
Abu Quamnrzzaman 
178- 10 Wexford Terr. 
Apt. SC 
Jamaica, NY 11432 

April 12,200O 

Re: Docket No. 93N-0462 

Dear Mr. Quamruzzaman: 

This is in response to your letter dated March 23,2000, in which you seek further clarification of 
my letter dated April 5, 1999, regarding your debarment. That earlier letter of mine was in 
response to your letter of March 30, 1999, which contained questions about working for a 
company that makes OTC products, vitamins and herbal products, and cosmetics. You now wish 
to know whether you can work in a “contract laboratory that does not h.ave any new drug 
applications (BIDAs) or abbreviated new drug applications (ANDAs) of its own, but has 
pharmaceutical clients that do submit NDAs and ANDAs.” 

As I mentioned in my previous letter, the terms of your debarment state: that you are prohibited 
from providing services in any capacity to a person, including a company, that has an approved 
or pending drug product application. I have enclosed two items that yo’u may find useful in 
gaining a better understanding of the scope of your debarment. The first is a key court decision 
(DiCoZa v. FDA). You should note especially pages 6-7 amd 9- 11. The second is a draft 
Guidance titled Submitting Debarment Certification Statements. As you will see, a 
pharmaceutical company that uses the services of a debarred person in connection with an NDA 
or ANDA -- even if that debarred person worked for a contract research organization, i.e., even if 
the debarred person were not an employee of the pharmaceutical company.company -- would be 
in a very bad position with respect to that NDA or ANDA. 

I hope this information is helpful. 

Sincerely yours, 

Dave Read i 
Supervisory Regulatory Counsel 
Regulatory Policy Staff (HFD-7) 
Center for Drug Evaluation and Research 

Enclosures 

cc: HFA-3OUDocket No. 93N-0462 
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FOOD AND DRUG AaumsrrunoN, 
RESPO&WXT 

On Petition for Review 0f iut O&W 0t the 
Food and hag Ad&i&ration 

Robert A. Domt argued the auw fbr pew, with 
whom Roga C Thiea and Ah G. Mhtak were tm the Meis. 
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the brie?. GfmU C gOi4 Attarnoy, U.S. Depmtrnent of 
. Justice, entered an oppeamnce. 
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&fore: Bucmm, Crxmnc, uld TA'IEL, C&&t Jut&pa 
:. _. L. . Q . n-L: . Opinion for the COW fileri by Circzrit Jut&+ GiHauRc. 
:.*. .:- *:> : _. -.... . ..‘+ . . . ., Gxmmta, Circuit J*d?c Charles MCah petitions this 

caurt ibr mien of a bai arder of the Food and Drug 
Admlnlstradau pezzently debarring him ham “providing 
sewtees !u any eapacic~ ta the #wmaceutica! industry. 
Finding no merit in any of the the ccmthtional claim he 
raises, we deny tte petition 

Fxm Hl3l to 1990 DiCoia worked far Bohr Pharmazenti- 
cd Company, Inc. A; GeneA Manager of hciuction and 
Vice hsident of Operations, he was responsibIe for super& 
kg the ma&ache and dkmiiuz~on of Eolz’s drug prod- 
UCt3. 

Ir. 1992 CiCoIa $ed guilty ta vfclatlons of the Fmd, Drug, 
md ComWc Act, aa currently codified at 21 C:.SC. 01 331(e) 
& (kh 333M21, tu w%, ad&em&g a drug praducs, within 
the meaning of 21 USC. 0 ~J(a)[lLXB). and f&g to keep 
amrate batch prod&on recor&. as nquhd by 21 USC- 
§ 33SjM). Speeificdy, DiCah dimted B&u un$ayem ta 
- a drug using $gre&ans and folhwhg pm+ 
dumo diEWent hm those that had beea apprtmd by the 
Food and Drug Admh$strstlon and to conceal the differems 
Prom the FDA by preparing false rem& DiCola paid a the 
and served B ,prisan sentence 

Prior to DiCoIa’3 guilty $es hut still semtral ymrs aft* the 
mduct to wh!ch ho canZ~&, the Congress paaeed t&e 
Cenaric Drug Enforcement Act of 1998, tu3 amanhent ta the 
FDCA 91 USC. Sf 835a-3&. In the 1992 Act, the Con- 
grema repted having found %uhstantfaI ev!!encs [olJ sfgni& 
am corzupdon” in the drug approv;al process, and the n& 
for. measnre~ “designed to reatm and to emu-e the in&griQ 
of the . . * process and to prot& the public heaiti.” 21 
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U.&c. 8 3% note (quoting Pub i. No. 102-262, S L(c)). To 
that end, the Congress requ&ed the Semzw of Health and 
Human Stmbs to dohr anyone cmvicted of a Many related 
to the f&ml Mgdatim of dnrg product.3 tim thm 
“prauidinSeenricesinMy~p~tOapeRonthathasan 
approved or pending bug product application” W USC 
0 32Ca(a)I2). 

