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WABEBMINGTON, D.c. 805348
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FILE: B-186987, B-187059, B-187131 DATE: Februry 22, 1977

MATTER OF: Carlisle Laboratories, Inc.

NDIGEST:

Food and Drug Administration (FDA) finding
that drug stability data did not upport
prescribed expiration dates contained in
solicitation is not subjezt to review by
this Office.

Carligle Laboratories, inc. (Carlisle), protests againast the
avards of contracts by the Defense Personnzl Support Center (DPSC),
Defense Supply Agency (DSA), undor requests for propcs:ls (RFP)
Nos. DSA120-76-R-1829; -1876; -1850. Each RF” requested cffers
' for differing amounts of various types of drugi and required that
the items offered have a potency for a prescribed period of tima.
The Food and Drug Administration (FDA), based upon information
provided by Carlis)e, dotermfnud that Carlisle's items did not
meat the prescribed potency requirenents. Relying on FDA's find~-
ings, the couttacting officer datermined that Carlisle was not a
responsille offeror under the RFP's, .Carlisle protestad the dete--
mination. The coantricting officer awarded the contracts to firmg
i other than Carlisle.

, The recurd before this Office veflects that the contracting
officer rejuecred the FDA to' perform aurveys on Cerlisle and the
other offerors undar the respective RFP's, FDA recommended that
Carlisle not he awirded a contract for the drugs because of inade~
quate stability data to meet the expiration'date requitements con-
tained 1a the RFP's. While Carlisle had done accelerated studies
to substantiate the requirud expiration datings, #DA will not approve
! accelerated studies to cupport expiraiion dates for wore than 1 year.
‘ The expiration dates for the respective RFP'a were 18 and 24 months.
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Subsequent to award, FDA recommended Carlisle for award under
another RFP because of adcquate stability data to support the required
expiratiou dating period for the ssmc product called for under one of
. the above RFP'n, Carlisie contends that the stability data made
availcble to the FDA, at the time of the survey under the above
RFP's, was adequate to suppert the respective expiration dating
periods. Essentially, Carlisle contends that FDA's conclusions
vere erronecus and that, basec upon itu own interpretation of the
data, the expiration dates had bcen established.

Section 331 of the Federal Food, Drug, aud Cosmetic Act (21 U.S.C.
§ 321, et seq. (1970)) ccntains certain prohibitions concarning |
adulterated drugs. Section 351 of the act: provides that a drug |
shall be deemed adulterated if, inter alia. the "wethcds used in, or |
the facilities or controls used for, 1%t manufactura, processing,
packing, or holding do not conform to or are not operuted or
administerad in conforuity with current good manufacturing practice
to assure that such drug meets the requirements of. tiis chapter as to
safaty and has the identity and strength ‘and meets the qualits and
purity characterieties, which it purports or is represented to
possags * & %" TIn implementation of the "curxent good manufacturing
practice' requirement, 21 C.F.R, § 111 (1976) provides ‘that drugs
known to deteriorate bear an expiration date supported hy readily
availiable data from ‘stability srudies. Noncompliance with this
requirement results in a finding that the drug is adulterated within
the meaning of the act., The Fcod and Drug Administration has the
responsibility and authority for implementing and enforxcing the act.

In view thareof, we will no longer review protests involving
the rejection of a bid for nonconformance with a requirement which is
within the cognizarce of FDA and, therefore, the subject protest is
denied.
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Acting Comptroliler General
of the United States
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