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FOOD AND 

In the matter of: 

MICHAEL C. GHLFAND, M-D, 
Regulatory Hearing . 
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EHALTE A-ND HUMAN SERVICES ..- 
DRUG EI)HINIST~TION 

:_ 

-z-‘, .‘_ : 

COMMISSIONER'S DECISION 
_. 

proceeding is to determine whether 
. . 

The purpose of this 

clinical investigator Michael C- Gelfand, M.D., should be 

disqualified from receiving investigational new drugs. 

Pursuant to 21 CFR S 312,1(c)(l) and 21 CFR Part 16, 

Associate Commissioner for aealth Affairs Stuart Nightingale, 

M.D., presided over a regulatory hearing for Dr. Gelfand in 

April 1980. His recommendation is that Dr. Gelfand not be 

disqualfied. 

I conclude that Dr. Gelfand repeatedly failed to complv 

with regulations governing t;?e exemztion of new drugs - for 

investigational use. I also coticlude, however, that Dr. 

Gelfand has provided adequate asszrznce that the conditions 

for exemption will be met in the future. Therefore, Dr. 

Gelfand is not disqualified from receiving investigational 

new drugs. My decision is based upon a careful review of the 

hearing transcript (hereafter cited a& Transcript), the t--- 

Presiding Officer's Report (hereafter cited as Report), the 

parties' comments on that Report (hereafter cited as 

Co.mments), the parties' pre- end post-hearing statements, the 

exhibits submitted by the- parties, and all other relevant 
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investigator for a phase II clinical &rmacology study of 

the investigational new drug . is a 

powerful drug for the treatment of 

1 

A pLiase 11 study involves initial 

trials on a limited number of patients. As required by Part 

372 of the reguiations, 21 CFX 3ii.l(c)(12), Dr. GelfEn< 

s_303?sor. Tilat form provides infcz.ation about the 

investigator and investigation acS states Chat the 

investigator understands his specific responsioiliti&s, as 

0Jtlined in the form. 

In November and December 1,072, the Food and Drug 

Administration (FDA) audited the data-being generated by Dr. 
t-- 

Gelfand'$ clinical investigaticn ES part of its 3io-research 

Yonitoring Program. At the concl.Tc'on of that audit, u-e the 

Bureau of Drugs (i3ureau), aDA, cc-rcluied that Dr. Gelfand had 

repeatedly failed to comply wit:? r:;z regulations 1. 
rolzting '~0 
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the investigational use of new drugs. COnSeqUently,.eOn March 

30, 1979, Frances Kelsey, Ph.D-, M.D., Director of the 
..- _ 

Division of SCienEifiC Investigations, Bureau of Drugs, 
wrote 

.'.- - . -e 
to Dr. Gelfand and offered him &i oppdrtunity'.to 

,. . .: 
attend an 

informal conference to discuss the alleged violations o~--.FDA 

regulations. Dr. Kelsey's letter listed eight (8) specific 

alleged deficiencies with Dr. Gelfand'-s-performance as a 

clincal investigator. The letter further stated.that Dr. 

Gelfand had the option of responding in writing if he did not 

wish to attend an informal conference. . 

On April 2, 1979, Dr. Gelfanci responded in writing to 

Dr. Kelsey's letter and presented an explanation of the 

alleged deficiencies. The Bureau concluded that Dr. 

Gel fa.;id's letter did not satisfactorily respond to the 

allegations of Dr. Kelsey's letter. Consequently, on August 

9, 1979, the Associate Commissione'r for Compliance issued a 

notice to Dr. Gelfand providing him with an opportunity for a 

regulatory hearing under 21 CFP. 5 16.24 and S 312.1(c)(l). 

: 
Dr. Nightingale presided over t-he regulatory hearing on 

April 9-10, 1980. He issued his i?eport on December 4, 1980. 

In brief, he finds that Dr. Gelfand has repeatedly viola&-d 

FDA regulations, but that Dr, Gelfand has provided adequate 

assurance that in the future he will com;?ly with the 
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colmments, the Presiding Officer decide; not to revise the 
. 

Report and forwarded tte matter to me for decision. 

