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COMFPTROLLER GENERAL OF THE UNITED STATES
WASHINGTON, D.C. 20548

JAN 1§ 1973

Mr. Jom Novie, President
(Mnioal Supply Corporstion
117 soath Secend Avenus

Mosnt Veroos, New York 105%0

Dear Kr. Novic:

Peference 4w wade to your letter of Awgust b, 1972, aed prior core
respaniance, protesting sgelnut rejection of your offers undey three
solicitations, mﬁ*-l-lﬁﬁﬁ, »1987 andt ~25h8, fseued by the Defenae
Poracunel Support Oenter (mc)ﬁ Pulladelpnia, Penngylvinia, for hrelded
surgionl silk mutares, sach tnstinoe your offer was rejected s non~
rmsiwwﬂm#mmmﬂﬁtmmmmtum
solioitation taat the offeyor niwit &ﬁh hiz B34 svidence that de in in
passession of A “Hew Brug Apelieation™ (WDA) syproved by tie Food snd
Brug Abeintatestion (FDAY for the manufacture of this Sype suture.

You contend thet tie sallcitation reguirement that offeswrs possdas
it addad nothing to the guality of the prodfuct as svidesced by the fwct
thet you are surrently profucing the {dentisal sutures called for by the
peotestad molioltations usder existing DPEC sovisecta. Yoo siso maintadn
thet fu any 26 you satisfied PIA requizesents to peradl conbinued come
Mﬁmdmmmtmmmm&unﬂu“m
spproved” new drug application in scoordance with applicabls FIM regulas
thons and thnt henoe your offer shoadd mot hikve been deciared nourespone
eive. In this yvegmrd, you point out that you mbmitted an abdreviated
T 50 4DA o et 25, 3978, which you saintafn 13 all vhet is required
wmmmtmummmﬁmmm

!wmmmtmmmwmmwmmm
iustant selicitations wias insertod speeifisally to fawnr Fikfoom, Ine.,
the enly current holder of an sgproved EDA for the mbieot sutures, wod that
the requivenent waa inserted “only after” Etbisen chtaived the veguived
spproval. In furtherance of this kllegation ywa pofot to & recent open
mavket puvchase from Ethicon of the gubjeat suburds st » price in sxoees
of that Por whleh thi 1demtion] sutures could beve been obtsined wmder the
apsion provistond of s sxisting Clindenl contract. Also you pednt to two
other repeni IPSC solioitations forr differsnt types of mviuves, sontanding
in asssvics that those molisitaticons elthar 4id or 414 not require approved
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BDA's according to whether or not Ethicon had previcusly secured approval
with respect to those specific mxbma and without rugnrd for PDA NDA
Muirmtt.

Finally, yeu contend that DPSC mhnieal persatinel lack the compew
tence mnd the equipment to test the acceptability of eontractesupplied
sutures and in any event that the NDA requirememt cmnnot be viewed as
an scceptable substitute for mecepisnce tweting, You cite in this
regavd & yecent decision of the Armed Sepvices Board of Contract Appeals
(ASBCA) 4n Clinioml's favor which you contend holds that such techniesl
competence is lacking in DPSC personnel. You slso wake genersl, undocu~
mented allegations comceming what yoo conaider to be conflicta of inter-
est and generslly unethiosl comduet om the part of specific DPSC personnel.

The Defense Supply Agency administrative report. including the stete-
went of the DPSC comtracting officdr, summeriges the higtory leading up to
the requirement by FDA that manufacturers of cerisin enumerated druga and
modical products (such a8 the gutures hers involved) classified sz "nev
drugs” secure approval of thelr productes from the dusl siandpoinis of
safety and effectivenens by menns of YDA approvil of properly documented
N¥DA'e., With reapesct to "deemed approved” manufecturers, it is reported
that manufacturers of asdical products soversd by the DA requirement who
had secured FDA approval prier to 1062, when the offectivenegs criterion
vas added to the mezd.sting sefety cxiterion, are congidered to be |
"deemed approved” without the nesesgity of submission of A nev ¥DA once
effectivenons date on the pre-1962 approval product has been evaluated
and foumd sufficlent. It is also reported that FDA has nob Interfered
vith the commerdisl marketing of products classified as "new drugs" by
PDA but which sre not entitled to "detmed dpproved” status and for which
no new HDA hins been filed or approved, pending KPA submission,

-With respect to the requirement in the complained of DPSC salicitse
tions that s approved NDA be sudbmitted with the bid, notwithstanding that
prior contracts {some of which &re still putstanding) conteined no suoh
requirement and that the requirement represents & more atringent sppli-
cation of FDA's wulesthan FDA itsel? fwpones, the repert podmts out that
the Defense Medical Materiel Bourd (DAB), charged with the responsidility
within the Department of Defense (DUD) of setting procurement policy with
respect Lo ltems related to sedica) cmre, determined $n Pebrusry 1971 that:

