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Decision re: Leemon Pharmacal Co.; by Robert F. Keller, Deputy
Comptroller Geneial.

Issue Area: Federal Procurement of Goods and Services (1900).
Contect. Office of the General Cornsel: ProcureMent Law I.
Budget Function: General Government: Other General Government

(806).
organization Concerned: Department of Health, Education, and

Welfare; good and Drug Administration.
Authority: Fe, tral Food, Drug, and Cosmetic Act (21 U.S.C. 301

at seg.!. B-186987 (1977). 8-187059 (1977). B-187131 (19'7).
9-179731 (19753. 51 Coup. Gei. 703. 51 Comp. Gen. 709.

The protester objected to rejection of its bid on the
basis that it was not a responsible bidder. The agency's
finding, upon which the determination of nonresponsibility was
based, that the bidder's plant did not confes to current good
manufacturiag practices was not reviewed. The fact that after
the awiad the agency made a determination that the bidder was in
compliance with such practices did not affect the earlier
dettrmination of nonresponsibility based on the detsrmination of
noncompliance. (Author/SC)
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DIGEST:

1. Food and Drug Administration finding, pon which determination
of noureaponuibility i. based, that bidder's plant did not
conform to current good manufacturing practices will not be
reviewed.

2. Fact that after award Food and Drug Administration mado deter-
utnation that bidder was in compliance with current good manu-
facturing praettices does not affect determination of nonreaspon-
mibility uade upon Wood ard Drug Administration determination at
time of award that bidder van not in compliance.

Lainon Pharnacal. Company (Lemmzn) has protetsed the award of a
purchase order by the Department of Health, Education, and Wclfare
OMEW) under request for quotation (RFQ) No. DA12-76-0397.

Twv offers were received in response to the RFQ. On March 16,
1977, NEW idvised.Lamnio that, based on,a survey of its.plant by the
Food and Drug Adauinisutation (FDA), it wno not a responsible bidder.
The;PDA found Lemon not to be in conformity with current good manu-
facturing practice. uncler the Federal Wood, Drug,. and Cosmetic Act
(21 U.S.C. 1 301, et i 4 'g. (1970)). On March 21,13977, Lemmon pro-
tested'the rejection to HEW and asoertad that as a*result of a
reinspection of its facilities it had reaeon to believe that the FDA
lud or would find it to be in compliance woth current good manufactur-
ing practice. On March - 1977, the contracting officer called FDA
to inquire whether the :.4vious finding of nonconformance had been
reversed. FDA advised that as of March 24 the finding of nonconfor-
mance had not been changed.

In Carliie Laboraetoriei. Inc., B-186987, B-187059,E-I.S7131,
February 22, 1977, 77-1 CPD 124, we decided we will no longer review
protest. involving the rejection of a bid becauae of nonconformance
with a requirement within the cognizance of FDA. Since FDA determined
that Lermon woe not in compliance with the "current good manufacturing
practice" requiwement of the act, the protest in denied in this regard.
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Lemmon also objects to the time lag by FYA between the reinspection
and reversal of the nonconformance finding (which occurred after award of
the purchase order). While the delay is unfortunate, it does not afford
a beait for disturbing the award.

This Office has consistently held that it is the duty of the con-
tracting officer to determine the reuponuibility of a prospective
contractor. In making the determination, the contracting officer is
vested with a considerable degrae of discretion. Our Office will not
suhstitute its judgment in such cases and will uphold the contracting
officer's determination of nonreaponeibility unless it is shown to be
inconsistent with the information before him ov to have been made in
bad faith. Solar Laboratories. Inc., B-19731, February 25, 1974,
74-1 CPD 99; 51 Comp. Gen. 703, 709 (1972).

The fact that, subsequent to award of the purchase order, temmon
was determined to be in compliance with current good manufacturlng
practices does not affectiLthe responsibility determination madaeat the
time of award. The propriety of the tnirespcmnsibility determination is
tested against the information available prioi to the award. WI4n the
contracting officer determined Lemon not to be a responaible offeror,
the FDA had not reversed its prior finding of nonconformance. Lemmons
asaurances that the nonconformity finding could be subsequently reversed
cannot be taken into account and do not contradict the bases of the
determination. Consequently, the determination of Lemxon's lack of
responsibility will not be disturbed or questioned further.

For the reasons set forth above, the protest of IAMMon ip denied.

Deputy. Comptroller General
of the Uni .d States
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