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Regulatory Hearing in the Matter of the Eligibility of 
Abraham A. Chaplan, M.D. 

To Receive Investigational-Use Drugs 
.r 

This matter is before the Fbcd and Drug Administration (FDA) to determine 

whether Abraham A. Chaplan, M.D., ah investigator of new drugs, should be 

entitled to mntinue to receive investigatioml-use drugs. For the 

reasons given below, it is the r eczmmmded decisim of the presiding 

officer that he is tm longer entitled to receive investigational-use 

drugs. 

Relevant Statutes and Regulations 

Section 355(i) of the Federal Fbod, Rxg and Cosmetic Act (Act) 21 U.S.C. 

355(i), authorizes FDA to issue regulations permitting qualified experts 

to investigate the safety and effectiveness of una~roved new drugs-that 

is, drugs that are intended solely for investigational use. (The term 

"new drug" is defined in section 201(p) of the Act, 21 U.S.C. 321(p).) 

Section 355(i) provides that FDA my establish in such regulations --- 

conditions relating to the handling of such drugs that will insure the 

protection of the public health, including the establishment ar-d 

maintenance of such records and the making of such reports as will enable 

FDA to evaluate the safety and effectiveness of such drugs in the event 



approval is sought for the drug under section 355 of the 14ct. Section 

355(i) provides that ETx may establish regulations requiring: 

. 

(3) the establishment and maintenance of such records, 

and themking of such reports to the Syetary, by the 
. 

manufacturer or the sponsor of the investigatim of su& 

drug, of data (including but r-rot limited to analytical 

reports by investigators) obtained as the result of such 

investigational use of such drug, as the Secretary finds will 

enable him to evaluate the safety and effectiveness of such 

drug in the event of the filing of an application pxsuant 

to subsectim (b). 

21 U.S.C. 355(i) (3) 

The relevant regulations relatirq to disqualifications of investigators 

for failure to maintain the required records are found in 21 &de of 

Federal Wgulations S 312.1(c). 

(c)(l) Whenever the Fbod and Drug Administration has information 

indicating that an investigator has repeatedly or deliberately 

failed to axply with the amditions of these exempting regulations 

outlined in Etxm FD-1572 or -1573, set forth in paragraphs --- 

(a)(12) and (13) of this section, or has submitted to the sponsor 

of the investigation false information in his FOKTI-I FE1572 or 
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FD-1573 or in any required report, the Bureau of Drugs will furnish 

the investigator written mtice of the matter cbnplained of in 

general terms $rd offer him an opportunity to explain the matter in 

an informal conference and/or in writing. If an explanation is- 

offered but not accepted by the Bureau of Drugs, the investigator 

shall have an mrtunity for a regulate; hearing before the Emd 

and Drug Pdministration pursuant to Part 16 of this chapter, on the 

question of whether the investigator is entitled to receive 

investigational new drugs. 

(2) After evaluating all available information, including any 

explanation arkd assurance presented by the investigator, if the 

Cannissioner determines that the investigator has repeatedly or 

deliberately failed to comply with the conditions of the exempting 

g'egulations in this section or has repeatedly or deliberately 

sukxnitted false information to the spowor of an investigation and 

has failed to furnish adequate assurance that the renditions of the 

exemption will be met, the Cbrnnissioner will notify the 

investigator and the sponsor of any investigation in which he has 

been named as a participant that the investigator is not entitled 

to receive investigational-use drugs with a statement of the basis 

for such detemination. t-- 

The conditions referred to in 21 CFR 312.1(c) ("paragraphs (a)(12) and 

(13) of this section”) provide in relevant part: 
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‘ 

6(c) Ihe investigator is required to prepare and 

maintain adequate case histories designed tc record 
. 

all observations and other .data pertinent to the 

clinical pharmacology. .r 

21 CFR 312.1(a)(E) Form FL+1572 

4(c) The investigator is required tD prepare a;d 

maintain adequate and accurate case histories 

designed to record all observations anJ other data pertinent to the 

investigation cn each individual 

treated with the drug or employed as a control in 

the investigation. 