In Febmry 1993 the SW, prop&rag to debar DG 
Cola, notied him of iris right to a baring if he could 
establish a gemins ime of bet rdewknt io the proposed 
tiekrm8nL See 21 U.S.C. % S35a(iI. DiCala requested the 
hearing but r&ed no boue of f&t I&tead, he objemed tb 
his proposed dehaxnent 0.1 the ground that It would viols% 
the EY PO&t Facta and Double Jeopardy Cla?ses of ths 
United Stscee Constjtion (Article I, 9 9 and Amendment V, 
rrqeatiivcly!. In adc!%ion, DiCoia c!afmed that tt?e vagueness 
of the proposed order of detwment-+ti reiterated the 
tema of 3 3Ma@!(Z) ppltiout durther apeci%caQon--would 
prevent Mm irom engaging in “activities [that] could not 
adversely affect the regulatory process ar public health and 
safety” and thus impose upon him a penalty ‘Wre!ated to uly 
valid regdatory p*mse,” S~ly, DiCoh inform4 the 
FDA that prior to Ss 
desmm of printing maMllr kcludisg Wds and IabeHng 
used with ckag pmductd’ and ihat he feared “such ws!Mes 
might be debarmd because of the wgueness of [3 36%(a)(Z)] 
combined with the FDA’s lack ofinterpretadoh” In a follow- 
up letter, DiCola aked the FDA to de!& the 

i!.r 
e “~8 

in any capadty” and t0 hikatz whether Di la’s rengwed 
rmplvyment as a salesman of &ug lab& and lab&g would 
fndeed be predudui by his debarment. 

In Novercber 1993 the Secretary denied DiCola’s request 
ibr a hoaxing, rejected DiCoids cumtitudonal claims, and 
pemznontly debazcd bim. 58 Fed. Reg. 59,044. As for 
DiCaWs request for dariflcation, the 2hwet.w~ concluded 
that the statutory phrase “provide sew&s k any cau&tV’ ia 
“dear on its f!w.” TO * “A debarred ft 
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.Whgn the Seoefxy denied his -Petition %r reconsldem!on, 
DiCofa petitioned this court 3x rwi2v+- of the lid d&mea 
&ar. Here ha renews his daims tM the order vioiatm the 
dcuble jqwdy and a post fam dauses ot’ the Comtitution 
tend reaaser+a aa a ~4p.zhtinn of due process his &im +;hat 
zke order doe not $174 lbn adequate notice of what conduct 
I: prohibit& The pertiu agree that DiCola raiped tine 
fmes Wore the agency, tlaat no ma*?&!1 &t-a ax-0 in d&a% 
and that t.bis cow should rev@w DiCoKs legal ugumenta de 
nova.’ 

* In 8 faot2ak to hit openbg b2te.t lXCula suggesrs thrt, m 
ly interpreted, P 3351 doe@ not ;rpp!y t-em&My. The FDA 
amveq i&o in a foemote, that DiCaIa has waived the itwe 
be~cxuae he failed t4 r&e It be!bre the agency, In his reply brhf 
MCo4 who agzdn relegatea the matter to a footnote, does not cbim 
ulst he did r&se the issue before the F’Dh. ~a tbt parBe:! luve 
rrgctd the hut in t&9 rmrrgins, eo too do we dfapose of it, 

Bpepw DiCokr apparently cmcedea his hilure to miae the hue 
cf ‘at&to-y eexstw&on h&n tha mgtnty, we hold that this 
dzvait’a waiver doe- p&udsr him fharn rsking the W in hia 
p&ion for xuview. See Stah qf Ohio u U.S. EJJA. 997 FXd 1620, 
162349 @.C. Cir. 2903) tieteats ia ageacy aumcnny and fudl&l 
e?ldeacy both wed by oP<tending araker doctxine to my 
IcpI’ 0-W ibqmthn dpirs not raised duliEg !&Ming)). 
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II. Analysi3 

A The &able Jtoparciy and 3~ Past F&O CIrrims Pun- 
iduncnt ~3. RemedWon 
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Hdper, 490 U.S. at 4c8-19. DiCoh argues that a debmnent 
iqmued pumnnt to 5 SEata) must be regarded as punitme 
beenuse of iti (I) broad meeg, (21 mUmIt& duatior., and (3) 

mar, hMng tbai; a debarment under 3 3&a& is us&Iy 
remedial." See ihe v. Shad&, 44 F.3d 689, 497 (7th Cii. 
1995j. Far the rW43ns set fnrkb telow, so do we. 

I. hdth. CICola arges -i&a: the statrrtory terms, 
which the agency incorporaW into the wder, describe “more 
than those actidies ths are .rationaKy related to the dmg 
approval process”; 8~ a red, he rrtps. the dehannent ia “so 
broad as tc be @tcessive and wveL no valid Cir., zsmclfai] 
reguk&ory pm-pose” FW esunple, says DiCoia, under ‘-he 
order he cannot be empkgwd by “a coEctruction company that 
builds a d2ug llmmf;rctuiag fatity,” *a telephone company 
that pro;ldeo uendce to n drug conlpany,* or “a company *aIt 
prints Mek q~pmed by FDA iSr 0 drug cmpany? 

