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a. The sponsor 1s required to supply the
investigator with full information concern-
ing the preclinical investigation that justi-

. fles clinical pharmacology.

b. The investigator is required to ma,ln-
taln adequate records of the disposition of
all receipts of e drug, including dates,
quantity, and use by subjects, and if the
clinical pharmacology is suspended or termi-
nated to return to the sponsor any unused
supply of the drug.

¢. The investigator is required to prepare
and maintain adequate case , histories de-
signed to record all observations and other
-data pertinent to the clinical pharmacology.

d. The investigator is required to furnish
his reports to the sponsor who 1s responsible
for collecting and evaluating the results, and
presenting progress raports to the Food and
Drug Administration at appropriate inter-
vals, hot exceéding 1 year., Any adverse
effect which may reasonably be regarded as
caused by, or is probably caused by, the
new-drug shall be reported to the sponsor
promptly; and if the adverse effect 18 alarm-
ing it shall be reported immediatelys An
adequate report of the clinical pharinacology
should be furnished to the sponsor shortly
after completion,

e. The Investigator shall- maintain the
records of disposition of the drug and the
case reports described above for a  period
of 2- years following the date the new-drug
application is approved for the drug; or
1f no application is to be filed or is approved
until 2 years after the investigation is dis-
continued and the Food and Drug Admin-
istration so notified. Upon the request of a
sclentifically trained and specifically au-
thorized employee of the Department, at rea-
sonable fimes, the Investigator will make
such records avallable for inspection and
copying.  The names of the subjects need
not be divulged unless the records of ‘the
particular subjects require a more detailed
study of the cases, or unless there. s reason
to believe that the records do not represent
actual studies or do not represent actual
results obtained.

f. The investigator certifies that the drug
will be administered only to subjects under
his personal supervision or under the super-
vision ‘of the following investigators re-
sponsible to him,
drug will not be supplied to any other in-
vestigator or to any clinic for administration
-to subjects.

COMPETITIVE PROBLEMS

.......... , and- that the

g. The investigator certifies that he will
inform any patients or any persons used as
controls, or thelr representatives, that
drugs are being used for investigational pur-
potes, and will obtain the consent of the
subjects, or their representatives, -except
where this is not feasihle or, in the investi-
gator's professional judgment, 18 contrary to
the best interests of the subjects.

Very truly yours.

~(Address)

(13) The sponsor shall obtain from
each investigator involved in clinical
trials a signed statement in the follow-
ing form:
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Department of Health, Education, and
Welfare, Food and Drug Administration

Statement of Investigator

Name of Investigator aueemmccimmcnmamcacana
Date
Name of drug
To supplier of drug: :

Name - .

Address . -
Dear Sir:

The undersigned,
submits this statement as required by sec-
tion 606(1) of the Federal Food, Drug, and
Cosmetic Act and § 130.3 of Title 21 of the
Code of Federal Regulations as a condition
for receiving and conducting clinical investi-
gations with a new drug limited by Federal
(or United States) law to investigational use,

1. The following is & statemem; of my edu-
cation and experience:

a. Colleges, universities, and medical -or
‘'other professional schools attended, with
dates' of attendance, degrees, and dates de-
grees were awarded.

b. Postgraduate medical or other profés~
sional training: Dates, names of institutions,
*and nature of training.

c. Teaching or research experience: Dates,
institutions, brief description of experience,

d. Experiencé in medical practice or other
professional experience: Dates, institutional
affillations, nature of practice, or other pro-
fesslonal experience,
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