11. D3CISION 

I turn now to the merits of this*proceeding. In order 

to conclude that a cl:-; -.--Cal investigator is no longer 

eligible to receive in7asticztional new drugs, I must first 4 

determine that the investigator has repeatedly or 

deliberately violated FDA regulatio?lc - -, or hzs deli$erEzely 

submitted false information to the sponsor. Second, I must 

conclude that the clinical invest'aator has fc;le5 to 
-d -- furnish 

adequate assurance that the conditions of exer ‘.ption vi11 be 

met in the future. 21 CTR S 312.1(c)(2). These issues are 

addressed separately below, < 

A. Violation of FDA Regulationc - - 

The Bureau made eight specific charges Eceinst Dr. --- 
a 

Gelfand at the hearing. The ckzrfes were first snt forth in 

_. 
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Dr. Kelsey's letter dated March 30, 1979, and were 

subsequently modified with respect to the names of specific.' 

patients whose records were us4 to substantiate the charges.- - 

In my discussion of the charges-below, they are set out in 
. . _- 

the language used by Dr. Kelsey," 

. . 

The Presiding Officer concludes that Dr. Gelfand is 

guilty in whole or in part of three charges and not guilty 

of one charge. ke further concludes that while the remaining 

four- charges are "substantiated," Dr. Gelfand is not guilty 

of these charges because the Bu reau failed to establish 
. . 

specific viol-b' aL1ons of r"Dk regulations. Report at page 16. 

AS discussed below, I accept soze bet not all of the 

Presiding Officer's findings and conclusions. 

CXXRGZSl& 2: 1) 
. 

"Dates for soae ZKGs (electrocardiograms) 

in the case reports differ from dates on EKGs found in 

nediczl histories." 

2) "Identical (superimposeble) EKGs were submitted with 

two different dates for L.B. and H.R." 

The Bureau introduced evidence td substantiate the --- 

charges and presented the testiJJony of Robert Temple 
, M.D., 

. 

-s- 
- . 

. . ;-I- . 
.- : 

. _. .: _ .._ _ :I: . 
=z-- -- . 

.. :_ 

. 



_ 

.I -,. 
_-.. 

__ --. 
-,c-..-L-A 

- . . 

response was . . . that-he had given the responsibility for .-__ 
: J _ - 

performing.and submitting EKGs.to his nurse, 
*. 

Dr. Gelfznd. testified that as soon as FDA investigators 

informed him of the discrepancies, he discussed the problem 

with Es. who told him that sne had misunderstood the 

study protocol instructions. i3e further testified that he 

nad taken steps to assure the problem would not occur again. 

The lresiding Officer finds Cr. Gelfend guilty as 

.charged. Kitbout so stating, he anzarentlv -- a accepts Cr. 

Gelfand's explanation for the cause of the discrepancies. 

The Tresiding Officer states that there is no evi5ence of 2 
. . 

deliberate violation. 

_- I egree witn the Presiding Officer's resoiution of these ': 

charges. 

The Bureau in its Comments exjresses concern that&he 

Xeport suggests that a showing of deli3erateness is a 

necessary requirement for ciiscquzlific~tion when repeated 

violations are shown. I do not re;td t:?e Se?ort as in anv WC:J 
-c 
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. suggesting that deliberateness is a necessary requirement for 

disqualification. I agree with the Bureau that either 
.-- 

deliberate or repeated violations czn lead to disqualifi- 
. - -. .- -t-1 .- .* _ 

cetion. 
-, -... . _ . . . - . a-- - 

. 
. 

CHARGE 3: "Clinical laboratory tests could not be confirmed 
. 

as actually having been performed on.eny subject at the time 

reported." 

In support of this charge the Bureau presented the 

records of one patient, for whom the dates of laboratory test 

results submitted to differed from test dates in his 

patient records. Dr. Gelfand's testimony attributed the 

discrepancy to a combination of clerical error by his nurse 

end >er misunJ -erstanding of the protocol. Cn this basis, the 

?residing Officer finds Dr. Gelfand "quilts of a single 

.instance" of charge 3. Report at ?age 16. 

I do not agree with the Zresiding Officer's implicit 

finding that Dr. Gelfand was not cuilty of the charge as d 

stated, Dr. Gurston Turner, one of the Bureau's 

investigators, testified that Dr. Gelfand did not make 

records available for five patients, and that the patie:t 

records for the remaining nine patients did not contain 

sufficient data to verify the submissions. 

Transcript, Vol. I, pages 121-23. Tnerefore, the Bureau 

. - - -.e . .-.. .::‘_,._. _ -- . :. 
- 

-_ 
. 

. . . . --. 
. 

-. . 
* 

-7- 



_ -..s.--2,. .;, 

-’ :-. : 

;-- - 

Lini~ai~-~esQa& 'for ~lny of the .- . patients,'.. 
; ;.,:..I - . :. .. f - . 