Tbe F’DA concedes thAt in some appkatiom the liteml 
terms of the 6Wut.a bnd hence of the order) would be 
(‘absurd” we mloa thie 1~ an acknowledgment that tkx FDA 
must ooae~~s and apply those tmm wka an eye to the 
remedial purpose of the &ah&t and that this remzd*A pur- 
pcm does mt justify a Uteral reading of those terms. If the 
FDA had not My amceded the point, we would have 
txWtf!d upon it in order to save the statute &urn ccrstitution- 
al in&My urder CSle double jeopardy &me. Sea D&-lo 
caq2 1). Flcrrida G2f.g tzbcL$t Eu;raiy and Cctcs.~m 
Trades Council, c85 U.S. 56s. 6% (1988). 

Having conceded that the statute and the d&mat order 
coltnot mean quite what they say, +Ae FDA never&less 
defends the tennS of both as necessary in order to amid two 
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fuhinistrati~t dii%dties. The dust is the problem of Us 
*kg the exact nature of [tInI emFIo~Te’3 re!ationship wjth 
lhisl employer,” and the second is the diffhlty of “de&g 
what cfxwltutes a auf!!kient msiu wit& the r@atory 
scheme under all circumstanccts.~~ &I Fed. Reg. 59.0&%x 
he Wer pr0hiem exphins the agenq+i unwil&gneoo ti 
write its &ban-nest order in term more specific tbaa thofo 
Of the stat&e. we will focus ‘gon that problem when we 
take up DiCola’s due pmcesss cl&n. Far thr moment, WC 
de our attention to the fbt problem identifttd by the 
FDA; it ie the w that e~pi;rinr WEY the w~p bclie~a, that 
the rPrrodial purpose af the etatute jutics a broader scope 
of dhazment than DiCoia believes it deer. 

OiCoIa does not dispute that in 3ome cases the agency may 
ecmuwr @mine d~Eicr;lty in “ascert&hg tie exam zutm 
of w! tiationship witi [an] employer.” Indeed. we thi?k it 
quite resonable for 2s FDA to be cancsm4 about any 
emploqment that might cre& an oppartunity fcr rq@u and 
ltepllent contact between DiCola wd the management of a 
drug company. The apnzy w&d 9nd it very &f&It, if not 
impodWs, to asewe it&f Bnd the pubiic that DiGlo ia m 
through that contact, actaaaily selling advice or other services 
rdatd to the circumvehon of federal xvgulation. This is 
retwon enough for mrl<iog the debarment suf&!entiy broad to 
cover DiCola’s emplcqtnent as a tiesmen d iabele and 
prhting serrfcea to the ph armawuticalindustry,totakehis 
example. See Siegel v. Lyrg, 851 F.&i 312,4f6,417-18 (DC. 
Cir. 1988). We remhi the agency, however, that even ita 
lQkbt.43 concern with prophylaxfs has its Umits, and the 
debarmenr o&r must .mt be appiid beyond them. 
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may pmceed 0-m e skeptfcti view of th maileabtity of 
fndfvldtiai men and xxmm, see Husker u New Yo& 179 U9. 
189,196 CWe) (“n is not cpm h3 $xh that tl!x lxxnmission 
bf crime . . . h= SOme nekim to the q;lestion of character. 
It is noL, as a rule, the good people who commit crime’): ar 
ffom a gre&zr concur with the cost of an ww visited upon 
the public than with tke coat of an error l&t only by tie 
excluded talon; 514 ti at 197 (“Meg one who baa 
violat6d the critnin;ri !sw may t.hor&ar reform, md become 
in fhct pf36eeeseci of 8 gxxi moral &era&r. St the kgisla- 
tutehoe~~incso~oft~)rjrdtamakenrleofuniversai 
spplication’7; or mar= lkiy &3m the cumula&e force ti 
both s?ntizl?erlts. 

DiCola arge~ us to dkinguish tie many cases constming 
various ecqlomeat restictions 1s reaedial on the ground 
thzr run3 in~oki a d&arm&t of break.. anA d&on 
compa;r3b!c to the deb3tznmt impoied upon ‘nim bjj the MIA, 
yet be tie.3 no Ioss0n Tx) sap_poea chst the agenty’s Iegiti- 
mat-a enforcement concame, which accou=lt for *&e bre&h, 

- will fade 3-m the. Fat the pkwadpurpsc, tberefcre,tbe 
remedial understanding cf the ccngreasional judgment thzc 
the debPnncnt should be pmment ti not unreasonabIe. 