21 CF'R 312.1(a)(13) Fonn' FD-1573 

BACKGROUND 

gY letter of March 9, 1978, the Bureau of Drugs advised Dr. Chaplan that 

based on an October 19, 1977, inspectia7 of his facilities and methods for 

the testing of four named investigational-use drugs, the Bureau believed t-- 
that Dr. Chaplan had repeatedly and deliberately failed to axnply with the 

FDA regulations governing the use of investigational drugs. Dr. chaplan 
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: I. . 

was advised specifically that the follcwirq matters showed non-&qliane 

with the regulations: 

. 

1. A lack of patient records for the 

Dr. chaplan for, 

2. A lack of patient 

Dr. maplan for 

3. A lack of patient records for a recently ampleted 

records for the 

study, amducted l&J 

in 1975. 

study, axlducted by 

in 1975. 

Study, conducted by Dr. aap1a.n. 

4. Study violations in .the study as determined by the 

fragmentary records of 11 patients (inadequate patient medical 

histories, inadequate cbcumntation of laboratory data, 

inadequate cbcumentatim of starting dates, visit dates and drug 

acaxmtability). 

In its &arch 9, 1978, letter the Bureau 

toexplain these matters in an infonml 

Subsequently such a amference was held 

28, 1978. In additim Mr. 

offered Dr. Cha$lan an qpcxtunity 
. - 

conference and/or in writing. 

in the Ehmau of Drugs C;, April 

attorney for Dr. Chaplan, --- 

submitted written mment on this matter to the Bureau m June 26, 1978. 
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By letter of September 7, 1978, the Deputy Qxmnissioner notified 

Dr. Chaplan that the Bureau had found his explanation of the violations 

(in both the April 28, 1978, informal conference and Mr. 

amnunication of June 26, 1978) unresponsive and unacceptable. The Deputy 

Camnissioner's letter notified Dr. Chaplan of an opportunity for a 

regulatory hearing before the Food and Drug A&&istration pursuant to 21 

CFR Part 16 to determine whether he is entitled to recieve investigational 

new drugs. This letter further advised that the matters to be mnsidered 

at the regulatory hearing would be those set out in the Bureau's March 9, 

1978, letter to him. 

By mmrandum of September 21, 1978, the Deputy &missioner designated 

Mark Novitch, M.D., Acting Associate Ccmnissioner for Health Affairs, to 

. preside at Dr. Chaplan's regulatory hearing. By Notice of Hearing of 

!September 24, 1978, the presiding officer 

regulatory hearing for October 24, 1978. 

Dr. Chaplan a continuance was granted and 

scheduled Dr. Chaplan's 

At the request of Counsel for 

by Notice of Hearirq of October 

18, 1978, the presiding officer rescheduled the hearing for November 15, 

1978. The hearing began as scheduled ard concl&ded on the sane date. 

Ttm witnesses were called by the Bureau in these prcceedings: 

Ph.D., a physiologist and biochemist and t-- 

M.D., a diplomate, of the Anerican Board of Psychiatry and Neurology. The 

Bureau in addition introduced seven exhibits into this reaxd.l/ Dr. Chaplan did - 
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not testify mr did be call any witnesses in these proceedings. He did, 

hcmver, introduce 12 exhibits into the recoti.2/ In addition, the 

presiding officer introduced tm exhibits into this remrd.3J 

. 

._ 

l/ Bureau Exhibit A - Curriculum Vitae of 

” 

I( 

Ph.D, 

” 

” 

a. 

B- Study Records 

C- Transcript of IX. Chaplan's April 28, 1978, 

Conference with the Eureau of Drugs 

D- Deceker 13, 1976, Letter fran Dr. It0 

Dr, chaplan 

E- August 15, 1978, Action Manrandm from the Bureau 

of Drugs to the missioner of Food and Drugs 

F- October 10, 1978, Letter and Attachments fmn 

Mr. to Bureau of Drugs 

G -CurriculumVitae of M.D. 