Gelrand 
- ,I. *..,' -. - -__ . _ . 

Accordin9lY r ._ _ __.. ___ --- I--find--t&ax Dr- mmA is guilty of charge 4 ai - 

--.A.. ‘,‘-vq--‘-. - :-A.- -. _ .-e-i. _ ‘. - ._ _ ._.__ 
=.“.*.:-.’ 

‘.-.c. .---_- _.. --.- 
_....- ‘* . . . .._ -.. _’ ‘.. -- 

., ;‘--y-u* --, ..‘- . . . * - --Z.’ 
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The Bureai"i'o'nly criticikk'in its Comments is with the . .m -. - Zb..._ 
Presiding Officer's finding that 

deliberate. For the same reason 

I find the Bureau's criticism to 

the violations were not 

given under charges 1 and 2, 

be without merit. 

CHAXGE 4: I(Sorne subjects' medical records could not be 

located." 

For four of the five ;?atients who were the focus of this 

charge, Dr. Gelfend produced s0;;l.e recorcis at the hezring 

which had not previously been zz.12 available to FDA. None cf 

these records ?reda.ted the inspection. 

The Presiding Officer finds Dr. Gelfend not guilty 

because no "specific violation" was demonstrated. Fie further T 

,finds that Dr. Gelfand "technically refuted" t;?e charge by 

producing records at the hearing, even though the charge is 

"substantiated" because records should have 'been made 
t-- 

available earlier. deport at F;ages 9, 15, 16. 

-a- 
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I do not accept the Presiding Officer's resolution of 

_ 
this charge and find Dr. Gelfand guilty. I agree with the 

Bureau that the Report is internally inconsistent and that - 
. .' _ : :.. .__ _ 2:. _ .&.: _, -... .-.-__. the Presiding 'Officer applies an'nnduly restrictive reading -' 

. 
of the regulations. : : . . . 

Form FD-1572, Ii 6.e, requires tAIat case histories be 

made available for inspection and copying. A clinical 

investigator has.. the duty to tiKe reasonable affirmative 

steps at the time of inspection, or shortly thereafter, to 

make case histories available. Kothing requires a clinical 

investigator to maintain all case histories in a single 

location, but an investigator should take reasonable steps 

such as providing a list of zetients and :,ie locztions of 

LL L.leir else histories, actins 2s 2. liaison Setkeen FDA 

inspectors and co-investig-' ccors or health care facilties, or 

.'physically procuring the records for FDA inspectors. 

The i?residing Officer notes that there was a lack of 

communications and some misunderstanding between FDA 
: 

inspectors and Dr. Gelfand. For exemple, 
: despite his promise 

to do so, Dr. Gelfand did not try to locate some records and 

then call Dr. Turner. Dr. Tzrner never provided Dr. GFrfand 

. . with a list of patients whose records were missing. 

. . -2 . .-‘.C-::-, ,. : _- . 
2 - . - . . . 

. - 9"- 



‘Dly to .Dr. Gelfand,-T'+find that he faileh'to take .- ,_, . . .. . -... ._ -- .-.' 
.~---.-._---_ 

74-z ._.*; __ i .-. ____ - 
reasonable steps+.&& j?atient'irecords available)i;210nly: .:I. -. 

..- -.-. z. -,--..-s..-~,. Ts'-2.;;j;-..-..-.:. ._ .; y+: -2&-L . . : ._ *..s. _ -).. ._ . - W-~.‘C . . ‘-- -~.T.~~-~.,~. ; _ ._ '.A"‘ _ -, .i' :-' 
under the Pressure -0f.a 

ey.*w:: _ iA& ._.-_ '- -_- .-A;-.. : - -.-- -5. - .;:: . ~- _._.. _ _- '-'-.:I ..-1--_ ..w..._ . . ._ - : . . _ .l-:.; : _ '2 _' -.. b . -. 
regulatdry hearing aid he produce -, 

:.+-: : ..+-w -._ -_ -1. :..- . - -. ~ _.. _ _.. _. .:. ._ '. * _. -r -- . 
'portions of cas4 histories*'17 m&xhs after the inspection. - :. . . . . . 
Moreovef 

-__ _. --. ,-.... . : . L-s- . . _.. 
, he never"prbduced re&ds that predated the 

inspection. Such conduct effectively thwarts FDA's 

Bio-Research Monitoring Program and ability to ensure that 

investigational new drug tria1‘s are conducted in accordance 

with the regulations. 