3. lhpare. The legidative hi&my that DiCola citea indi- 
cates *at the leg&&s who spoke to the 1992 Act appradak 
ccl and approved its da-t (is, ptitive) as wefl u its 
rernd ef%cts. T‘hst bietory does not indicate thst they 
rqr&d oithw tlx scope or the dursion of the debarment 
reqxhd by 8 S&in) ea pu&ive, huwever. The remarks 
upon which DiCol?r relies were addressed tx~ t&e 1992 Act as a 
whole, rather than to the mandatory debarment provision 
spedfidy. Became the Act alto pmided for civil penalties, 
21 U&C+ !i 335b, wh221 obviculr$ are pu&ive. we cannot say 
with tka neded conlldule t&t the legMture inter&d 
debarment to be at rll pu&ive. The te&&ive l&tmy. 
therefore, hardly offers the Yuuhtakahle evidence of puni- 
tive intent,” Fhminq u Xestor, 363 US 603, 619 (DI~o), 
that would impel a cart to hold that 9 33&(a) dolater the 
duubla feopzdy clwse or that it8 sppliczstion fn this case 
viohte~ the ex post futa dawe. id at 617 (“JtidJ lnqul- 
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xia into Ccqrsslonal mattves are at best P hazardous 

8. The 3Ue Pmce99 C’:&: Flerci~ of Vagueness 

Two principal concerns undergird the requiFement that 
govenmn*bI enxmnente be sueprciently ptedse: w th 
notice be given to those who may run afoul of the enactment 
arid, 9ecmu4 that the aabetment chbnnei the di9crction af 
thaw who snf.xcct it* t&i&c4 St&s tt Tlxmuztq 804 F2d 
lee, 194 (TX. cir. 1983); SdU cfmW@ v. Gfmmbi CmtnLc- 
tim Co., 283 W. 385,391 (i!M). Of tbew, the second is the 
&lw-a?r, iii &!dxlg Rdff& u LawS~ 461 us. w 358 
U9W, yet GiCola fmses upon the fir& He argas that the 
debarment order tmmires to at d. what 

The precfabn required by due pmsa varies, of course, 
witb “the name of tht! efsctm3t.R Vil&qe of Hohn 
Eat&a v. Rips& Ho$‘-mim Eslntes, Ina, 495 KS. 489,198 
(1982), Tne Coz13tititian is moat cbsnsinding of a tdminal 
statute that linita First Amendmmt rightq yet even there it 
requires o& a 3+8issmzi3lo specifMQ to pmvido fair notice,’ 
and not “thst a pemm ccrrrtompW~g 8 cowsc al b&avfor 
know with CdLhty whether his or her act win be fimld to 
vidbte the pmmiptiion,” T’lcmw, 804 F&t at 195, &JR 
“grsatu Imay is pemissRIe in a stamte reguIat&g busi- 
nest activ-itdes: .“[Njo more than a reasonabie degree of’ 
certainty can be demanded ar,d it is not unfair to require that 
one who delxk&ely goes perilously Czose to OR area of 

I 
roscrfbed conduct shall t&e the risk that he my cmss the 
e.* ThroM +I. Nnt’l T 9uqwdkm Sa& Boaaf 

963 F.&i 4441, LblAC @C. Cir. ma) (cithg Bqyce h&or 
Liaws tA uGtud SW a42 3s. an, 340 (1952)). 

LitenxlIy cons&W, the o&r debar& IXColn estilishes 
a fairly simple rule of conduct: Da not prtnide =y SW&Q to 

indirectly as the employee ol B 
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The hard cases imcive DiCola’o emplqmnt by ;Ln enter- 
prise that pmvidm goods or servkes to a dmg mntiactur- 
er-whichis~otmaytbataUsuchcasesa&md. Indeed, 
the FDA concedes that it wouid be Mludim~n to apply the 
debarment SO as to wxtion DiCola for “doing janit&U u&t 
at s td@cme cornpanf that prwides xrvi~e to a drug 
mmnuf’~r. The agency does not say why it would be 

’ ;;- 
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ludicrous, hut surely tb4 answer is that the position in ques- 
tion w&d not put DiC& into mgular cm&& with th.a 
umaaguaent of a dmg company. Other types of empioyraont 
by a supplier of goods OT sc.rviccs b B &3g mnpany might 
dojustthk 

It is &refire fmcW for DiCoia ti say Tess he cm only 
“guess” at the mea&g of the debarment order; he wiD 
uau& have a pretty good idea whetis a r&tion witi a %nn 
that is not itaalf a drug znanufscturer mn3 afoU: of the 
rtmdd purpose for which hQ has b&m d&-m4 itom 
providing WWViCQO to a drug howe. h we hzma oaici bofora, 
it k o&a sufficient, 60 far a9 eke procaso Is cmcerned, “that 
the proscription mark out the rough wea of prohibiti con- 
duct, allowing law-abiding kckviduak to conform their con- 
duct by steer!! clear of the pmhibftloh” Riumaj; 8% F2d 
at 194. 