2J Chaplan Exhibit 1 - Investigator Guidelines 

I n -2- Geriatric Tksting Application Medical History 

Questionaim 

3- August 18, 1976, Letter from Dr. chaplan to 

“Dear Colleague” 

” n 4 - Consent Fbrrn for Mministration of 
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Chaplan Exhibit 5 - December 18, 1976, ktter from Dr. Chaplan 

to Dr. 

” ” 

n n 

n * . 

w I 

n ” 

n n 

n n 

6 - kceker 14, 1976, Letter fran . to 

Dr. 

7- Febrl 5, 1977, Letter from Dr. Chaplan to 

Dr. -. 

8- May 24, 1977, Letter from to 

Dr. Chaplan 

9 - Decexber 13, 1976, Letter from to 

Dr. Chaplan 

10 - May 26, 1977, Letter frun Dr. to 

Dr. Chaplan 

ll- Statement of Dr. Chaplan's Teaching Schedule at 

the Hospital 

l2- "Principles and Problems in Btablishing the 

Efficacy of Psychotrophic Agents" ('I&en official 

mtice of by the presiding officer-not &it&d) 

J/ Presiding Officer Exhibit A - December 27, 1976, Letter frun 

Dr. toDr. &plan 

” 

t-- 

n ‘B - ” Diagnostic and Statistical mual of 

Mental Disorders (DSM-11)" 
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At the cohclusim of tie hearing the presiding officer ordered the record 
. 

of the proceedings be held cpen for a period beyond the receipt of the 

transcript by the parties for receipt of writt~.sutxnissions. By letter 

of 2$x&r 27, 1978, the transcript was provided to axnsel for both 

Dr. Chaplan and the Bureau, and the parties were advised that the record 

would be closed as of Decerrtxx 14, 1978. Within the time allotted a 

submission entitled "kzrmrandum Submitted cc1 Behalf of Dr. Abraham A. 

Chaplan" was received fran Mr. Counsel for Dr. Chaplan, and a 

submission entitled "-t-Hearing Brief" was received fran Mr. Fletcher E. 

Caqbell, Jr., Counsel for the E3ureau. Both sutxnissions are included as 

part of #is record. 

DISCUSSION 

The Need for Beiqrds 

At issue in this matter is the adequacy of Dr. Abraham A. Chaplan's 

patient records with respect to his clinical studies m the 

investigational-use drugs, and 

The Bureau amterds that Dr. chaplan's remrds were inadequate to --- 

establish patient diagnosis and thus assure proper selecticm of subjects 

in these experiments, to provide for adequate patient follow-up and to 

provide for verificatim of patient observations. 
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‘Ihe Bureau mntends that such records tie mt only mcessary fram the 

stand-point of patient safety (safe ard appropriate treatment) but in 

addition to establish the reliability and reproducibility of the 
. 

experiment. Ihe Bureau further contends that with respect of the 

study there exists discrepancies between the data contained in what 

patient records that do exist an3 that containedAn the Patient Repdrts 

Forms.. Dr. &plan antends that the case reports (Patient I&cord Fbrms a 

or PRFs) are themselves adequate records fmn the stand-point of clinical 

investigations and that a clinical investigator has m obligatioh of 

maintaining clinical records on subjects of clinical investigations beyond 

them. 

Dr. Chaplan had signed and submitted to the sponsor a Fbrm -1573, 

"Statement of Investigator" for each of the four investigational-use drugs 

at issue in this hearing (Bureau Exhibit F). Form FD-1573, contained in 

the Investigational New &ug Regulations (21 CFR 312.1(a)(13)) provides' 

in part; 

4(c) the investigator is required to prepare and maintain adequate 

artI accurate case histories designed to record all observations and 

other data pertinent to the investigation cc1 each individual 

treated with the drug or employd as a control in the 

investigation. 
t-- 

It is, of omrse, a basic tenet of scientific investigation that 

docmentaticn be made of all observations. Unsupprtd ark3 unclocument-ed 

observations stand alone and as a matter of simple experience are unmrthy 

of scientific crdibility. Because of the.wide variety of types of 
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. 

