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ACTION: ..Notice.

SUMMARY: The Food and Drug Administration (FDA) is'issuing |

an order under the Feaéral”FOOG)“ﬁrﬁ§]”éﬁa”éBsﬁéEicWAeﬂwwww"MM'W““
(the act) debarring Dr. Rebert A.iFiddes,fOrk2dbyears from‘
providing services‘inaatheapaeityvte’a perSOﬁtrhat hes‘en'
approved or pending‘drug prOduet abpiieat;on;  FDAibésesP‘

this order on e findiﬁg that'Dr;eFﬁaaes Wésﬁebﬁ§iCted“ef”é:'”'U"{
felony under'Federal'iew’fer‘COﬁspﬁrihé“to'ﬁake‘felse” |
statements to a goverﬁment ageney;:and WaS‘a maferial

participant in offenses for Wthh three other people are

being debarred. Dr. Flddes has falled to request a hearlng S

and, therefore, has weived‘hisedppbrtuﬁity fbr a“hearing""

concerning this action.

DATES: This order isieffeCtive [ihsert dete'bf_publieation

in the FEDERAL REGISTER].

ADDRESSES: Submit apé;iceriess‘ﬁprdterminetien o£
debarment to the DockepspManagemenr Breheh”(HFA{305);jFoed;
and Drug Administratien, 5630 FishersyLane, rm., 1061,
Rockville, MD 20852. ? k k : 2

cd02134



FOR FURTHER IﬁFORMATiON;" conTacT:
Mary Catchings,§ :
Center for DrungvaIUétidn“éﬁd‘RéSeérch KﬁFDQ7);
Food and Drug Aéﬁiﬁistration} L
5600 FisherS‘Laﬁé,

Rockville, MD 26857:  R
301-594-2041.
SUPPLEMENTARY INFORM@TION:“

I. Background

On September 30;”1997; the‘Uﬁéf bistfi§§ CQu?ﬁ fbrttﬁ§;  o

Central District of dalifornia'accepted'Dr; Fiddes’ plea
and entered judgmentfagainst him for one count of

conspiring to make false statements to a government agency,

the FDA, in violation of 18 U.S.C. 371 and 1001. This

conspiracy conviction was based on Dr. Fiddes participating
in, directing, énd é@couraging thé SubmiSSiQnyéf”false’
information to sponséré ih réquir§d rééOﬁtssﬁqf é1iniéai
studies used by FDA féwevaluate thetsafe;y ana ‘
effectiveness ofdlc"u,cy_;i;;p'rko(t‘l/ucjyt:‘ks.;y vi

As a result of tﬁis,Conviétiqn,‘FDA‘serQed”br.‘Fiddeé
by certified mail on ?ﬁne 6! 2002;‘a ﬁ5tiC§,PfOp¢Sing téf
debar him for 20 Yeags frém“prbﬁiéiﬁ§ §é;§iéééi£ﬁQ55§  °
capacity to a person %hat\hagyap gppr§Y§d O?‘PEﬁdingldrug_

product application. fThé proposal aiso offered Dr. Fiddes
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an opportunity for aihearing on the propbsaig"fhéf'”

debarment proposal‘wés based on findi .-
SR e e e s R e T e

306 (b) (2) (B) (i) (II) of the act (21 v.s.C.

335a(b) (2) (B) (i) (II)) that Dr. Fiddes was convicted of a

felony under'pederalf’;w

statements to a government agency and (2) under sectlon

(1) Under section

}méaﬁébifééyfﬁéhﬁékéwféiéé,«bmumlwW,wu

306 (b) (2) (B) (iii) of the act that Dr. Flddes was a materlal: o

participant in offenses leadlng to the cenylctlon and
debarment of three other‘individuals"‘Dr ﬁlddes’was
provided 30 days to flle objectlons and’to request a‘
hearing. Dr. Fiddes d1d not request a hearlng '“His“‘”;"
failure to request ajhearing constitutes‘a‘waiver‘eflhish
opportunity for a hearing and a waiver’of any Contentieésu,Qy
concerning his;debarment. |
ITI. Findings and Ordgr

‘Therefore, the,ﬁﬁreéfér;ftéﬁﬁér“faifbfag"ﬁvaiuatiéﬁ””/
and Research, under seetion 306(b)(2)(B)‘ofbthe'act 'andﬂh
under authority delegated to her (21 CFR S 99),;f1nds that

Dr. Robert A. Fiddes: (1) Has been conv1cted of a felony '

under Federal law for consplrlng to make false statements
to a government agency, and (2) was a materlal part1c1pant
in offenses leading tefthefconviet;en'and’debarmentﬂof o

three other individuals.
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As a result of the“foregorng‘flndlngs'jbr Robert A
Fiddes is debarred for 20 years (4 perlods of 5 years “Eéf -
run consecutively, based on h1s conv1ctron of’a Federal
- felony and his role as,aymater1a1dpart1c1pant in the
offenses leading to the conv1ctlon and debarment of three
other individuals) from prov1d1ng‘serv1ces 1n any capacrhy
to a person that has%an,approved or pendlng drug,product :
application under sedtiOn'SOS, Sié,'orlSOQ'ofpthe aCt'(21‘
U.S.C. 355, 360D, or%§82)‘ or under’sectlon 351 of the

Public Health Service‘Act (42 U.S. C 262) (see sectlons

306 (c) (1) (B) and (c) (2) (A) (111) and "20‘1‘(dd) of the act (21 s

U.s.c. 321(dd))) . Any person w1th an approved or pendlng |
drug product applicatzon,Who‘khowihgly'useskﬁheMSerVices of

Dr. Fiddes, in any capa01ty, durlng hlS perlod of

debarment, will be subject to c1v11 money penaltles fIf'pw .

Dr. Fiddes, during his‘period of debarment, provides
services in any capacity to a person w1th an approved or
pending drug product appllcatlon, he w1ll be subject to'fhd
civil moneyypenalt;es; In addltlon, FDA w111 not accept’or
review any abbreviatedjnew‘drug applications submitted by'
or with the assistancé;of Dr.‘Fiddes&ddrihghhis pefidadaf‘”

debarment .




Any application by Dr. Fiddés for termination of }
debarment under;section 306(d) (4) of the act should be

identified with Docket No. OON-1526 afd sent to the Dockets

see &S BBodo
Management Branch ( ddressjébev@). All such submissions  /0-3/-02

are to be filed in four copies. The public availability of
information in thésefsubmissions'is governed by 21 CFR
10.20(j). Publicly available submissions may be seen in
the Dockets Management Branch between 9 a.m. and 4 p.m;,

Monday through Friday.

Dated: 10{15/01‘

i f
October 15, 2002.

\Ezﬁet)Woodcock,

Director,
Center for Drug Evaluation and Research.

[FR Doc.02-22?2 Filed 22-2?7-02; 8:45 am]
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