Finally, DiCola is not utterb withou: relief from such real 
unnccrrtainty, if any, as he nay face. At oral argument counsel 
for the FDA roprasentati that DiCo’h may sfiek a pro-e 
ding about a rpwitk amployrmnt opportmity by sliryl a 
ucitkcn’s patitim” with We agency. DiCoIa concoded thic 
and that the FDA has said it will endeavor b rwpond to ouch 
petMcr.s wIthin 60 ckya, but claims that the agency has, in 
fkct, kept some ciUze& petiUons pending for yem. Gh-en 
the &me of DiCola’s interest, tie opportmlty to o!Wn a 
pmsp&ive n$ng w&d be worthless v the a ency 
abIbI=d its response to hi! inquujr, d 

unreason- 
Mcoia in fact 

. weasonabie d&l nowever, he may petition this 
court for a kit of mandamus: see Tdannmunm Ru- 
wmh d&h u FAX, ‘KO F2d 70,79 DC. Cir. 1984): in 
roch an action the court will coneider that DiCoIa’s Mvaldood 
may be at stake, id at 80, and 'heed not Sad any fmpmprie~ 



lurkixtz b&&d agency IaesiMe ia artier to hold that agency 
action fs wreasanlrbJy delayed,” id 



Guidance for Industry 

Submitting Debarment 
Certification Statements 

DRAFT GUIDANCE 

This guidance document is being distributed for comment purposes only. 

Comments and suggestions regarding this draft document should be submitted within 60 days of 
publication in the Federal Register of the notice announcing the availability of the draft guidance. 
Submit comments to Dockets Management Branch (HFA-305), Food and Drug Administration, 
5630 Fishers Lane, rm. 1061, Rockville, MD 20852. All comments should be identified with the 
docket number listed in the notice of availability that publishes in the Federal Register. 

For questions on the content of the draft document contact Leanne Cusumano at 301-594-2041. 
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GUIDANCE FOR INDUSTRY’ 

Submitting Debarment Certification Statements 

I. INTRODUCTION 

Section 306(k) of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. 335a(k)), as 
amended by the Generic Drug Enforcement Act of 1992 (GDEA), requires that drug product 
applicants certify that they did not and will not use in any capacity the services of any debarred 
persons in connection with a drug product application. If the application is an abbreviated new 
drug application (ANDA), it must also include a list of all convictions described under section 
306(a) and (b) of the Act (21 U.S.C. 335a(a) and (b)) that occurred within the previous 5 years 
and were committed by the applicant or affiliated persons responsible for the development or 
submission of the ANDA. 

Since the passage of the GDEA, FDA has received requests for clarification of specific aspects of 
that part of the Act. As a result, the FDA has created this guidance to address the most common 
questions about the Act’s certification and information requirements. The information presented 
here is drawn from the Act itself and from letters written by the FDA in response to specific 
questions. 

II. 306(k)(l) CERTIFICATION REQUIREMENTS 

Section 306(k)(l) of the Act states that “any application for approval of a drug product shall 
include a certification that the applicant did not and will not use in any capacity the services of any 
person debarred under subsection (a) or (b) [section 306(a) or (b)] in connection with such 
application.” 

A. Applications Subject to the Certification Requirements of Section 306(k)(l) 

The following drug product applications received by the FDA on or after June 1, 1992, 
should include a certification statement: 

’ This draft guidance has been prepared by the Debarment Task Force at the Food and Drug Administration (FDA). 
This guidance document represents the Agency’s current thinking on debarment certification statements. It does not 
create or confer any rights for or on any person and does not operate to bind FDA or the public. An alternative approach 
may be used if such approach satisfies the requirements of the applicable statute, regulations, or both. 

J:VGlJIDAA!CU7WDFl-.WPD 

w298 1 
, 



Drafi - Not for Implementation 

0 New drug applications (NDAs) 
l Abbreviated new drug applications (ANDAs) 
0 New animal drug applications (NADAs) 
l Abbreviated new animal drug applications (ANADAs) 
0 Export applications for certain unapproved products 
0 Biological license applications (PLAs and BLAs) 
0 Supplements to certain drug product applications 

B. Wording of the Certification Statement 

The FDA regards the following wording, taken from section 306(k)( 1) of the Act, as the 
most acceptable form of certification: 

[Name of the applicant] hereby certifies that it did not and will not 
use in any capacity the services of any person debarred under 
section 306 of the Federal Food, Drug, and Cosmetic Act in 
connection with this application. 

Use of conditional or qualifying language, such as to the best of my knowledge, is 
unsatisfactory. 

In the case of NADAs and ANADAs, applicants may simply sign the standard certification 
form 356-V provided by the Agency, which contains the preferred language for 
certification. 

c. Domestic Agents 

Domestic agents should countersign the certification for foreign applicants they represent 
under 21 CFR 3 14.50(a)(5). 