clinical research governed by FIIF\ regulations it is not possible for these 

regulations to delineate for each individual situation specifically what 

records and docunentation are required. What the regulations do require 

is that adequate and accurate patient records that are pertinent to the 

particular clinical 

Theminimum reoords 

. 

study be maintained by the investigator. 

essential for scientific ev&uation of a particular 

clinical investigation, however, is fully understood by the scientific 

conmunity. Dr. . in his testimny described what constituted an 

adequate case history and why a case history was essential to the corxduct 

of a clinical investigation, especially a psychiatric or rxauropsychiatric 

investigation (Tr. 115-118). In describing the differenoa between a case 

history and a case report (PRF') he stated: 

A case report is different frxxn the history, in that it represents 

a cross-sectional description at a given point in time of a patient 

who is under treatment or investigation. It's a tiny bit of a 

history, just like what we're &it-q mw is part of the history of 

the FDA, because it's a cross-section of one of the things that's 

happening. A history describes a longitudinal process with all the 

various cross-sections that make up that longitudinal section, 

longitudinal strip (TR. 199). 

!&e 
t-- 

stcdy 

With respect to Dr. Chaplan's study, Dr. . pointed out the 

need for case histories for the purpose of establishing the diagnosis and 

selecticn Of the study population. He stated: 
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In the study I see mtone element of what I muld call a 

history. There are very adequate case reports m the progress of 

$he study. There is a statement on the face sheet about the 

diagnosis, which assumes the knowledge of historical data, because . 
the diagnosis can't be made without it. But there is K, evideffce 

at all of any substantiating documents or data that we have 

received that could in anyway be mnstmed as a , 
history--psychiatric, medical or general (no. 121). 

I think that especially the study beautifully explicates 

the utter essentially of the case history, because in no way cm a 

diagnosis of depressive rxaurosis be made without it (or. 122). 

Ihe study pz^otocol for (Cbaplan Exhibit 1) provides for patient 

. inclusion characteristics "Depressed out-patients with a diagnosis of 

depressive neurosis (ASH 11/300.4)." Tbe parenthetical reference refers 

to the "Diagnostic and Statistical Manual of +$a1 Disorders" Second 

Eklition, prepared by the Pmerican Psychiatric Associatim (Presiding 

Officers Ekhibit B). Ibe definition of depressive neurosis in the manual 

thus beames the selecticn criteria for patients in the study. 

In this regard in mmnenting on the absence of case histories for 

Dr. Chaplan's patients in the study Dr. stated: 

P-- 

Now, cm the psychiatric examination of a patient without historical 

data, you can tell xmethirq about depression not everything by a 

'long shot. But you can know that maybe a person is eXCeSSiVely 
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depressed. But you can't tell if there is an internal amflict, if 

there has been an identifiable event, unless you ask abut events e 

in the patient's past life. Now, it may verywellbe that all of 

this data was dollected on these patients. But there is no reason 

to believe that it was ever gotten, except mybe sanebody's Irord. 

mybody could have written down "depressi.. neurosis: yes." ('IT. 

125-126) 

Further cbcumentation of the need for patient case histories to provide 

for careful definition of the ccmditicm of subjects selected for inclusion 

in clinical trials can be found throughout the bmk entitled, "Principles 

and Problem in Establishing the Efficacy of Psychtropic &gents" 

(introduced by Dr. Chaplan and taken official mtice of b presiding 

officer (Tr. 174-175)). That Dr. Chaplan considers the book 

authoritative with respect to clinical investigations of psychotropic 

agents is evidenced by Mr. referral to the bck in his 

cross-examination of both Dr. and Dr. (Tr. 75-76, 149-153) 

ti most specifically in his closing statement: 

maw Ibctor, this is a bk that's been put cut by this Department in 

1971. Certainly everyb@ doing clinical investigative work for this 

Deprtment has a right to rely cm what it says (Tr. 187). 
--- 

Particularly noteworthy to this point is the introduction tr> the C%apter 

of this book fran which Mr. extensively quoted in his 
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cross-examinatim of Dr. (Tr. 149-153). I% intmductim reads in 

