
© 1992 Nature Publishing Group  http://www.nature.com/naturebiotechnology

962 

• fDi"G(""0tiTINUES TO FAVOR BIOTECH 
WASHINGTON, D.C.-Despite a gen
eral hiring freeze at the Food and Drug 
Administration (FDA, Bethesda, MD), 
Commissioner David Kessler says the 
agency will soon meet its promise of 
hiring 50 new staff members to review 
new biotech drugs. During a recent 
press briefing, Kessler also said that the 
agency will not "back off' from its bio
technology food policy described ear
lier this year. 

FDA announced a hiring freeze in 
June, as agency officials anticipated a 
mismatch between budgeted salary re
quirernen ts and the fiscal year 1993 
congressional appropriation for the 
agency. Nonetheless, Kessler says that 
"even in a freeze, we need to have a 
strategy, and we are commiued to hir
ing biotech reviewers." Thus, areas 
deemed to be of high priority, such as 
review of new drugs and enforcement, 
will continue to build staff. "This is not 
a shell game," he adds, meaning that 
new staff members are being added, 
not merely drawn from other positions 
elsewhere within the agency. 

"The biotechnology industry could be 
in trouble if the agency gets hung up 

here," says Kessler. He poims again to 
user fees as a potentially important 
source of relief for the current tight 
agency budget. Such fees, which many 
small companies contend would be bur
densome, have been recommended in 
the last few presidential budgets but 
have been rejected by Congress. 

"It's absol utly critical to have user fees. 
The agency can't survive in the long run 
without them," Kessler says. "Butwc will 
have to use them so the industry gets 
value and sees them a~ in it~ interest. I 
have no strong preference for how it's 
done, but user fees should go into areas 
that industry wants supported." 

In other effort~ to improve overall 
performance, FDA is continuing to 
change some of its management prac
tices ·and review procedures, Kessler 
and other agem:y oflidals point out. 
For instance, there is an effort to stream
line decision making by delegating more 
responsibilities to oflicials at the middle 
management level, instead of leaving 
the bulk of those responsibilities with a 
few center directors. 

Another effort involves coming to ear
lier decisions on what information 

Expand Your 
Rio-Tech R&D Capabilities 

Without Expanding Your Staff 
Holding to your budget and timetable could be easie r 

using Bio-Tcc hnical Resources 

Bio-'ICchnicaJ Resources•capa bilities ra n ge from isolation , 
iden tification , and gen e tic improvement of microorganisms which 
produce commo dity, special ty, and fine c hemicaJs to the d evelop
ment an d scale-up processes in its pilot fermen tation and product 
recovery facili ties. 

For a free consul tation, call or write Bio-Tcchnical 
Resources, 1035 South 7th Street , Ma ni towoc, WI 54220. 
Phon e (414) 684-5518 • FAX (4 14) 684-5519. 

DIO-TECHNICAL RE50URCE5 
Write In No. 176 on Reader Service Card 

BIOjrECHNOLOGY VOL 1 0 SEPTEMBER 1992 

should go on labels for new dnlgs. Some
times such negotiations between com
panics and the agency are "protracted,~ 
Kessler notes. 

On the mauer of foods being devel
oped by biotechnology companies, 
Kessler admits there are "some tricky 
issues" that have arisen following th~ 
announcement of the agency's policy 
on such foods (Rio/ Technology 10:740, 
July '92). "It's not accurate to say there 
will be no labeling" of such foods, he 
says, referring to a widely circulated 
criticism of the new policy. "If there are 
any changes in nutrition content, that 
will be noted. People have a right to 
know what a product is-what's in the 
food. But, currently, we don't put 
whether a product was derived through 
cross breeding on the label." 

Although Kessler says the agency is 
not backing off its new food policy, 
some questions appear to remain open 
as comments from the public continue 
to come into FDA. '"We put out policy 
guidelines, but the issue is not over," he 
says. "We need to hear more. \Ve'£e not 
going to hide anything in food.~ 

-Jeffrey L. Fox 
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