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5. INVESTIGATIONAL NEW DRUGS - ADDITIONAL CERTIFICATION REQUIREMENT

SECTION 46.17 OF TITLE 45 OF THE Code of Federal Reguletions states, “‘Where an organization is required to prepare or to submit @ cer-
tification . . . and the proposal involves an investigational new drug within the meaning of The Food, Drug, and Cosmetic Act, the drug shall

be identified in the certification vogether with a statement that the 30-day delay required by 21 CFR 130.3(a)(2} has elapsed and the Food end
Drug Administration has not, prior 1o expiration of such 30-day interval, requested that the sponsor continue to withhold or to restrict use of
the drug in human subjects; or that the Food and Drug Administration has waived the 30-day delay requirement; provided, however, that in
those cases in which the 30-day delay interval has neither expired nor been waived, a statement shall be forwarded to DHHS upon such expira-
rion or upon receipt of a waiver. No certification shall be considered acceptable until such statement has been received.”

INVESTIGATIONAL NEW DRUG CERTIFICATION

TO CERTIFY COMPLIANCE WITH FDA REQUIREMENTS FOR PROPOSED USE OF INVESTIGATIONAL NEW DRUGS IN ADDITION TO
CERTIFICATION OF INSTITUTIONAL REVIEW BOARD APPROVAL, THE FOLLOWING REPORT FORMAT SHOULD BE USED FOR
EACH IND: (ATTACH ADDITIONAL IND CERTIFICATIONS AS NECESSARY).

— IND FORMS FiLED:  [] FDA 1571, (O Foaas7z, [ roa1s73

NAME OF IND AND SPONSOR

— DATE OF 30-DAY EXPIRATION OR FDA WAIVER -
(FUTURE DATE REQUIRES FOLLOWUP REPORT TO AGENCY)

- FDA RESTRICTION

— SIGNATURE OF INVESTIGATOR : DATE

6. COOPERATING INSTITUTIONS - ADDITIONAL REPORTING REQUIREMENT

SECTION 46.16 OF TITLE 45 OF THE Code of Federal Regulations IMPOSES SPECIAL REQUIREMENTS ON THE CONDUCT OF STUDIES
OR ACTIVITIES IN WHICH THE GRANTEE OR PRIME CONTRACTOR OBTAINS ACCESS TO ALL OR SOME OF THE SUBJECTS
THROUGH COOPERAT ING INSTITUTIONS NOT UNDER ITS CONTROL. IN ORDER THAT THE DHHS BE FULLY INFORMED, THE
FOLLOWING REPORT IS REQUESTED WHEN APPLICABLE.

USE FOLLOWING REPORT FORMAT FOR EACH INSTITUTION OTHER THAN GRANTEE OR CONTRACTING INSTITUTION WITH
RESPONSIBILITY FOR HUMAN SUBJECTS PARTICIPATING IN THIS ACTIVITY: (ATTACH ADDITIONAL REPORT SHEETS AS
NECESSARY).

INSTITUTIONAL AUTHORIZATION FOR ACCESS TO SUBJECTS

— SUBJECTS: STATUS (WARDS, RESIDENTS, EMPLOYEES, PATIENTS, ETC.)

NUMBER AGE RANGE

NAME OF OFFICIAL (PLEASE PRINT)

TITLE TELEPHONE

NAME AND ADDRESS OF
- COOPERATING INSTITUTION

— OFFICIAL SIGNATURE

NOTES: (e.g., report of modification in proposal as submitted to agency affecting h bjects i Il t)

HHS-596 ( ;Rcv. 5-80) (Back)

BILLING CODE 4184-01-C