part (at page 267): * 

If clinical trials are to ba appropriately reviewed an3 interpreted 

by government agencies, independent scientists, arCl clinical 

researchers and if the mst sophisticated statistical procedures 

are to be utilized, detailed an3 complete docmentaticn of the 

procedures employed and the material accumulated during these 

trials must be easily accessible and as amplete as possible. 
/_ 

The data which should be mllected and stored must include all 

details of the protocol, the experimental design, and the norm1 

ranges of Laboratory values. In addition, the entire clinical 

record including the physical descriptim of the patient; the 

medical and social history; the results of previous therapies; the 

status of the illness at the start, during, ti after the trial; 

and all the laboratory values determined for each patient should be 

docmented for every clinical trial. 

That Dr. Chaplan's recmds for any of the studies at issue do not even 

approach the standard quote3 above is abundantly clear fran the record in 
--. 

these proceedings. 

The study 

m-. Chaplan's clinical study cm the drug was terminated by the 

sponsor prior to its ampletion because of certain irregularities foum3 in 
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the Patient Report EQrms (PRF's) for this study (Bureau Exhibit D). 

Examination by Ix. of a saqling of the patient records for this 

study fourd them eu0 consist of disorganized notes on bits of paper and 

further that there existed discrepancies between mtations in these 

records and information recorded on PRFs, as ti the dates patients entered 

into the study, previous and mncxmitant m&cations received by patients 
. . 

an3 dates of laboratory analyses (Tr. 33-49, Bureau Exhibit B). Dr. 

'amnented extensively m the inadequacies of the patient 

records (!rr. 131-144). In sumnirq up his criticism of these records he 

stated: 

So the fact that these things weren't filled out; that other 

patients' or other peoples' names appear an these things,mny 

cryptic omments that are apxryphal and of indeterminate origin, I 

don't know how they got there, I don't h what they mean--and 

this is what's maant by a logical sequence. The absence of this, 

the opposite of this, muld be logical; this, you know, is not a 

logical sequence. It's very disorganized, very disintegrated, very 

fragmentary, arxl very difficult tr> follow (Tr. 138-139). 

Irrespective of Mr. statement cm p. 12 of his post-hearing 

rwmordum: "The records were not that good but not that bad," 

examination of the patient .records submitted (Bureau Exhibit B) indicaE 

that they do not rea& the threshold of "adequate and accurate case 

histories" as required by the regulations. 
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?he Studies 

With respect to the - and studies, the patient moords 

were reported as lost at the timz of Dr. investigation. Dxing 

this hearing it was brought out that some of the dxun-ents relating to the 
. 

study had been found ax-x3 were brough; to the heariq by Mr. 

When the presiding officer asked Mr. if he wanted to introduce 

these documents into evidence, Mr. stated: "No, I will not introduce 

them into evidence, for me simple rea.sOn: It isn't necessa,ry." (Tr. 

185). Since the question of the adequacy of Dr. Chaplan's records with 

respect to these studies has been raised , either production of these 

records or in their absence a shawirq of what these records may consist of 

so they my be wholly or partially rehabilitated is necessary to answer 

these questions. It is obvious that in view of Dr., Chaplan's failure to 

produce any records relating to these studies the presiding officer rmst 

conclude that he had not shown thattheymet the requirements of the 

regulation. 

me presiding officer wishes to ozmnent arly briefly with respect to sama 

of the ptmaadural issues raised in Mr, post-hearing memrandum. 

Lint I -tie Instant Proceeding is Illegal: Oxnsel for Dr,-- 

chaplan challenges the pmceeding on the basis that an 

investigation was initiated because of the staten-ents made by a 

disgruntled employee of Dr. Chaplan's. This matter has m bearing, 

hcrwever, m the facts developed during the ensuing investigation of 
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his clinical study records. Whether or not Dr. chaplan was 

afforded an opportunity to rebut this enployee's information, 
. 

therefore, properly had m bearing on whether this matter muld-- 

procwd to a regulatory hearing and what the ultimate cutame of 

that hearing muld be. With respect to D?. Chaplan's convictions 

for Medicaid fraud, on both occasions when this issue arose during 

these proceedings, cnoa by Mr. Kean (Tr. 65) an3 once by 

Mr. Can@41 (Tr. 1811, th e presiding officer shut-off all 

discussion as being not relevant to the proceedings. Again the 

only matters at issue in this proceedings related to the adequacy 

of Dr. Chaplan's clinical remrds, and, there was ample evidence in 

the record to show that these records were inadequate. 

