawler 
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