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Appendix C

DEPARTMENT OF HEALTH AND HUMAN SERVICES [OJerant [ contract [ rertow [oTHer

PROTECTION OF HUMAN SUBJECTS
ASSURANCE/CERTIFICATION/DECLARATION

O ORIGINAL. 3 FoLLowur ] REVISION

1 new O menewaAL  [J CONTINUATION
APPLICATION IDENTIFICATION NUMBER {/f known/

STATEMENT GF POLICY: Safeguarding the rights and welfare of subjects at risk in activities supported under grants and contracts from DHHS is
primarily the responsibility of the institution which receives or is accountable to DHHS for the funds awarded for the support of the activity. In
order to provide for the adequate discharge of this institutional responsibility, it is the policy of DHHS that no activity involving human subjects to
be supported by DHHS grants or contracts shall be undertaken unless the Institutiona! Review Board has reviewed and approved such acrivity, and
the instizution has submirted to DHHS a certification of such review and approval, in accordance with the requirements of Public Law 93-3483, as
impiemented by Part 46 of Title 45 of the Code of Federal Regulations, as amended, (45 CFR 46}. Administretion of the DHHS policy and reguila-
rion is the responsibiliry_of the Office for Protection from Research Risks, National Institures of Health, Bethesda, MD 20205.

1. TITLE OF PROPOSAL OR ACTIVITY

2. PRINCIPAL INVESTIGATOR/ACTIVITY DIRECTOR/FELLOW

3. DECLARATION THAT HUMAN SUBJECTS EITHER WOULD OR WOULD NOT BE INVOLVED

D A. NO INDIVIDUALS WHO MIGHT SE CONSIDERED HUMAN SUBJECTS, INCLUDING THOSE FROM WHOM ORGANS, TISSUES,
FLUIDS. OR OTHER MATERIALS WOULD BE DERIVED, OR WHO COULD BE IDENTIFIED BY PERSONAL DATA, WOULD BE
INVOLVED IN THE PROPOSED ACTIVITY. (IiFf NO HUMAN SUBJECTS WOULD BE INVOLVED, CHECK THIS BOX AND PRO-
CEED TO ITEM 7. PROPQSALS DETERMINED 8Y THE AGENCY TO INVOLVE HUMAN SUBJECTS WiLiL. BE RETURNED.}

[ 8. HUMAN SUBJECTS WOULD BE INVOLVED IN THE PROPOSED ACTIVITY AS EITHER: [] NONE OF THE FOLLOWING, OR
INCLUDING: ] MINORS, [] FETUSES, [[] ABORTUSES, [_] PREGNANT WOMEN, [_] PRISONERS, [[] MENTALLY
RETARDED, [ ] MENTALLY DISABLED. UNDER SECTION 6. COOPERATING INSTITUTIONS, ON REVERSE OF THIS FORM,
GIVE NAME OF INSTITUTION AND NAME AND ADDRESS OF OFFICIAL(S) AUTHORIZING ACCESS TO ANY SUBJECTS IN
FACILITIES NOT UNDER DIRECT CONTROL OF THE APPLICANT OR OFFERING INSTITUTION.

4. DECLARATION OF_ASSURANCE STATUS/CERTIFICATION OF REVIEW

[j A. THIS INSTITUTION HAS NOT PREVIOUSLY FILED AN ASSURANCE AND ASSURANCE IMPLEMENTING PROCEDURES FOR
THE PROTECTION OF HUMAN SUBJECTS WITH THE DHHS THAT APPLIES TO TH(S APRLICATION OR ACTIVITY. ASSUR-
ANCE 1S HEREBY GIVEN THAT THIS INSTITUTION WiLL COMPLY WITH REQUIREMENTS OF DHHS Regulation 456 CFR 46,
THAT IT HAS ESTABLISHED AN INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS AND,
WHEN REQUESTED, WILL SUBMIT TO DHHS DOCUMENTATION AND CERTIFICATION OF SUCH REVIEWS AND PROCE-

DURES AS MAY BE REQUIRED FOR IMPLEMENTATION OF THIS ASSURANCE FOR THE PROPOSED PROJECT OR ACTIVITY.

D B. THIS INSTITUTION HAS AN APPROVED GENERAL ASSURANLE (DHHS ASSURANCENUMBER ______________ }OR AN AC-
TIVE SPECIAL ASSURANCE FOR THIS ONGOING ACTIVITY, ON FILE WITH DHHS, THE SIGNER CERTIFIES THAT ALL
ACTIVITIES IN THIS APPLICATION PROPOSING TO INVOLVE HUMAN SUBJECTS HAVE BEEN REVIEWED AND APPROVED
BY THIS INSTITUTION'S INSTITUTIONAL REVIEW BOARD IN A GONVENED MEETINGONTHEDATEOF ______________IN
ACCORDANCE WITH THE REQUIREMENTS OF THE Code of Federal R i on Protection of Human Sublecis (45 CFR 46).
THIS CERTIFICATION INCLUDES, WHEN APPLICABLE, REGU!REMENTS FOR CERTIFYING FDA STATUS FOR EACH IN-
VESTIGATIONAL NEW DRUG TO BE USED (SEE REVERSE SIDE OF THlS FORM].

THE INSTITUTIONAL REVIEW BOARD HAS DETERMINED, AND THE INSTITUTIONAL OFFICIAL SIGNING BELOW CONCURS THAT:

EITHER [J HUMAN SUBJECTS WILL NOT BE AT RISK; OR [ HUMAN SUBJECTS WILL BE AT RISK.

5. AND 6. SEE REVERSE SIDE

7. NAME AND ADDRESS OF INSTITUTION

8. TITLE OF INSTITUTIONAL OFFICIAL TELEPHONE NUMBER

SIGNATURE OF INSTITUTIONAL OFFICIAL DATE

HHS-596 (Rev. 5-80)
ENCLOSE THIS FORM WITH THE PROPOSAL OR RETURN IT TO REQUESTING AGENCY.