Faint II - The Prccedures Follc~ed at the Hearing are Illegal: 'Ihe 

.IWtice of Cpportunity for Hearing issued tr, Dr. chaplan in the 

Deputy Comnissioner's letter of September 7, 1978, stated that the 

matters to be amsidered at the hearing muld be as set forth in 

the Bureau of Drugs* letter of March 9, 1978. The ruling at the 

hearing by the presiding officer was that the Septenbx 7, 1978, 

letter would be the governing document (Tr. 10). %e fact that the 

Bureau wished to further mastrict its case frun the March 9, 1975-- 

specifications muld in m way be prejudicial to 
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1 
._ 

‘, 

Dr. Chaplan. Counsel confuses the notice of hearing (21 CFR 

16.24(a)) with the general sum-nary of the information to be 
_ 

presented at the hearing (21 CFR 16.24 (d )). 'Ihe iqmrtant point is 

that by virtue. of both documents Dr. Chaplan had reasonable notice 

of matters to be consider-d .at the hearirq as required by 21 CE'R 

16.24(d). Nxeover, it is significant that at the hearing, Qxnsel 

viewed the "only difference" between tG documents as relating to 

one narnad patient (Tr. 9-10). 

mint III - The Ccrduct of the Hearing Was mt Fair or Impartial: 

The rules governing the conduct of this hearing provide in part 

that: "No rrotions or objections relating to the &missibility of 

data, information and views shall be made or ~nsidered . . . ." 

(21 CFR 16.60(c)). Mr. Campbell did make an objecticn during 

Mr. cross-examiMtion of Dr. with respect to the 

terminatia of the study. 'II-HZ presiding officer did not 

however, sustain Mr. Caqbell's objection. What did occur was that 

Mr. Can@&1 anticipated the presiding officer's own objection to 

the line of questioning as being completely irrelevant to these 

proceedings. When Mr. was asked to elaborate on lxx this line 

of questioning may be relevant he was unable to do so 

('rr. 105-106). While the presidiw officer instructed both parties 

with respect to the rules governing the conduct of this hearir?g,-k 

realized that in spite of these rules and because of their training 

and experience, counsel for both parties would (and in fact did) 
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I 

’ . 

voioa objections ard make n-&ions. Obviously, the presiding 

officer has the duty to insure that only relevant mtters are 

presented at the hearing, whether or not in response to an 

objection frora participating cx>unsel. 

In sum, none of the procedural points raised by counsel warrants 
. . 

dismissal of these proceedings. 

Consideration of the record -in this proceeding requires the conclusions 

that Dr. Abraham A. Chaplan has repeatedly and deliberately failed to 

ccanply with the regulations governing investigational new drugs in that: 

1. There does exist inadequate patient records for the 

studyi conducted by Dr. AbrahamA. Chaplan. 

2. There does exist inadequate patient records for the 

study amducted by Dr. Abraham A. Chaplan. 

.3. There does exist inadequate patient records for the 

study, anducted by IX. Abraham A. Chaplan. 

4. There does exist inadequate patient records for the 

study, umducted by Abraham A. Chaplan, 

are inconsistencies between the patient 

patients in this study and patient case 
sukznission to the spcnsor. 

and further that there 

keco& that do exist for 

reports prepared for 



RECNMEWD DECISION . 

That the Camnissionerof mod and Drugs mtify Dr. AbrahamA. Cha&n that 

he is m longer entitled to receive investigatiollal use drugs. 

Date Mark Novitch, M.D. 

Presiding Officer 

t-- 
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DEPARTMENT OF HEALTH, EDUCATION, AND *ELFARE 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
ROCKVILLE. MARYLAND 20857 

REGISTERED MAIL 
RETURN RECEIPT REQUESTED . 

