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3. THE INVESTIGATIONAL DRUG WILL BE USED BY THE UNDERSIGNEDOR UNDER HlS SUPERVISION INACCORDANCE WITH THE PLAN

OF INVESTIGATION DESCRIBED AS FOLLOVWS: (Qutline the plan of i

e number of subjects to be

treated with the drug and the number to be employed as controls, if any;clinical uses te be investigated; haracteristics of subjects by age, sex,

2nd condition; the kind of clinical ob: ons and }
the esti: i
observations and tests results obtzined. This plan may include

d duration of the i 2nd a

tests to be
orcopies of feport forms to beused to maintain an adequate tecord of the
and iati

prior to, during, and after administration of the drug;

and should be supplementedor amended

when any significant change in direction or scope of the investigation is undettaken.)

4. THE UNDERSIGNED UNDERSTANDS THAT THE FOLLOWING CONDITIONS, GENERALLY APPLICABLE TO NEW DRUGS FOR
INVESTIGATIONAL USE, GOVERN HIS RECEIPT AND USE OF THIS INVESTIGATIONAL DRUG:

o

The sponsof is xeq\med to supply rhe investigator with full in-
that justify
clinical wials, wge:hez wuh fully informative material describ-
ing any prior mvesugauons and experience and any possible
hazards, flects, and to

be taken into account in the course of lhe investigation.

The investigator is requited to maintain adequate records of
the disposition of all receipts of the drug, including da(es,
and use by subjects, and if the
:]exmmmed to return to the sponsor any uaused supply of (he
ug.

The investigator is required to prepare and maintain adequate
and accurate case histories designed to tecord zll observa-
tions and other data pertinent to the investigation on each
individual treated with the drug ot employed as a control in
the investigation.

The investigator is required to iurmsh his reports 1o the spon-
d

B I

of 2 years g the date a isap-
proved for the dxus, ot if the npphcauon is not approved,
until 2 years after the investigation is discontinued. Upon
the request of a scientifically trained and properly author-
ized ‘empl of the D at ble times, the
investigator will make such records available for inspec-
tion and copying. The subjects' names need not be di-
vulged unless the recards of particular individuals require
a more demailed study of the cases, or unless there is
reason 1o believe that the records do not repteseat actual
cnses studied, or do not represent actual results obtained,

The investigator certifies that the drug will be adminis-

tered only 10 subjects under personal supezvxsmn or

under the supervision of the followi e
ible to him,

sot of the drug who is 1 an;
the results obtained by various mvesugawrs. The sponsor is
requued © pxesem progress xcpons to the Food and Drug Ad-
not ing 1 year. Any
adverse e“ect that may reasonably be regarded as caused by,
or probably caused by, the new drug shall be teported to the
sponsot promptly, and if the adverse effect is alarming, it
shall be reported immediately. An adequate report of the in-
vestigation should be furnished to the sponsor shorily after
completion of the investigation.

The investigator shall maintain the records of disposition of
the drug and the case histoties described above for a petiod

and that the drug will not be supplied to any other investi-
gatot or to any clinic for administration to subjects.

The investigator certifies thac he will inform any subjects,
including subjects used as controls, or their representa-
tives, 'that drugs are being used for investigational put-
poses, and will obtain the consent of the subjects, ot their
xeprcs:mauves, excep( where (h 5 ls not feasible ot, in
i is contrary to the

best interests of lhe subjects.

Vety truly yours,

“(Thie form ehould bo aupplomented or amended from time
a

1o time If new subje:

dded or if eigntlicant

changes are made In the plan of investigation.)

(Name of Investigator)

. (Address)




