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COMP'TROL.l.E:R GENERAL OF THE UNITED STATES 

WASHINGTON, D.C. 20548 

II'" John Jrod.a~ Prfflt•• 
Clhd-1 8'IWJ;J ~tlan 
111 lc»tb .... ..,... 
lbtnt ~ ... ton: 107'0 

1J8r lb". JfcWio.i 

JAN l G 1973 

•~.,. l• a...t.· to ~ ~ of' A\tP.*t 4. 1972 • .-4 )ri.or ~­
,..,...,.. fl'Ot-.tlq ~ -~ o'f ~ ottms undft tbre• 
Mlld.tnt..-. ~n-1-1eaa, •1967 .a .-,. t....a bJ' "'* ~ ... 
P..._1 -..-. ~ (liPBC)t- N.31.14•1J*l•, ,.._1-.da; fol! 1'ftlb4 
~a.Uk ....... .__ ?ill :ueh ~ ~ ~-· Jiit~ u n~ 
,....11 • .,. 'l'it'tM ot ... ~...u-- 1dth • atm.1 ~,,..t ot tM 
1oltalt&UOll •t th# ~ ..,_ • .S.tA hi• l'dl ft14ett tht.t !le i• In 
.......... flt .......... JIJU~· (ti) ~ b¥ ta 'J'ood -1 
..._ ~- (M) m tht ~-... d ..U. 't1J!t ~. 

?Oil ~ '\w.t • aol.ttd.W.ttm Htd• ••int ti.t ott ... ,_..., 
• llfl""!• - f'c them.... to 'be JNC...t .. ~ ~ 
t• ..... noUdag to'"* f&Mi,U.ty lit ... ~ • -'~ b7 tbe tact °'* J'OQ. &ft ~2¥ ~I- the liJ.OU"al _. ... e&llie4. ftlr by t.bl 
......... "1.tot""-1 ..... diflbg me em~. '!'Oil .,,. abltl.bl 
,_. h ilQ'-.. rou. .nldte4 PM~ toPtJldt ~ ~ 
...i.i ~ ot JOllr ~ ...... ,. .... thlt ~tit •• c.e.4 
41'0fto1• ........ .,UcaU• tu~ with .,,Ucet. hl ~ 
U.. u4 t.\ilat 'bllM• ~ otto ~Qt ~ beft ._,,_... ~­
n•. X. this ~, YR Jll)lm oo tht.t 1°" bM1\W M ~atet 
Dl to ,. . • J1Wc1t ltt,.1911, '4\l<JA ,.._ ltlb..._ u an ~' u "4.Uint 
bf* BA to..,., ooaUll\114 ~ ot 1fl4? ......... 

. . 

Yon ftir\IWr all• ti.-t tba. .~ 19 • ~ DA Uillar tb9 
~ .Uflit&U.. .... l.QuW. ~ft.dl'.lf '° ,...... .IUttoa, tu •• 
- ~· 01Utai:t bolMr ot .. ~·-.,. ... ~t ftt.wf.at ... ~ - ""11l...,,.,.. ~ -~ ~· ~ ~ t'h.t· ~"' ""'°.i.. a~---- ot t.llb iill~ ,_ ~ ·to a neat .­
_,.. PIH'.bM• .,,., nb.'leQO ot ti. -~ __. •t & Jlri.• in .,_.. 
ot tbft m Wbleb .. lh.llt.1-1 ~ .wl4 ban ...... Ob~ \b'ldu tbe 
-- Jl'O'ldt!Od ot - aUt$q Cltad.-1. ~- JJA• ""' J.Obt to "'° 
otw ..--.t me ft11Qtt.attm1 tw tith:l'•t -- ot ~. 'lcmt..U»g 
bl .. ,._.UM~ uUAt&tl~· et~ 414 ot 4l4 not.~ ~"a 
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NM's acrz.ordil'tg to wbether Qr nQt EthietJri had- p:revt.OWJly 4eCured approval 
vith reepeot, tC) tlloff speaif'ic sutw.Q '8d wf:thollt -ng&l"d tor P'DA MnA 
rttq.uiremeiit• • . 