FEB 2 8 1979 

Abraham A. Chaplan, M.D. 
: Place 

Dear Dr. Chaplan: 

.r 

Notice of Disqualification to Receive Investigational New Drugs 

I have reviewed the record of the regulatory hearing conducted by Dr. 
Mark Novitch on November 15, 1978, relating to your eligibility to 
receive investigational-use drugs. At the hearing you were unable to 
offer satisfactory explanations for the deficiencies observed in your 
clinical investigations of investigational new drugs as set forth in 
the September 7, 1978, Notice of Opportunity for Hearing on this 
matter. Therefore, on Ihe basis of all information, I am affirming 
and adopting the January 17, 1979, Recomnended Decision and Report of 
the Presiding Officer and have determined that you have repeatedly and 
deliberately failed to comply with the exempting regulations for new 
drugs for investigational. use in that: 

1. 

2. 

3. 

4. 

Patient records 
inadequate. 

for the study which you conducted are 

Patient records 
are inadequate. 

for the study which you conducted 

Patient records 
inadequate. 

for the study which you conducted are 

Patient records for the . . study which you conducted are - 
inadequate; further, there are inconsistencies between the 
patient records that do exist for patients in this study and 
patient case reports prepared for submission to the sponsor. 

t-- 



Page 2 - Abraham A. Chaplan, M.D. 

In accordance with 21 CFR.312.l(c), you are hereby advfsed that you 
are no longer entitled to recefve fnvest$gat~onal new drugs. All such 
drugs now In your possession should be promptly returned to their --. 
supplier. 

For your Information, enclosed are copies of lcttcrs.uhich have been 
sent to all sponsors of lnvestigatlons In which you have been named as 
a participant, notifying thm that you are not entitled to receive 
Investfgational-use drugs. 

Coam4ssIoner of Food and Drugs 

Enclosures 

cc: 

** HFC-4 
HFD-1 
6CF-1 
WY-1 R/F 
WY-21 (Chaplan Files) 
WA-225 
W&l 
HFJ-5 (7RAC #7900473) 

I 

t-- 



Departmznt of Health, Eklucation and Welfare 
Food and Drug Administration 

& 
Report of the Presiding Officer 

the Matter of the Eligibility of 
William L. Dx.s, Jr., M.D. 'lb 

kceive Investigaticnal-Use Drugs 

. . 

This matter is before the Rmd and Drug Ministration (FDA) to 
determine whether William L. I>oss, Jr., M.D., an investigator of 
new drugs, should be entitled to retinue to receive 
investigational-use drugs. Ftx the reasons given below, it is the 
reoomaended decision of the presiding officer that Dr. tbss has 
failed to exercise his right to a regulatory hearing and that cm 
the basis of the existing ream3 he is m longer entitled to 
receive investigational-use drugs. 

, 

Dr. IBss was fomrly a cli.+kal investigator of 
under IND His study was inspected in 

June-1977, and eight specific deficiencies were found in the 
amduct of his study. Dr. Ibss was offered an opportunity for an 
informal conference to respond to those deficiencies. The 
confermoe was scheduled for Deoeher 19, 1977. Ik. Kbss did not 
ztibutraFer sent two representatives frunhis clinic to speak 

IheIr explanations of the deficienc&s werp.f.+r@ 
unaccepke by the Bureau of ~lrugs, and disqualifieaticn as a 
recipient of investigational-use drugs was recumended. 