CHABGE 5: "One subject was reported to have died in 1975 

when in fact the records indicate that the subject received 

' test substances in 1976 (J-M.)." 

The Sureau presented evidence to show t;hat the error 

. . arose because Dr. Gelfand did not promptly report the 

patient's death and that.at a much later time his assistant 
_ . 

telephoned the wrong death date to The error, 

according to the Bureau, constitutes the submission of false 

information to the sponsor in violation of 21 CFi3 5 372.5(c). 

. 
The Presiding Officer finds that while this chargz--is 

factually substantiated, it was not shown to be a "specific 

violation of the relevant FDA regulations." Xeport at page 

- 10 - 



._ ‘_ . -.. - . . . - 

d--) 

. ..‘... :_ ‘* . . ., 
. : - . . ;. _ -;” :. 

. 

:.’ y > 

+.t;<: 
< I. . . 

. .._ 
:i 

-_.. 

16. He finds in addition that it wzs 
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not shown that Dr, 

Gelfand was personally responiible for the error, 
.T . .- .: . .-.._ _ -. .--:z . . .-.-. _-, -. . -_ 

I agree with' the Presiding-',Officer that-the 
_- 

charge is 
C. 

factually-substantiated. For 'the reason stated-below, 

however, I decline to consider this charge in determining 

whether Dr. delfand re?eatedly"violated the regulations. 
The 

Bureau points cut that, as the principal investigator, Dr. 

Gelfand is ultSmately responsible for the proper conduct of 

the study and for errors made by his assistants. It goes 
without saying that, as an abstract proposition, the Qureeu'z 

position is correct. A??lylng that Troposition to the 

* - 

specifics of charge 5, however, I conclude that little would 

be gained by basing a decision whether to disqualify Dr. 

Gelf 2nd on this charge, Nothing incicates, and the Eiiresu 

does not so contend, that this error affected either the 

.-validity of the data or the safety of the patients. 

Noreover, there is no pattern of repeated errors of this 

tyP= l 

CBARGZ 6: "Consent forms were deteci well tfter the subjects 
: 

were entered at the study (H.R., B,T,)." 
- 

c-- 

The Bureau introduced evidence that Dr. Gelfand had 

obtained signed consent forms for two patients zpproxinately 

- .-‘.- -. . .-4. _. _ 
:.--. . 4 - . ‘+__. . . . 

‘- 
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. entered the i- _I ..- study<:. Dr. 'Ge.lf-&d;‘=: _ 

enaing-physicians had obtained-oral-...'. 

;nd. had d.i.i7cuss ed:,:-'.:.' 1 

. 
... iiT ' - . 

..<. $-&.S< c . “, -4 CI... -2.2 

received' l 

: . :--. 
__ ---T' ; _ . . '.. .- . . . --- .-+-:; : 

Dr. Geifand further testified.-that the 
. .-. -. .--.-: :...: -. . : .-'..- . -. -_ .-..*-,f- ._ 

latter discussion was tantamount to informed'consent. 
_. . . 

The Presiding Officer states that the charge is 

"substantiated in the narrow scope in which it was framed" 

but was not shown to be a specific violation of FDA 

regulations. He notes that while Form FD-1572, (I 6.g, only 

requires "consentl" 21 CFX S 310.102(h) does. specifically 

require written consent. Zie apparently concludes that the 

s 310.102(h) written consent requirement is not controlling 

because it is not mentioned in Form ?3- 1372. 

I conclude that such a restrictive reading of the 

regulations is not warranted, because r'orm F!I-1572 in no way 

?ur?orts to be a corr,s,lete recitation of a??licable 

regulations. On the other hand, there is a possibility for 

confusion oased on the Form TD-1572 reference to ccnsent but 

not to written consent. Accordingly, I conclude that while 

Dr. Gelfand did violate the regulations by failr"irg to obtain 

prior written consent, his culpability for t!le violation is 

minimal. 
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In its Comments, the Bureau';asks me to reject expressly 

Dr. Gelfand's contention that a discussion about side effects 

satisfies the informed consent requ'irement. I agree with tf;e 
.- 

ijureau. 
-. 

Consent as defined in S 310,102(h) can only be given-.: 

.- 
after a patient has received-much more information, i.e., 

. ._ 
expected duration of drug use, its purpose, method and means 

of administration, hazards and benefits involved, and 

alternatives, and must be in writing, 

*. 
CiikRGE 7: "Blood pressure arxi pulse rates were not recorded 

in any regular fashion in the case reports or patient medical 

histories." 