Finally 1 you, contend tbat DPS<? ttohrd.<ml peraonnel lack .t:Qe compe .. 
teace and t,be·equipwtnt to teat the e..eeept&billty. of cont:r&<?t-eupplled 
auturea Md. in ..ny. event that tne NOA requJ:r-..t cannot be vi~ u 
an &c.Oeptabl• 1ubrtitute tor aocept.Uiae toting. Y('n cite in tl"da 
regard • recent decision or the ~ Semen BMrd. -or Cmtr&dt Appeals 
(ASBOA) in CUni~al' 1 ta~ vbtel\ y,ou· .contend bolda that SW?h teabnica1 
competence .is lacking in· .Di'SC pe:raon'nel. You t\lBO -~ gen~l, u.ndocu· 
unted allitgiltione ccmoemfng what· YOG conaider- to be- ccnfliottl ·of inter· 
eat Ind gen_,n.11.y Vnethlo-.1 con.duct Ori the part of· spe.eif'ie DPSC ~onnel. 

!be Defense SUpply. Ag.nay ~~rati ve ~. including too st1rte­
.ant ot the Dl'SC contraotbig .officer, awullrlau the history leeding up to 
tba requirment 'b1 PDA thi.t arittl'Mtunrt ~ c.e-mtn •n~ted dru3a and 
M4ical pl'Oduet• (sueh·• tbie ~here i11VC'4Wld) ~l.&s•itied u "nev 
4~" aecme ~ of their ~ta frc. ti. dual standpoints or 
ll&f'.ty ..-id ftffeet1 venea• by ..ano ot J'DA ~ of. prcperly d.oc'imtmted 
MDA'•·· With respect to .. d.eeaed.a~• ~turf!m, it i•·~.ed 
that -.nufaet~ of -41cl$1 prcduCW covered by the NDA t'ltquirem&nt who 
W HCU:red. PM appl'OYal prlOJ' to 19521 vhcm tbe ettect-iWM88 cl'itcrion 
was M4ed to the preedatt.ng $8!et1 .o:riterlon, ~ ean.aidend. to ba . 
"dewd ~· witho.it tho necea8ity Ci£ aubmiteit.ll'l o:r • nn !IDA onae 
•ffenivenet• 4-t& on the pre-1962 enroval ,~ hU been nal.uated 
&n4 f'ciun4 autticient. It. is also ~td. tnat· rDA baa not 1nte:rfmtd 
with the ecw!'ftal aa,rke"n:g ot pl'Oiuott elua-iffed u "new· dl'\lgS" by 
FDA but which t,re not entitled to "d~ ~rom" atatu.s and for vh!cb 
no new ltDA baa been :filAd 01" approved, pending ltDA ~.a:sion. 

-With~ to the requi:rentent in ·the ~oaplAined of DPSC 10.Udta• 
ttcu that tn .,,roved NDA be au.tmtt«l Yitb tbe bid. not¥1thlt&bding that 
prior.. ccnt~ts (1e11e ot: Vhich tu"e· "ti.11 outlttanilng) eoot&ined no wo:h 
requ.tr.ient rand that tile requirQtmt ·~resents ·a ~ atrtnge~t appli­
e&ticn ot P"lM 'a 1'\l.lE6 than FDA itself iJllpOlts, the repol"t poittt!J Ollt that. 
tht ~ Medi~&l Mat.erietl ~ (?IOm), c~gd 'With tbe reQc:llsibiUty 
w:t.tldn the ~t Gr Det"enlle (DOO} ot aiftttng ~tmt policy vith 
NSPeOt tc ttw related to JAedical ~,. d•te.uat.nea .in Pe'bnlal.'t 1971 that.~ 

"* * * t.~:rte~ an &IWrovei .. •w: dNS -nl:kati()lt vou1d 
be a requi~t in a DPSC drug ~t onee FDA announced 

.·· ·.· 
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t!a&t ~ baa i•·-- acuU..a. .,,. it to '* •. ..., 
-c.u.• -Ml~'*" tu~ .a.~~ . .. ... .,...el .. ..,. f.Wlf.'"1<ira ..... 

ft la...,.._ thl.t·~··•-... Mlwht1 ~-
dtb·nl .... ,.. ........................ thbtp, thin 
.. ~ ... ftl&.ctta mt ~--tb ~~of • 
...., .._ .......... 11' ....... '*IJIC1Ql4 aot - ~ .... 
........ tor -- .ao11 ~ ......... t• 4na ot ~ -.i-