D. Persons Covered by the Certification 

Under the Act, the term person includes an individual, partnership, corporation, and 
association. The Agency regards services in connection with the application to include 
any services related to the collection, monitoring, evaluation, analysis, or reporting of data 
or information that appears or is specifically incorporated by reference in the application. 
Persons whose services were used in any capacity in connection with the application 
include, but are not limited to, the following: 

a Employees of the applicant 
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Certain contractors and their employees (e.g., contract research organizations 
whose studies were used in the application) 

Certain subcontractors and their employees (e.g., consultants hired by a contract 
research organization) 

Clinical investigators 

Persons contributing data and information contained in a drug master file (DMF) 
or public master file (PMF), incorporated by reference in the application 

Basis of Certification 

To ensure the accuracy of its certification, the applicant should check its list of employees 
and other persons with whom it does business against the list of debarred persons. This 
list is available upon written request from the Division of Compliance Policy (HFC-230) 
Food and Drug Administration, 5600 Fishers Lane, Rockville, MD 20857 and on the 
Internet at http://www.fda.gov/ora/compliance_ref/debar/debar.txt. 

The applicant also may request certification statements from employees, contractors, 
subcontractors, clinical investigators, DMF or PMF holders, and the employees of such 
persons. The DMF or PMF holder may include a certification in the DMF or PMF, 
thereby allowing all referencing applicants to rely on that one certification, or the DMF or 
PMF holder may provide a separate certification to each applicant. The applicant’s 
certification should pertain to al1 persons who have contributed data or information related 
to the collection, monitoring, evaluation, analysis, or reporting of data or information that 
appears or is specifically incorporated by reference in the application, regardless of 
whether such persons submit certifications directly to the FDA or to the applicant. 

Because the statutory language of the certification statement is both retrospective and 
prospective (i.e., the applicant did not and will not use in any capacity the services of any 
person debarred in connection with the application), the applicant need not later obtain 
updated written statements from employees, contractors, and others, unless there is reason 
to believe that the original certification statement is incorrect or that the applicant has 
used, in connection with the application, amendment, or supplement, the services of a 
person not used in the previous submission. In such instances, the applicant has an 
ongoing duty to ensure the continued correctness of the certification. 
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F. Supplements 

Supplements to ANDAs that provide for a difirent or additional use of the drug are the 
only kind of supplement that should contain a certification” 

For the purpose of this Guidance, supplements providing for a diJfferent or additional use 
of the drug are those that provide for a new use (1) not covered by the application 
approved for the listed drug and (2) supported by clinical data (i.e., a supplement 
providing for a new indication, dosage form, or strength that requires supporting clinical 
data). ANDA requests for approval of a new use not approved for the listed drug and 
supported by clinical data submitted under section 505(b)(2) of the Act (2 1 U.S.C. 
355(b)(2)) are deemed applications, rather than supplements, and should include a 
certification. 

For example, a supplement to an ANDA that improves the formulation or manufacturing 
process, changes ingredient suppliers, or proposes other production changes not requiring 
clinical data, does not require certification. A supplement to an ANDA that adds an 
indication to the labeling of the generic drug because exclusivity has expired for that 
indication need not contain a certification. 

G. Scope of Debarment 

The Act prohibits a debarred individual from providing services in any capacity to a person 
that has an approved or pending drug product application (section 306(a)(2) and (b)(l) of 
the Act). The Agency has interpreted “services in any capacity” to mean any service 
provided to the drug applicant, regardless of whether related to drug regulation. That 
means a debarred individual may not provide non-drug-related services to a drug product 
applicant (e.g., as a landscaper, a computer software supplier, an accountant, a telephone 
repair person, a janitor, an interior decorator, a landlord) without violating debarment. 
Both the firm and individual are subject to substantial civil penalties for violation of this 
provision. 

H. Scope of Certification 

The scope of certification under section 306(k) of the Act is narrower than the scope of 
debarment under section 306(a)(2) and (b)( 1). Section 306(k) of the Act states that an 
applicant should certify that it did not and will not use in any capacity the services of a 
debarred person in connection with such application. Thus, the applicant should certify 
only with regard to any services received in connection with the application. FDA 
considers such services to include but not be limited to services related to the collection, 
monitoring, evaluation, analysis, or reporting of data or information that appears or is 
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specifically incorporated by reference in the application. 

Persons included in the certification include but are not limited to the applicant’s own 
employees, contractors (e.g., a contract research organization used to run a study), 
subcontractors (e.g., a special consultant hired by a contract research organization), 
clinical investigators, DMJ? or PMF holders, and employees of such persons, regardless of 
whether foreign or domestic. 

An applicant using the services of a debarred person may certify that they have not used 
the services of a debarred person as long as the services provided by the debarred person 
were not provided in connection with the application. However, under section 307(a) of 
the Act (21 U.S.C. 335b(a)), both the applicant using the services of a debarred person in 
any capacity and the debarred person may be subject to substantial civil money penalties. 

