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THE CENTER FOR

FOOD SAFETY

" 15 October 2002

Dr. Lester Crawford / I o B
Deputy Commissioner ~ :
Food and Drug Administration -

Parklawn Buildine, Room 1471

AW DULlally, o0 . N ; . : ) .
5600 Fishers Lane ) : o : ' ' . ‘ .
Rockville, MD 20857 - - . o ‘
o Dear Dt. Crawford

Pursuant to the Adrmmstratlve Procedute Act (“APA”) 5US.C. § 553(e), ‘and the FDA'

implementing regulations, the Centet for Food Safety and numerous other otganizations petitioned your -

office on March 21, 2000, to take action regarding, inter alia, the potential human health and
‘environmental impacts associated with the use and commercialization of genetically engineeted foods.
See FDA Docket No. 00-1211. More specifically, the agency has been requested to initiate new
rulemaking to establish mandatory pre-market safety, environmental review and labeling regulatlons for

all genetically engineered crops and foods. Since the filing of the petition well over two yeat: a; o, yout "

office has failed take any action concerning the issues presented by the petitioners. This letter serves
as a third. and final, letter demanding that the FDA rectify 1ts unreasonable delay in this matter by

prowdmg CFS with a substantive answer to its p_etltlon

As you are Well aware, the CFS legal petition has received the public support of several hundred
~ thousand individuals. Coupled with the FDA’s statutory obligation to ensure the safety our country’s
food supply, the intense public support for mandatory regulatory oversight of genetically engineered

foods necessitatés your agency’s immediate response to the petition. By refusing to act, the FDA

continues to deny pet1t10ners and ‘these members of the public relief at the agency level and is a
constructive denial of the petltloner s request. As such, petitioners intend to pursue other avenues,
.including judicial review, in‘order to assure that the agency responds to the issues raised by the
petmoners :

Indeed, the agency inaction in this matter is subject to ]udlclal review. Under the APA “agency action”
- is defined to include “the whole or part of an agency rule, ordet, license, sanction, relief, or the
equivalent denial thereof, or failure to act”* and gives coutts the power to “compel agency action

‘5U.S.C.§551(i35(1995) (emphasis added) e e O a 67[
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unlawfully withheld or unreasonably delayed.”z, Thus, the APA authorizes coutts to review agency
decisions to refrain from taking action.” When administrative inaction has precisely the same impact
on the rights of the parties as denial of relief, an agency cannot preclude judicial review by cast:lng its
decision in the form of inaction rather than in the form of an order denying relief.*

In‘ addiﬁon; the agency’s inaction is violative of established agency reg1ﬂatidns. The FDA has established
regulations in which a reasonable petiod for agency response to citizen‘petitions can be no more than
1180 days.> Regulations which are promulgated by an administrative agency in carrying out it statutory
mandate can also provide standards for judicial review of agency action.® Such self—unposed constraints
may supply the “law to apply to overcome the ]udlclal presumptlon against reviewing administrative
inaction.” Thus, the agency must act in a “prompt” manner or be subject to further action: The
agency s delay in answering the current petitions amounts to a refusal to act, with sufficient ﬁnahty and
tipeness to perrmt judicial review.®

: Fur'tucrmore petitioners remind the FDA that excessive and unreascnable °‘"y in addressing matters
. brought to its attention by the public saps the public confidence in an agency’s ability to discharge its
responsibilities and creates uncertainty for the parties, who must mcorporate the potential effect of
p0551ble agency-decision rnakmg n the future _ .

~ As put before the agency in 2 December 3, 2001, letter to Acting Principal Deputy Comrmssron
Schwetz, and a March 27, 2002, letter to you, petitioners request that the agency adhere to its regulatory
procedures and respond to the aforementioned petition . In the absefnice of an affirmative tesponse by
November 15, 2002, the petitioners will be compelled to consider litigation in order to achieve the full

and complete action required to address this violation of federal law.

Ve
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Potomac Electrlc Power Co. v. ICC, 702 F.2d 1026 1034 (D.C. Cir. 1983)
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Sincerely, L .
] oséph Mendelson, III »
Legal Director

 CC:  Joseph A. Levitt
Director, CFSAN

Harvey W. Wiley Federal Building

Room 4B-064 .
5100 Paint Branch Parkway
College Park, MD 20740-3835
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