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Issue Date: February 25, 1999
Attachments HS – Special Grant Terms for the Protection of Human Research Subjects

Purpose

The purpose of this bulletin is to: 1) issue Attachments HS, special grant terms for awards that include nonexempt research activities involving human subjects, and 2) provide guidance to the U.S. Department of Education (ED) discretionary grant teams (teams) on their use.

Background

ACS Directive A:CFO/CIO:1-106, "Protection of Human Subjects in Research: Extramural Research," dated February 2, 1999, establishes the responsibilities of ED offices, including program offices, in implementing ED's regulations for the protection of human subjects, 34 CFR Part 97, in extramural research.  Extramural research is research sponsored by ED through a grant, a contract, or the interagency transfer of funds.

Some research activities involving human subjects are exempt under the regulations and some are nonexempt.  When a grant includes nonexempt research activities, the directive requires that the program office include appropriate language in the Grant Award Notification (GAN) for the protection of the research subjects.   Attachments HS include the appropriate language in the form of special grant terms. 

Policy

If a formula or discretionary grant, including a cooperative agreement, includes nonexempt research activities involving human subjects, the teams must attach the appropriate special grant term(s) to the GAN. 

This policy applies only if nonexempt research activities are planned.  It does not apply if the grant includes only research activities that are exempt under the regulations.  

There are three special grant terms for the protection of human research subjects, HS 1, HS 2, and HS 3.

·  Attachment HS 1.  Continuing Institutional Review Board (IRB) Reviews

HS 1 pertains to the requirement for continuing (at least once a year) IRB reviews of nonexempt research activities 

HS 1 must be attached to the GAN for every award that includes nonexempt research activities involving human subjects.

· Attachment HS 2.  Pending IRB Reviews and Indefinite Activities
HS 2 must be attached to the GAN when the grantee has met all the pre-award requirements but some IRB reviews are pending and/or specific research activities are not known at the time of award and will be selected at a later date.

In the space provided in HS 2a., the teams identify the known research activities that must be reviewed and approved by the IRB before the research is initiated.  In HS 2b. they identify, by reference to information in the application, indefinite research activities which, if nonexempt, must be reviewed and approved by the IRB before they are initiated.  In the event that the identity of an institution that will be involved in a nonexempt research activity under the grant is not known at the time of award, e.g., it remains to be selected along with the research activity, the teams should enter "indefinite" in the appropriate column.  (The grantee will need to take steps to ensure that the institution is operating under an approved assurance and that it obtains the approval of its IRB of record before it initiates the activity.)

· Attachment HS 3.  Assurances and Initial IRB Certifications

HS 3 must be attached to the GAN when the program office makes the award before the grantee has met all the pre-award requirements for assurances and/or IRB certifications on behalf of itself and any other institution that proposes to conduct nonexempt research under the grant.  (In accordance with the directive, the Grants Policy and Oversight Staff (GPOS) notifies the program office when the applicant has met all the pre-award requirements.  The directive provides that the program office may make a restricted grant award in unusual circumstances, e.g., risk of lapsed funds, before receiving notification from GPOS that the pre-award requirements are met, provided that appropriate language is included in the notice of award document.)

In the spaces provided, the teams identify the institutions in need of assurances and the research activities for which IRB certifications must be received in ED before any nonexempt research involving human subjects may be initiated.

Attachments HS – Special Grant Terms for the Protection of Human Research Subjects – are attached to this bulletin.

Copies of Grants Policy Bulletins

Copies of Grants Policy Bulletins and their Attachments can also be downloaded and printed from the Grants Policy and Oversight Staff Information Site, located on the ED Intranet. The address is:

                                     intranet/gpos

Blanca Rosa Rodriguez




Date

Grants Policy and Oversight Staff

Office of the Chief Financial Officer

Attachments:  HS1, HS2, HS3

Attachment HS1--Continuing IRB Reviews

Special Grant Term for the Protection of Human Research Subjects 
This grant includes nonexempt research activities involving human subjects--research that is not exempt under Sections 97.101(b) and 97.401(b) of 34 CFR Part 97, the Department's Regulations for the Protection of Human Subjects.  The following grant term applies.