% % % therealter sn agppmm wew drag application would
be a mquimt in & TPSC drug prosuresent ance FDA annouanced




- 405

B176081

mtmmitmmmﬂﬁﬂmwamw:'m
m*mw&&ummmm
: umWMWMW&m&mf.

mmmmatmwmmwtmmﬁuey%m S
Wﬂdmmmwn&u&mwﬂm report
states that on Novwmbey 1Y, 1971, DA mu-muasmmm
21612 Prog Rrfionzy Stuly Mmemhm)mumm
ﬁntymefmﬁ«lmm, inclnding nonsbacrbable traided
uww”mwnmmwmmwwm
wmmwwwmmwmmmm
affective” in meourdmuce with PDA prooadure, Om the strength of thise

mm&m. the DI sdvised DPSC in early Decesbher 1571 that

all sutures coveded by the Novesber 1) Foderal Reglster publication
world ba procured avhjeat to the NDA requirement.

mmtmmmmemm«uﬁmmmw
foy hraided silk mutures in March 1988 mud flatly disputes your comten=
thon that Minisal 1% & “deened approved” bratded silk suture manufecs
turer on the strength of advice fram FIX that Clinleal hms mot £1led any
EOA's seve 1ts spplioation in Merch 1972, umwm,mnuorm
daty of the report had not been spproved,

With respect to yuar sllegations concerning the sompetince and
etidos of DPSC persomel, he report dentes that dhe oited ASBCA deciw
sion made wuy comment with reepect to the cospetence of DPSC persornel
snd disuinses your othsr oomments sa “impdnustions.” Comceming the
recset purchase of 331k sutures from Ethicon, notwithetanding a legs
axpensive mnmmrmmmmﬁmmt.emmm
paints out Shat $his procuresent was mads following the Pok "new drug"
determination with reapent to silk Lraided sutures sd that, tharefore,
pousassion of éa approved MDA on the part of the sucoessful offerer weae
required ix Bcocrdience with the OB detarsdnation. In Justificstion of
soliodising only Ethicom for his poquivement, the report states that the
Proouremest was amds on st urgency tasis, therwdy implying” that time
mmmtmmmmwwmm. :




406
Be176051

mmmmm,wmmmmwm
Wmmunmwm«&ummﬁw

eoaskion.
uwm,m%amxmmmm
mﬁumvﬁmmwﬂmm v 26, 1965, viich

memmmwmmwum

Wumugf;' rictios * * % for each ttew
ammmammwafm
WW& :

mmmiywm%mwmwmmm
; - ‘-mﬂammmstmm

M"Mwu , mwmwmmmm
of 4w IB." Dol 29, 197L: The cited desision noms
mmmmw@msﬂmmmmmcm«m
Wﬁ%ﬂm&mﬁme&umm
eonolasion wilok we also the instant osse See,
lhn, ”Mn Gan. 209, m&w@m&m,m% :‘-%33
wnmvmmwmmu wmmuma

d%wwﬂuwm&m&umw“mmw
mﬂguubﬁﬂry.wuﬂmmmmmw
u«mmaunm,mmtt W
W(b proqurests, mkem. gen, B3T) 862 (13?@); s
g.m 1965).  Alan, $n the Kbueice’of pontrwry svidence
ugumumwitnwmtmwﬂmw
mﬁmu"amdw MDA mtatus .

wWe WMWMmsmmwmww
IPIC to faver Bdcon, we think tht the fast thet the OB deteraing-
tiom 6 spply mn Norcessthie-board approved KDA Tequizesent war side scue
9WWMMMMmMMnnWMmM

mmum&mm«uwﬁmmmuw

the 80 and the DPEC. mwxr,mmnmmmﬁm-
mwm‘nmmwmmwmmﬁwm
hthtm ZJ.. 1?71; m Wbliuﬁm {im’u.

- ponaheorbabla, ﬁmm;ewawm
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m-p)mu ammummmmmmwam
1ixted by PDA a¢ "nav drugs”™ nead be subjected to the MDA requiredent.

mmmwwmmwmmmmml
mmmmmmmmmm'xmmm

question, sur resding of tiw devision Indionten that it was reae
M&Mﬁ'sMMWWﬁMWW'imu
sustain its burdan of groving thet thae putures supplisd under the cone
tract thare ix dlapate $1d ot meel gontyect requirementa, As soeh,
the decision expressed no ¥inding apinicn on the sdeduscy of DPSC per-
sconel, eguipment, or proceduyes Lut marely comoluded that the evidenos
presmtad st the hearing favored Clinical. Therefore, the decisimm is
not ewtdtled to any conpiderstion in determining PPSC competence in the
eres of acceptance testing. Your other allegations sbout DPSC personnel
are unsubstantisted and therefore must be dignissed withoud further comment,

In acoordance with the shove consideysbions, your protest must be
donted,

Very truly yowrs,

PAUL G. DEMBLING
FoT h6  pmptrolisy General