Dr. Turner, one of the FDA investigators,. testified for 

the. 3ureau that he could not.corrobora'e in the c-s L c e reporils 

or patient medical histories any of the blood pressures and 

pulse rates that were reported to Dr. Gelfend 

responded only by introducing records for five patients that 

contained underlying corroborative data. These records xere 

all dated after the inspection. 

The Presiding Officer states. that Charge 7 is factually 

substantiated with respect to Dr. Gelfand's practiceyefore 

and at the time of inspection, Be further states, however, 
- 

. 

._ .,.... - 
- _ . i :, c - . . -13- .. . . l * 

‘. 
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that DrI"Gelfand 'is not'.au: 

-2 . . .. . 
:. :. .:.. 

:_._ _.__ _. . . ‘_. ;:.*; - -r..-. 
.T.-‘--ym‘. .?“.i-.- $i& .;. ._ ._ . ._. 

:. y -.- .’ ‘- _-_ 

Form FD-1.5772, \I 6,c;"requties the maintenance of' . . . . . . .:.-. .;. .. .: L?y 
"adequate and accurate case histories designed to record all 

. . 
observations." The language is clear: investigators must 

record all observations in the case histories. Consequently, 

I reject the Presiding Officer's disposition of this charge 

and conclude that Dr. Gelfanci is guilty as charged. 

This shortcoming in Dr. Gelfand's recordkeeping is a 

most serious one, as the significance of accurate and regular 

blood pressure and pulse rate mew-* =Jrenents cannot be 

CnSerectimzted for this ;?rrticulzr study. is a 

;>overful drug for the treatment 

. . its side effects include a : 

potentially dangerous increase ir. the pulse rate. Therefore, 

be failure of case histories to coztein 51005 pressure end 

pulse measurements goes to the very essence of the study's 

conduct. The complete lack of ccrrcborative data gives rise 

to a possible inference that the measurements were not 

actually taken. At the very least verification of t?G-dat~ 

for a lack of clerical transcription errors is not possible. 
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III either case both the safety of study subjects 

- integrity of the data are compromised. 

-L-’ 

. ;-. 
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C~A-~G~ 8 : .. n .?A.. 

Drug .accountabilityl-Gas inadequately 
-. . .' ._-.: 

for most sunjectsl" .z:: ..-: . L : - .-- 
:- . .I 

and the 

maintained 

The Bureau attempted to es~ab_li.sh this general charge 

("for most subjects") by introducing evidence for only one 

patient, who was discontinued from the study and subsequently 
,-. 

reentered without the use of any particl3lzr docuR,entation, 

The Presiding Officer concludes the charge is not 

substantiated, Eie recommends that while the use of a special 

llreentry" form is not required by either FDA regulations or 

t:7e study protocol, the reentry of .a patient 
after a 

significant lapse should be highlighted someho-.+. 

I agree with the Presiding Officer's conclusion and 

recommendation. 

B. Necessity of Disoualification 

I have concluded that Dr. Gelfand repeatedly violated 

the regulations, My next inquiry is whether his non-- 

compliance with the regulations is so significant as to 
-. 

require disqualification in the absence of an adequate 

. 

. I. 



- 'and should be'. ..:...-.., ....-‘-_ 
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My decision is ba$ed dn three factors; .-e. 

a) whether Dr. Gelfand's non-compliance 

adversely affected the ‘v%lidity of the 

data, or the safety or rights of 

subjects: 

b) the nature, scope', and extent of Dr. 

Gelfand's violations; 

cl whether a lesser sanction would be 

adequate. 

. . 
“1 The ?residing Officer did not address this issue 

separately and the regulations do not require it. 
Former Commissioner Goyan addressed this issue 
separately in considering whether to disauelify clinical 
investigator Nat'nan Kline, H.D., tnd I will do likewise 
here. 

I do not wish to suggest that I regard any 
violations of applicable regulations as acceptable. 
FDA's regulations, like a well-designed protocol, are 
designed to protect not only the subjects of the 
investigation but also the validity of.the data 
generated. Those data may-form the basis for important, 
even life-and-death, decision-making. Thus, ;tey 
deviation from the ap?lica3le regulations is a serious 
matter. Not all such deviations, on the other hand, 
warrant disqualification. 