I. Limitations on Stock Ownership of Debarred Persons 

A debarred person may own stock in a firm that has an approved or pending drug product 
application, but may not participate in any capacity in business decisions or operations of 
such a firm (e.g., participating in shareholder voting) without violating debarment. 

In addition, if a debarred person exercises any control over business decisions or 
operations of a firm that has an approved or pending drug product application, for 
example, via shares owned by someone other than the debarred person (i.e., any member 
of the debarred person’s family, or any other individual, partnership, corporation, or 
association), the FDA will regard the debarred person as providing services to a drug 
product applicant in violation of debarment. In such instances, both the firm and the 
debar-ted person would be subject to substantial civil money penalties for violation of 
debarment. 

J. Investigational Drugs 

Applications for investigational drugs described under 21 CFR 3 12.40 (INDs), 21 CFR 
312.110(a) (import INDs), 21 CFR 312.110(b) (export INDs), or 21 CFR 511.1 (INADs) 
do not require a certification statement because INDs and INADs are not considered drug 
product applications under the GDEA. INDs and INADs are submitted for the purpose of 
clinical research. However, it should be noted that the certification required in a drug 
application for approval (e.g., an NDA) precludes the use of a debarred person in 
connection with any IND associated with that application. 
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K. Over-the-Counter (OTC) Monograph Drugs 

The certification requirement applies to any application for approval of a drug product. A 
monograph is not an application; thus, drugs marketed under the conditions of an OTC 
monograph are not subject to the certification requirement. 

L. Biologics License Applications 

Upon submission of an application for approval of a biological drug product by the single 
biologics license application (BLA) (0 351(a) of the Public Health Service Act), an 
applicant would be asked to certify that no debarred person was used in connection with 
the application. This certification, if truthful, would preclude the use of a debarred person 
in connection with both the establishment and the application. 

M. Debarment Status 

If the services of a debarred person were used in connection with the application prior to 
that person’s debarment or after termination of debarment, a firm could still properly 
certify because the person was not debarred at the time his or her services were rendered. 
However, data generated by a person prior to the person’s debarment, or data generated 
after termination by a formerly debarred person, may be subject to closer examination by 
the Agency. Therefore, the applicant should inspect and ensure the integirty of such data. 

HI. 306(k)(2) CONVICTION INFORMATION REQUIREMENTS 

Section 306(k)(2) of the Act states that “any application for approval of a drug product shall 
include . . . if such application is an abbreviated drug application, a list of all convictions, 
described in subsections (a) and (b) [section 306(a) and (b)] which occurred within the previous 5 
years, of the applicant and affiliated persons responsible for the development or submission of 
such application.” 

A. Applications Subject to the Conviction Information Requirement 

The Act requires that ANDAs and supplements to ANDAs providing for a different or 
additional use and submitted on or after June 1, 1992, contain a list of all convictions 
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within the previous 5 years’ committed by the applicant and affiliated persons responsible 
for the development or submission of such application. 

The section 306(k)(2) requirement for conviction information in ANDA supplements for a 
diflerent or additional use is limited to those supplements that provide for a new use (1) 
not covered by the application approved for the listed drug and (2) supported by clinical 
data (i.e., supplements providing for a new indication, dosage form, or strength that 
requires supporting clinical data). ANDA requests for approval of a new use, not 
approved for the listed drug and not supported by clinical data, submitted under section 
505(b)(2) of the Act are deemed applications, rather than supplements, and should 
include conviction information. 

Note that a supplement to an ANDA that adds an indication to the labeling of the generic 
drug because exclusivity has expired for that indication need not contain conviction 
information. A supplement to an ANDA that improves the formulation or manufacturing 
process, changes ingredient suppliers, or proposes other production changes does not 
require conviction information, unless the supplement contains clinical data. 

B. Definition of an Aflliated Person 

An aftliated person for whom an applicant for approval of an ANDA should provide 
conviction information includes any individual, partnership, corporation, or association, 
including employees thereof, involved with development or submission of data that (1) are 
used to obtain approval of an application and (2) relate to the manufacturing, processing, 
or testing of the active ingredient(s) or the finished dosage form(s). 

The ANDA applicant should provide conviction information for persons falling within the 
scope of this definition. Generally, the conviction information provided by an applicant 
for approval of an ANDA pertains to employees of the applicant, contractors, 
subcontractors, and so on, responsible for the development or submission of the 
abbreviated application because such persons are within the meaning of afiliated person. 
Some examples follow. 

1. Clinical investigators, nurses, technicians, and other parties involved with 
the development or submission of data related to clinical studies: These are 
afiliated persons. 

’ Section 306(a) and (b) describes rypes of convictions that fall under the scope of the debarment provisions in very 
broad terms. Therefore, the FDA cannot provide a definitive list of such offenses or a list of all individuals and 
businesses with convictions for such offenses. 
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2. CGMP record keepers: Because the FDA reviews CGMP records when 
determining whether to grant or continue approval of a drug product, persons who 
develop and record CGMP data related to the manufacturing, processing, or 
testing of the active ingredient(s) or the finished dosage form(s) are aflliated 
persons. 