AMtice of @portunity for Ekaring was sent to Dr. IBss cn 
March 3, 1978. Dr. DOSS requested a hearing, and Dr. John JeMiXjS 

was designated as t&e presiding officer. Ik. I&s' hearing ms 
scheduled for April 7, 1978, in Ibckville, Maryland. 
m March 23, 1978, IX. mss greed Dr. 3ennings and -ted a 
Imswntof his hearing. Thedate agreed m for the 
rescheduled hearing was April 21, 1978. czl April 18, 1978, 
Dr. DOSS' aSSiSta.& adVfsed Dr. JeMi.fq' Off& that Dr. DOSS had- 

been inmlved in an autmbile accident several weeks previously 
and, as a result, required surgery schedulwl for April 19, 1978. A 
postponemntwas granted, and Dr. I' hearing was rescheduled for 
June 16, 1978. At the request of Dr. Ibss, his hearing was again 
postponea l 
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In a telephone conversation with Dr. bss a mwdatewas agreed cc1 
for scheduling his hearing, and by notioe of July 17,'1978, his 
hearing was scheduled for August 17, 1978, CXXX qain, IX. RIS 
requested postpmementbecause his health would notpetmit him to 
attend a hearing. Over the rbzxt four mthS Dr. IBss' office was 
contacted periodically. 01 November 21, 1978, we were advised that 
Dr. Ibis' health had @roved and he had resumd his mdical -.. 
practice. 

By letter of t&v&r 22, 1978, IX. Qxs w offered seven 
alternative dates in January 1979, cm which we were willing to 
schedule his hearing (Dr. I&s was also'advised that Dr. Jennings 
was leaving the Agency arid the Carmissioner hid designated 
Dr. Mark Witch ti preside at his karirq). No response was 
received from Dr. Doss. 
on II&oar&r 12, 1978. 

A follo.6~ telqran was sent to Cr. Loss 
t-43 eqm.se was received. By mtice of 

Decmber 20, 1978, the date of January 24, 1979, was designaM by 
the presiding officer as the date for Dr. kss' hearing. QI 
January 19, 1979, the presidiq officer contacted Dr. Doss 
mnceming his intentions in regard to the hearing. At that time, 
Dr. lbss advised that he was physically unable to atteti and 
rquestedapostpmement. A wire to that effect was sent to U-tee 
presiding officer by Dr. Doss on the same date. E$ letter of ' 
January 29, 1979, SB that he amid decide how to pmzeed in the 
matter,' the presiding officer requested Dr. l3x.s to secure a 
statement from his physician as to his Fhysical oondition and as to 
the physician's prognosis as towhenDr.bossmuld be able to 
attend a hearing. No respse to that request was received frun 
Dr. IBSS. 

E3y letter of April 11, 1979, (Att 1) the presiding officer notified 
Dr. D3ss that he was scheduling Dr. Doss' heariq fok May 15, 1979. 
The letter further advised that if a written reply was mt received 
fmmbr. Doss byMay1, either prmidfq a statement fmn his 
Fhysician describing his medical condition oc Dr. Ibis' agreement 
to the May15 hearing it would be considered as a refusal by 
Dr. Loss to a reasonable opportunity for hearing. No response to 
the presiding officer's April 11 mtioe was received by May 1 (or 
since) fm7IDr. DXs. 

The deficiencies in Dr. toss oxduct of investigational drug t-- 
stxx3ie.s are set forth in the Bureau of Drugs' tknmnber 15, 1977, 
letter to Dr. Dxs (Att 2). The explanations of these deficiencies 
offered at his Dxember 19, 1977, conference with the Bureau were 
considered unacceptable. BecauseDr.Dxshasdeclinedto 
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excercise his opportunity for a regulatory hearing on the E3ureau's 
determination, I recmmerd that the Cannksioner find, based M the 
present mrd, that Dr. Dzs has deliberately or repeatedly failed 
to cm@y with the exempting provisions for investigational-use 
drugs. The April 
action being 

11 letter to Dr. Ibss provided mtice of the 
recxmnended inthismport,ardthereasonsforthe 

ceammendation. Dr. Ibss is mt presently involved in the study of 
investigational drugs. be does continue to operate a 

.r 

Acmrdingly, I reommnd that IX. I&es he notified by letter of his 
disqualification and that the letters to the sponsors of IX. 
clinical studies mtifying them of Ik. Dss' disqualification bss' 

should issue. 

Attachments 
Att. 1 - April 11, 1979 Mtice of Hearing 

. Att. 2 - Wember 15, 1977 
letter outlining deficiencies 

t-- 