G 
L 

. 
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I concluded above that Dr, Gelfand's violations 
- ._ 

compromised both the integrity of the data and the safety of. 

the subjects. Although Dri '_ 
'. . . Gelfznd -did not deliberately _ 

. - . . c . : se-. . - -- .- . . ._ - ._. 
violate the regulations, the violations were widespread and 

: 
. 

ongoing. Some of them, such'as the failure to keep adequate 

patient records containing crucial blood pressure and pulse 

rate data, are inexcusable. In view df‘these considerations, 

a lesser sanction is not adequate; disqualification is 

necessary absent'-a showing of adequate assurance. 

. 
\ 

C. Adequate Assurance Concerning Future Violations 

Dr. Gelfand submitted a ne-4 written policy stateaent of 

procedures to be followed by me;;lSers of his group practice 

with respect to investigational new drug clinicel studies. 

. 

Further, he testified about action he had undertaken to 

correct his recordkeeping deficiencies after the FDA 

inspection. 

The Presiding Officer concludes that strict compliance 

with the policy statement should prevent future violations 

and that Dr. . . Gelfand will make good faith efforts to ensure 

compliance. He states that Dr, C-lfand's testimony 
t-- 

concerning corrective action was credible. 

I agree with the Presiding Officer. Dr,. Gelfand's 

i?olicY statement and his credible testimony concerning his 
. 



The Bureau correctly points out that the clinical 
. 

investigator carries the burden of establishing that his 

assurance is adequate. The Bureau goes on to assert that Dr. 

Gelfand did not sustain his burden because his assurance is 

made in the abstract and not in the context of a specific 

investigation. (FDA approved NDA in 1979; Dr. 

Gelfand is not currently' involved in any clinical 

investigations.) I need not reac:? any general conclusion 

concerning the conditions in which an assurance nnade in the 

ajstract is adequate, It is suf2icient that, for the reasons 

discussed above, Dr. Gelfand's zcs'urance in this case is 

adequate. Should Dr. Gelfand decide to conduct a.cditional 

clinical investiqations in the future, the bureau will have 

an opportunity to assess his ?erfcrmance as an investigator 

at that time. 

D. Vagueness of FDA Regulations . . t-- 
.Dr. Gelfand moved to dismiss the charges against him oa 

the grounds that the applicable regulations are too vzque. 

In support of his motion, he relied on the preamble c.f the 

proposed revised regulations concsr:ing the obligations 0: 



clinical investigators, uhich appeared in the Federal 

Xegister of August 8, 1978 (43 F-R, 35210). The preamble _. 
-.. 

states in part that I "the way [the current regulations] . . ..__ . . _' -."-' :. y-a.-. ._ -. . - '_ .- .-; i . . 
arestated may have contributed to-misunderstandings -.- 

. 
concerning the conduct F3A e&p&&s of clinical 

investigators;" 43 F-R. at 35210, 

. . 

The Presiding Officer orally denied Dr.-Gelfand's motion 

to dismiss. : 

I agree with the Presiding Officer. Xhile there is room 

for improvenient in the c-urrent regulations, ;nost of the 
. 

violations with which Dr. Gelfend is charged are not in the 

lrgray area": they are covered by t5e regulations' express 

terms. The only exception is Charge 6, concerning written 

consent. There, I stated that I regard Dr. Gelfand's 

culpability for the violation as minimal in view of the 

.possibility for confusion caused by the difference in 

language between Form FD-1572 and 21 CFR S 310.102, 

III. CONCLUSION .* 
. Dt, Gelfand repeatedly violated FDA regulations ty 

t-- 
virtue of his serious recordkeeping deficiencies in 

connectio:l with the clinical study of the investigational new 

drug Although the violations are sufficiently 

serious so as to require-disqualification absent adequate 
: 



. . . _: ._. . . _ *... " .. :; _ -- - -.__ .--A. .- 
tions-:will not occur, Dr, Gelfand...' . . :5 -.-;; -r.+;.'i-,5' .2;: ..-. I .e.s - i. _.._.. : :..- 

ad-&at& 
- yL-.-..; - :,'.' .- . . . _ : - '. 

assurkc$L%bat these 
._ I . 

___ .--~.~- . '- -. ;,iolations will has provided 

~$.-6bjjclude that Dr, -. . :. 4 . .-..I . - .:..yz : G&f&d“ .- ..--..:. . ..-. _. . . _ .; . 
tion&-xiew a&s. -c'.- - 

Dated: 

s 

t-- 


