COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

9. The names and a summary of the training and ex-
perience of each investigator and of the individual charged
with . itoring the prog; of the i igation and
evaluating the evidence of safety and effectiveness of the
drug as it is received from the investigators, together
with a statement that the sponsor has obtained from each
investigator a completed and signed form, as provided in
subparagraph (12) or (13) of this paragraph, and that the
investigator is qualified by scientific training and ex-
perience as an appropriate expert to undertake the phase
of the investigation outlined in section 10 of the *‘Notice
of claimed investigational exemption for a new drug.”
(In crucial situations, phase 3 investigators may be added
and chis form supplemented by rapid communication
methods, and the signed form FD 1573 shall be obtained
promptly thereafter.)

10. An outline of eny phase or phases of the planned
investigations, as follows:

a. Clinical pharmacology. This is ordinarily divided
into two phases: Phase 1| starts when the new drug is
first introduced into man—only animal and in viwo data
are available—with the purpose of determining human
toxieity, memhohsm. absorption, ehrmnanon, :md o:her
pharmcological action, p d route of adi
and safe dosage range; phase 2 covers the initial trials
on a limited number of patients for specific disease con-
trol or prophylaxis purposes. A general outline of these
phases shall be submitted, identifying the investigator or
inves!igators' the hospitals or research facilities where
the clinical pharmacology will be undcnaken, any expert
committees or panels to be utilized, the maxxmum numl:er
of subjects to be involved, and the i d of
these early phases cf investigation. Modification of the
expetimental design on the basis of experience gained
need be reported only in the progress reports on these
early phases, or in the development of the plan for the
clinical trial, phase 3. The first two phases may ovetlap
and, when indicated, may require additional animal data
before these phases can be completed or phase 3 can be

undertaken, Such animal tests shall be designed to take

into account the expected duration of administration of
the drug to human beings, the age groups and physical
status, as for example, infants, pregnant women, pre-
menopausal women, of those human beings to whom the
drug may be administered, unless this has already been
doae in the original animal studies.

b. Clinical trial. This phase 3 provides the assess-
ment of the drug’s safety and effectiveness and optimum
dosage schedules in the diagnosis, treatment, or prophy-
laxis of groups of subjects involving a given discase or
condition. A reasenable protocol is developed on the
basis of the facts accumulated in the earlier phases, in-

Very truly yours,

cluding completed and submitted animal sctudies. This
phase is conducted by separate groups following the same
protocol (with reasonable variations and alternatives per-
mitted - by the plan) to produce well-controlled clinical
data, .For this phase, the following data shall be sub-
mitted:

i. The names and addresses of the investigators. (Ad-
ditional investigators may be added.)

ii.. The specific nature of the investigations 1o be con~
ducted, together with information or case report forms o
show the scope and detail of the planned clinical obsetva-
tions and the clinical laboratory tests to be made and
reponed

ifi. The apprcxlmarc number of sub;ects (a xeasonnble
range of is and may be
made), and ctiteria proposed for sub;ecr selection by age,
sex, and condition.

iv. The estimated duration of the clinical trial and the
intervals, not exceeding 1 year, at which progress reports
showing the results of the i will be s
to the Food and Drug Administration.

(The notice of claimed investigational exemption may- be
limited to any one or more phases, provided the outline of
the additional phase or phases is submitted befote such
additional phases begin. This does not preclude continu~
ing a subjec: on the drug from phase 2to phase 3 without
interruption while the plan for phase 3 is being developed.)

Ordinarily, a plan for clinical wial will not be regarded
as reasonable unless, among other things, it provides for
more than one independent competent mvcsugmor to main-
tain ad; case hi of an q: number of
subjects, designed to record observations and permit
evaluation of any and all discernible effects attributable to
the drug in each lndlvxduzl treated, and comparable rec-
ords on any i iduals d These rec-
otds shall be mdlvldual xecords for each sub;cct main-
tained to include adequate information pertaining toeach,
including age, sex, conditions treated, dosage, frequency
of administration of the drug, results of all relevant clini~
cal observations and laboratary examinations made, ade~
quate information g any other ¢ given and
a full statement of any adverse effects and useful results
observed, together with an opinion as to whether such ef-
fects or xesults are actributable to the drug under investi-
gation.

11. It.is understood that the sponsor will noufy the
Food and Drug Administration if the investigation is dis
continued, and the reason therefor.

12. It :is understood that the sponsor will notify each
investigator if a new-drug application is approved, or if
the investigation is discontinued.

13. If the drug is to be sold, a full explapation why sale
is required and should not be regarded as the commercial-
ization of a new drug for which an application is not
approved.

(Sponsor)

(Indicate authority)

(This notice may be amended or supplemented from time to time on the basis of the experience gained with the new drug.

Progtess reports may be used to update the notice.)

ALL NOTICES AND CORRESPONDENCE SHOULD BE SUBMITTED IN TRIPLICATE.
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