COMPETITIVE PROBLEMS

Reissucd:  June 20, 1963

©; Representative list of pertinent medical
or other scienttfic publications: Titles of
articles, names of publications and volume,
page number, and date.

(If this information has previously been suh-
mitted to the sponsor, it may be reférred to
and any additions made to bring it up to
date.)

2, If any hospital, institutional, and clin-
ical laboratory facilities, etc., are avallable
and will be employed in conection with the
investigation, an identification of each
follows:

(If this information has previously been sub-
mitted to the sponsor, retetence to the pre-
vious submission will be adequate.)

3. The investigational drug will be used by
the undersigned or under his supervision in
accordance with the plan of investigatioa
described, as follows: (Outline the plan of
investigation, including approximation
number of subjects to be treated withV\drug
and the number to be employed as controls,
if any; clinical uséto be investigated; char-
acteristics of subjécts by age; sex, and con-
dition; the kind of clinical observations and
laboratory tests to be undertaken prior to,
during, and afier administration of the drug;
the estimated duration of the investigation;
and a description or copies of report forms
to be used to maintain an adequate record of
the observations and tests results obtained.
Tnis plan may include reasonable alternates
and variations, and should be supplemented
or amended when any significant change in
.direction or ‘scope of the investigation is
undertaken.) :

4. The undersigned undeérstands that the
following conditions, generally applicable to
new drugs for invéstigational use, govern his
.receipt and use of this investigational @rug:

a. The sponsor 1s required to supply the
investigator with full information concern-
ing the preclinical investigations that justify
clinical trials, together with fully informative
material describing any prior investigations
and experience and any possible hazards,
contraindications, side-effects, and precau-
tions to be taken into account in the course
of the investigation.

b. ‘The investigator 18 required to maintain
adequate records of the disposition of all re-
ceipts of theé drug, including dates, quan-
tities, and use by subjects, and if the investi-
gation is terminated to return to the sponsor
any unused supp‘!zoor the drug.

c. The investigator is required to prepare
and maintaln adequaté and accurate case
histories designed 10 record all vbeervations
and other data pertinent to the investigation
on each, individual treated with the drug or
employed as a control in the investigation,
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d. The investigator 18 required to furnish
his reports to the sponsor of the drug who is
responsible for collecting and evaluating the
results obtained by various investigators..
The sponsor is required to present progress
reports to the Food and Drug Administration
at appropriate intervals not exceeding 1 year.
Any adverse -effect that may reasonably be
regarded as caused by, or probably caused by,
the new drug shall be reported to the sponsor
promptly, and if the adverse effect is alarm-
ing, it shall be reported immediately. An

" adequate report of the invéstigation should

be furnished to the sponsor shortly after

" completion of the ihvestigation.

— the

e. The investigator shall maintain the

. records of disposition of the drug and the

case histories described above for a perlod
of 2 years following the date a new-drug
application is approved for the drug; or if
the application 1s not approved, until 2 years
after ¢the investigation 1s discontinued.
Upon the réquest of a sclentifically trained
and properly authorized employee of the
Department, at reasonable times, the in-
vestigator- witl make such records avallable
for inspection and copying. The subjects’
namee heed not be divuiged unless the
records of particular Individuals require a
more detalled study of the cases, or unless
there is reason to believe that the records do

' -not represent actual cases studied, or do not

represent actual results obtained.

1. The Investigator certifies that the drug
will be administered anly to subjects under
his personal supervision or under the super«
vision of the following investigators respon-
sible to him, —__.__.__ , and that the drug
will not be supplied to any other investigator
or to any clinic for adininistration

- subjects.

g. The investigator certifies that he 1
inform any subjects, including subjects used
as controls, or their representatives, that
drugs are being used for investigational pur-
poses, and will obtain the consent of the
subjects, or their representatives, except
where this is not feasible or, in the investi-
gator’s professional ‘judgment, is contrary to
tho best Interests of the subjeots.

Very truly yours,

(Name of investigator)
T (Address)

(This form should be supplemented or
amended from time to time if new subjects
are added or if significant changes are made
in the plan or investigation.)