~ -~ -~~-.~---14~­.. .r- ,_ •. ~ ~ Vitb·MB• 

On·"' ~- of.~ .,ucaw. ot tbStl . .-ni ~U«r to ta 
,,_.111••M' ot. Ml). ~ ~ .t .._oh"* OC!lf,l.S.., ~ ,..,, 
"*"•ta\•....,~. 1971; 'MP:l.hJIM.t• 36h!tw.1 ~ 
IWa ·*"21 lttt.,- 8'1111 ~· (J>IU \WJ Vblell ~ 
n ... _,.. •·amst..i .. euturu. t.llil:IJJC ~ ~ -ldlk, 
.. -..., 4r\11&" ..i ~ U#tld tht ..,. 11114 lUlA ........ or tm 
~- mutao ..... -1 QoM ~·:• ~ '"* ........ .. ~ .... -.ta·-~· with bl~-·· Ca the.~ ot w.. 
rat.~-. tbe-·JHl'i aldo4- DIC lit _.~ ~n l9?1 ttM. 
..U ·..-.. .... -.i 1q t1Yt .,.._ 11 ~ li«f;nn ptteati• WGl4" ~ aub~ to ti.bit - ""11t••at-- "'°" ,.--·~bu· tut Dllk• fin\·~ l1lA ..-'Ot'al 
tW kt&!W Silk"_._. - ~h t,,S .a tJ.ft1y ~ ,m. ~­
U.. ~ «Hu.1 t• • tta.h'lo4 ~-~ .eill .ai\18. ~· 
.,.... -·~est ad.Y.le• tlt'dill.m that qun1w-. aot tUe4 U1" 
IM'•._ Su UJU.U• ta *"°li 1912, dt.cl "7 .1Gl• lfhhh • ot tht 
... ·ot tM ntUt 1*I. - Mm--~· 

Witil ~ to ,.,..*33JOt,tou· a•~ tbt ~ at 
et!du of DHC ,..._.1, the 1epol"t 4-1• that ·tn. oited MBCA a.t .. 
... .. - c<iilll••1tt -~ 1"llQIOt to·•~ or- D?80 ... ~ 
......... ~ ot.Mi' 0(!1 !:inU ... ~-- .. • ~the "°*"pin.,. ot -.n ~ trC11 ~~ .. ~~a lea 
..... , ....... J'laht ~.- -'.nbi -CUillod --~t. ti. ...,.,ti 
..._ M ti.t tldl ~ 'tfU. _,,. !'o'll~g tle fM •,._«Ng• 
~-Witli r-.»tc' '°am lmd.W atr.lMe.IDlt t1-t t~. 
,.. .... t4 ... ~ .. - t~:.-n Of the .~-.rui oth1:w .. 
""*'"4h~Wltltt8.ae~ •. ,ZD;~ot 
.u.etUq ~ -l'Ud.4ca m "1d• ~. thtt ~t ~ ~ \ht ,..... •. JI., ___ ...._._ - - --- '.\o;,lloL"""*:-. .__~ i -~,~" /' 4<'1.l....a. &.,_ a s ~ __,, - -.._....,......,. ....,..~,. llj!Um•-.T· ~""'1..._ng ~ ~ 

... -: patd\ .. ••tab& ot Ill». .... ~ bf ~ tu.a. ·. 
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...,.., ...... ~-th --- ~~~it.a 
u-.i·w rM., -.w ~ ... ·-" ._ ·~ w ~ ... ~. 
Os*~ of w ~ ... ·ot f)pSe tt'di-.it .. ,.,....1 

lal4 ta•••·•~ A8BCA ~- bi Cllid-.1'• ~·• en ** till•~ ....- "'4lnl ·or tm 4-tll• ~-- 'that 1\ .,.. rttt­
._...ta . Oil'•,._.• ibe -.u, Of tbt Gc••r••nt.'• ~-to 
..-ad• tu "'41n. ot ~ tbat '* ·~ ~ Ull4W ._ cm­'*' tt.M s. ._. 414 ao\ ...... ~ ~te ...... b, 
ti. ms-. . .,..... ... na 'tih41ns . OP.ltd.ol on ~ ~t ot nPSC _... 
•Olmtlt ~·. ··~.,.. bq\. .... ]¥ ~that tP ~· 
~ • t.1-. lWari.na -ti.~ cu~. ~' tbf1 ·tet.U. is 
.. ..Utletl to_., ~t!M ta~ !IPSC ~tenet b t1-
UM ot ~ ~.. !WI' ~ &llep.t1 .. ~ DP8C ~1 
ue ...uba'*'ti"*i end ~~ ·IUft be di_.-4 w:t.tbott ~ C(Wnt. 

ln acc.01'dln.o.i tdtb th• tbO'W ecna14~1aoa. ;yOUol' proton mst be 
4-ded.. . . 

P.AUL G. D'E1'.IBLTNG 

iF<rr-tne ~Un ~ 
or tne Unit.a -~ 
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