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NOTICE OF INITIATION OF DISQUALIFICATION PROCEEDINGS AND
OPPORTUNITY TO EXPLAIN ("NIDPOE") LETTER

CERTIFIED MAIL — RESTRICTED DELIVERY
RETURN RECEIPT REOUESTED

Carl Andrew DeAbate, M.D.
Medical Research Centers, Inc.
1020 Gravier Street

New Orleans, Louisiana 70112

Dear Dr. DeAbate:

Between May 30 and June 27, 2000, Food and Drug Administration (FDA) investigators, Ms.
Barbara D. Wright and Dr. Mathew T. Thomas, conducted an inspection of the following clinical
studies in which you participated:

1. Protocol {_ ;]htitled, “Comparative Safety and Efficacy of T Jand
Cefuroxime Axetil in the Treatment of Acute Bacterial Exacerbation of Chronic Bronchitis,”
and

2. Protocol {: ]titled, “Comparative Safety and Efficacy of__ and

Clarithromycin in the Treatment of Acute Bacterial Exacerbation of Chronic Bronchitis,”
sponsored by

The FDA inspection was expanded to review your enrollment of subjects for other clinical
studies that included:

3. ProtocolL }itled, “A Multicenter, Randomized, Double-Blind, Active-
Controlled, Comparative Three-Arm Study, Evaluation of the Efficacy and Safety of Oral
800 mg Once a Day for 5 Days Versus[___ 800 mg Once a Day for 10
Days Versus Amoxicillin/Clavulanic acid 500/125 mg Three Times a Day for 10 days in the
Treatment of Acute Maxillary Sinusitis (AMS) in Adults,” and

4, ProtocolT_. "ltitled, “A Multicenter, Randomized, Double-Blind, Comparative
Study of Oral C_ 800 mg Once Daily) Versus Oral Cefuroxime Axetil (500 mg
Twice Daily) for Outpatient Treatment of Acute Exacerbation of Chronic Bronchitis in
Adults,” sponsored byL
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Page 3 — Carl Andrew DeAbate, M.D.

B.

In protocol [ _kubj ectf_ ]#66013), whom you reportedly enrolled and
followed to completion in the study, did not exist as a unique subject. In your verbal
response to the FDA investigator, you stated that subject[ was enrolled twice in
protocolL :\under two different names as[_ 3(#6600 ) and[ j(#66013).
Therefore, the data generated for subject{: _7(#66013) is falsely represented. Your
response does ot adequately explain how this alleged instance of re-enrollment occurred
and why it was not detected. )

In protocol [ you reportedly enrolled and followed to study completion a
subject identified as]_ (#3525). We were not able to document that]_ jis a real person.

An individual, to whom you entrusted study-related responsibilities, signed an affidavit
stating that the data submitted to sponsors regarding subjects’ study drug compliance
were inaccurate. In the affidavit this individual states that, “...the subject's returned drug
was disposed of and 100% drug compliance was recorded. I occasionally disposed of
returned drug and recorded 100% compliance myself. I estimate that this occurred no
more than 20% of the time.”

2. You failed to conduct the study in accordance with the investigational plan, in violation of
21 CFR 312.60.

A. For protocolst_ jand[ 3'0u failed to collect sputum samples in

accordance with the investigational plan. During the FDA inspection, you acknowledged
that qualifying sputum specimens were obtained from an unidentifiable number of
subjects from outside the clinic because some subjects were unable to produce a sputum
specimen on demand. Furthermore, you failed to document the specific instances of
sputum collection obtained outside the clinic thereby providing a false impression that all
sputum specimens were collected as instructed by the sponsor. In your written response
you state that this was not explicitly required by the protocol. However, the sponsor
(TAP Pharmaceuticals) informed FDA that, it specifically instructed all clinical
investigators during the investigator’s meeting that it required the collection of subjects’
sputum in the presence of the clinical investigator. Documentation of that meeting
indicates that you and your staff were in attendance. Attendees were specifically tested,
via an interactive audience response system, on the question of what to do if a patient is
unable to produce a sputum specimen at the pre-therapy visit or if the specimen is
unacceptable. The unambiguous answer to this question was that if a patient is unable to
produce a sputum specimen at the pre-therapy visit or if the specimen is unacceptable the
patient is ineligible for the study. This answer was presented to and discussed with the
audience immediately after the question.

In protocol__ :(you failed to collect sputum samples in accordance with
the investigational plan.



involved in assisting you with the conduct of those studies. You should recognize that
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direct involvement in the conduct of the study or personal supervision of personnel
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responsible for the conduct of a study, and the submission of accurate information to the

ve list of deficiencies with your clinical studies of
itv to ensure adherence to each requirement of the
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do when you signed the investigator statement (Form FDA 1572), in violation of 21 CFR

312.60.
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although duties may be delegated, it is the principal investigator who is ultimately
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The violations documented above resulted, at least in part, from a serious lack of your
sponsor and FDA.

3. You failed to personally conduct or supervise the clinical investigation as you committed to
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Page 5 — Carl Andrew DeAbate, M.D.

At any time during this administrative process, you may enter into a consent agreement with the
Center regarding your future use of investigational products. Such an agreement would
terminate this disqualification proceeding. Enclosed you will find a proposed agreement

between you and the Center.

The Center will carefully con oral or written response. If your explanation is accepted
by the Center, the disqualific o will be terminated. If your written or oral responses to
our allegations are unsatisfactory, or we cannot come to terms on a consent agreement, or you do
not respond to this notice, yo a regulatory hearing before FDA, pursuant to 21
CFR Part 16 (enclosed) and efore such a hearing, FDA will provide you

g a comprehensive statement of the basis for the
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decision or action taken or pr eral summary 1e information that will be
presented by FDA in support o ion or action. A presiding officer free from bias or
prejudice and who has not partici 1atter will conduct the hearing. After such a
hearine. the Commissioner will dete » whether or not vou will remain entitled to receive
g, the Commuissioner will dete vhether or not you will remnr ent

investigational nroducts ou should be aware that neither entrv into a consent aesreement nor
44V vvb&eulxleuA ylvuuvvu A WLh WAIAW MANY W W WS TY WA W ViAleV Aawavaawa '.‘.‘J AsAww = WS asiwwaaw wa N asa - ~
nurcnit of a hearino nreclides the nossibilitv of a corollarv iudicial nroceedine or administrative
Huluu‘.t AV P S =1 llv“‘ll&b yxvv.luuvu CAANW RJVUUIUL&!UJ A . v\lnvlnm) J uuuuuu r.vvv'u;..a A WAL AALIS T VA mmvaA T W
ramedv concermnino thece vinlatione
‘Vll‘vu] vvxxvv‘.;;xax& CAAWIW T AV IWWAVLILAD

Sincerelv vonrg

Sincerely yours,

N N
Q-3 (.. Do —
DM AT IEEU

."'

Ctan W Wanllen

MWILCAIL YY . YY UWVilwii

Acting Directnr

n\/lllls AL WwWWwALUL

Nivicinn nf Seciantifier Invectioatinne

A1V 1IOLIViLI V1 JVviviiuiiiv uxvvousutAuAAa

NFfFire nf\Modiral Palinvy

\J1illlvw VUl lvivudival 1 Vil

Cantar far Do Fvaliiatinn and Racsar~rh

Vil 1Vl L) us iuvaluailivii aliu iNvowvdli vil
TCamnalAaciiean:
EIICIUDULCY.
H41 N1 AED Dastr 219
#l1-21CrRPart 512
Fity] N1 ATD Dawd 1 L4
#4 - 21 CrR rait 16
47 , R §
#3 - Agrecmernt