3. Commercial manufacturing facility workers: Such persons are afiliated 
persons if they are involved in the development or submission of records or data 
that are used to obtain and maintain approval of an application or relate to the 
manufacturing, processing, or testing of the active ingredient(s) or the finished 
dosage form(s). For example, persons recording and generating data solely for the 
approved commercial product are afikated persons because FDA reviews such 
records in determining whether to grant or continue approval of a drug product. 

4. Persons working on drug master files @MFs) or public master files 
(PMFs): Persons recording and generating data for DMFs or PMFs that are relied 
on to support approval and that relate to, for example, the manufacturing, 
processing, or testing of the active ingredient(s) or finished dosage form(s), come 
within the definition of afiliated person. 

5. Secretaries: If the secretary merely transcribes data, the secretary is not 
regarded as an afiliated person within the intended definition of the Act. In the 
rare instances that the secretary may develop data used to obtain approval, that 
secretary is an afiliated person. 

6. Janitors, packers, production crew, and assembly persons: As long as these 
persons do not develop or submit data, they-are not afiliated persons. 

C. Contents of Conviction Information 

The list of convictions should include the following information: 

0 The name(s) of the convicted persons(s) 

l The title and section of the Federal or State statute involved 

a The date of the conviction {for which a person can be debarred, as described in 
section 306(a) and (b), that occurred within 5 years before the date of the 
application) 

0 The date of sentencing 
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0 The court entering judgment 

0 The case number, if known 

l A brief description of the offense 

a The role of the person in the development or submission of the application 

0 The time period of the person’s involvement in the development of the application 
D. Basis of Conviction Information 

Background checks are not necessary. The applicant may request conviction information 
received from the applicant’s affiliated persons. 

Under the Act (section 306(k)(2)), conviction information is required for persons no 
longer working for the firm, but who were affiliated persons involved with the 
development or submission of the application. However, if the applicant cannot ascertain 
conviction information for all affiliated persons because of unavailability of the person(s), 
the FDA may accept the names and job titles of such people (including a description of the 
responsibilities that person had concerning the application) together with an explanation of 
why the person is unavailable (e.g., the person died or the person no longer works for the 
firm and reasonable efforts to locate the person have proven unsuccessful) and a statement 
that the applicant has no knowledge that the person has been convicted of any offense(s) 
for which a person can be debarred. 

E. Effect on Review Process 

If the conviction information provided raises a question concerning the integrity of the 
data or information contained in the application for which the certification is submitted, or 
in any other application, the application(s) may be subject to closer Agency scrutiny. 

IV. MISCELLANEOUS 306(k) CERTIFICATION AND CONVICTION 
INFORMATION REQUIREMENTS 

A. Amendments to Pending Drug Product Applications 

As long as the original application contains the required statement of certification and/or 
conviction information, there is no need to resubmit such statements in amendments 
described under 21 CFX 314.60(a). However, the applicant has an ongoing duty to ensure 
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the continued correctness of the certification and conviction information. Therefore, if the 
original statement becomes incorrect (i.e., the applicant has used the services of a debarred 
or convicted person not used in the previous submission), the applicant has a responsibility 
to correct the certification and/or conviction information in the amendment as soon as 
possible. 

B. Effective Date of Certification and Conviction Information Requirements 

Drug product applications, including certain supplements submitted on or after June 1, 
1992, are subject to the certification and/or conviction information requirements. 

C. Placement in the Application 

The certification and/or conviction information should appear at the beginning of the 
application and be clearly identified. The applicant may indicate the placement of the 
information in the table of contents. In the case of an NADA or ANADA, a standard 
certification form 356-V is provided by the Agency; thus the placement of the certification 
statement in such applications is already established. 

D. Missing or Incorrect Information 

If a drug product application, amendment, or supplement submitted on or after June 1, 
1992, lacks or contains incorrect certification or conviction information, the applicant 
should amend the application, amendment, or supplement to include or correct the 
certification or conviction information as soon as possible. Since February 25, 1993, the 
FDA has not accepted for filing ANDAs that do not contain certification and conviction 
information. The applicant has an ongoing duty to ensure that the certification or 
conviction information is correct. 

E. Signature 

The certification and/or conviction information should be signed by a responsible officer of 
the applicant or by the individual responsible for signing the application. 

V. REFERENCES 

The Generic Drug Enforcement Act of 1992, section 306 (21 U.S.C. 335a). 

July 27, 1992, guidance letter from FDA’s Deputy Commissioner for Operations, 

April 8, 1994, letter from FDA’s Acting Director for the Office of Generic Drugs, CDER. 
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January 15, 1993, Ietter from FDA’s Director for the Office of Generic Drugs, CDER. 
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