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l / §130.3 New drﬁgs for investigational 5. A statement of the methods, facilities,

use in human beings; exemptions
from section 505(a). .

(a) A shipment or other delivery of a
new drug shall be exempt from section
505(a) of the act if all the following con-
ditions are met:

(1) The label of such drug bears the
statement “Caution: New drug—Limited
by Federal (or United States) law to in-
vestigational use.”

(2) The person claiming the exemp-
tion has filed with the Food and Drug
Administration a completed and signed
“Notice of claimed investigational ex-
emption for a new drug” in triplicate,
with the following information:

Form. FD 1571

Department of Health, Education, and Wel«
fare, Food and Drug Administration

Notice of Claimed Investigational Exemption
for a New Drug

Name of sponsor ...
Address

Name of -!;westigational ArUg cocmccaccaen

To the Secretary of Health, Education, and
Welfare,

For the Commissioner of Food and Drugs,

Washington 25, D.C.

Dear Sir:

The sponsor, . ,
submits this notice of claimed investiga-
tional exemption for a new drug under the
provisions of section 505(i) of the Federal
Food, Drug, and Cosmetic Act and § 180.8
of Title 21 of the Code of. Federal Regula-
tions.

Attached hereto are:

1. The best available descriptive name of
the drug, including to the extent known the
chemical name and structure of any new-
drug substance, and a statement of how 1tis
to be administered. (If the drug has only
& code name, enough information should be
supplied to identify the drug.)

2. Complete list of components of the
drug, including any reasonable alternates for
inactive components.

3. Complete statement of quantitative
composition of drug, including reasonable

variations that may be expected during the -

investigational stage.

4. Description of source and preparation of
any new-drug substances used as come
ponents, including the name and address of
each. supplier or processor, other than the
sponsor, of each new-drug substance.

_]:/ NoTe: Order of the Commissioner of Food

and Drugs published at 28 F.R. 183, Jan. 8
1963, provides as follows:

“That, § 130.3 (28 F.R. 179) shall not apply
to radloactive new drugs, until further no-
tice, provided the radioactive new drugs for
investigational use are being shipped in
complete conformity with the regulations
issued by the Atomic Energy Commission.”

»

-and controls used for the manufacturing,

processing, and packing of the new drug to
establish and maintain appropriate stand-
ards of identity, strength, quality, and purity
as needed for safety and to give significance
to clinical investigations made with the
drug.

6. A statement covering all' information
avallable to the sponsor derived from pre-
clinical investigations and any clinical
studies and experience with the drug as
follows: ) )

a. Adequate information about the pre-
clinical investigations, including studies
made on laboratory animals, on the basis
of which the sponsor has concluded that it
is reasonably safe to initiate clinical investi-
gations with the drug: Such information

should include identification of the person
who conducted each investigation; identifi-
cation and qualifications of the individuals
who evaluated the results and concluded
that it is reasonably safe to initiate clinical
investigations with the drug and a state-
ment of where the investigations were con-'
ducted and where the records are available
for inspection; and enough details about
the investigations to permit scientific review.
The preclinical ‘investigations shall not be
considered adequate to justify clinical test-
ing unléss they give proper attention to the
conditions of the proposed clinical testing.
When' this Information, the outline of the
plan of clinical pharmacology, or any prog-
ress report on the clinical pharmacology, in-
dicates a need for full review of the -pre-
clinical data before a clinical trial 1s under-
taken, the Department will notify the spon-
sor to submit the complete preclinical data
and to withhold clinical trials until the re-
view is completed and the sponsor notified.
The Food and Drug Administration will be
prepared to confer with the sponsor concern-
ing this action.

b. If the drug has been marketed com-
mercially or investigated (e.g. outside the
United States), complete information about
such distribution or investigation shall be
submitted, along with a complete bibliog-
raphy of any publications about the drug.

c. If the drug is a combination of pre-
viously investigated or marketed drugs, an
adequate summary of preexisting informa-
tion from preclinical and clinical investiga-
tions and experience with its components,
including all reports available to the sponsor
suggesting side-effects, contraindications,
and ineffectiveness in use of such compo-
nents: Such summary should include an ade-~
quate bibliography of publications about the
components and may incorporate by refer-
ence any information concerning such com-
ponents previously submitted by the spon-
sor to the Food and Drug Administration.

‘Include a statement of the expected phar-

macological effects of the combination.