34 CFR Part 97 requires Institutional Review Board (IRB) review, at least once a year, of nonexempt research activities.  Whether the IRB review is required more frequently than once a year depends on the degree of risk.

· If an IRB review is required more frequently than once a year, the grantee shall submit the IRB certification to the Program Office immediately following the IRB review except those certifications that coincide with the submission of the Performance Report, which may be submitted with that report.

· If an IRB review is required once a year only, the grantee of a one-year project shall submit the annual certification to the Program Office immediately following the annual IRB review; the grantee of a multi-year project grant shall submit the annual certification with the Performance Report.  

· The grantee shall ensure that the Department receives the required certifications from any legally separate institution (not owned or operated by the grantee) that is involved in nonexempt research under this grant before the institution initiates the research activity.

· The certifications must be submitted to the Program Office at the address shown on Attachment B to the Grant Award Notification.
Attachment  HS2--Pending IRB Reviews and Indefinite Activities

Special Grant Term for the Protection of Human Research Subjects
This grant includes nonexempt research activities involving human subjects--research that is not exempt under Sections 97.101(b) and 97.401(b) of 34 CFR Part 97, the Department's Regulations for the Protection of Human Subjects.  The grantee has met the pre-award requirements for assurances and Institutional Review Board (IRB) certifications; however, some IRB reviews are pending and/or some research activities are indefinite at the time of award and remain to be selected.   The following grant term applies.

Under governing regulations, 34 CFR Part 97, Federal funds administered by the Department of Education must not be expended for nonexempt research involving human subjects unless the requirements of the regulations have been met.  Under no condition may a grantee or any other institution involved in the research initiate a nonexempt research activity prior to receipt by the Department of a certification that the research has been reviewed and approved by the Institutional Review Board (IRB) designated in the assurance of compliance.

· The grantee shall submit the IRB certifications for the research activities identified under one or both of the charts supplied in 2a. and/or 2b. before the activities are initiated.

· The grantee shall submit the required IRB certifications to the Program Office immediately following review by the IRB.

· The grantee shall ensure that the Department receives the required certifications from any legally separate institution (not owned or operated by the grantee) that is involved in nonexempt research under this grant before the institution initiates the research activity.

· The grantee shall ensure that any legally separate institution (not owned or operated by the grantee) is operating under an approved assurance before it initiates a nonexempt research activity.

· The certifications must be submitted to the Program Office at the address shown on Attachment B to the Grant Award Notification.

2a.  IRB reviews are pending for the following nonexempt research activities:

Research Activity
Site of Covered Research

Activity
Institution Involved in the Research













2b.  The specific research activities are not known at the time of award, e.g., the activities remain to be selected [34 CFR 97.118, Applications and Proposals Lacking Definite Plans for Involvement of Human Subjects].

Indefinite Activity (refer to grant application narrative or other narrative)
Institution Involved in Indefinite Activity










Attachment HS3--Assurances and Initial IRB Certifications

Special Grant Term for the Protection of Human Research Subjects
This grant includes nonexempt research activities involving human subjects--research that is not exempt under Sections 97.101(b) and 97.401(b) of 34 CFR Part 97, the Department's Regulations for the Protection of Human Subjects. The grant was awarded before the grantee had complied with the pre-award requirements for assurances and/or Institutional Review Board (IRB) certifications. The following grant term applies.

3a.  Under governing regulations, 34 CFR Part 97, Federal funds administered by the Department of Education must not be expended for nonexempt research involving human subjects unless the requirements of the regulations have been met.  Under no condition may Federal funds be expended for research involving human subjects and under no condition may a grantee or any other institution involved in the research initiate a nonexempt research activity prior to receipt by the Department of a certification that the research has been reviewed and approved by the Institutional Review Board (IRB) designated in the assurance of compliance.

· The following institutions are not operating under an approved assurance:

Name of institution:_________________________________________________

Name of institution:_________________________________________________

· The grantee shall submit the assurance(s) to the Department at the address shown below.

· The grantee shall ensure that any legally separate institution (not owned or operated by the grantee) that is involved in nonexempt research under this grant submits any required assurance to the Department before it initiates the research activity.

3b. Under no condition may a grantee or any other institution involved in the research initiate nonexempt research prior to receipt by the Department of Education of a certification that the research has been reviewed and approved by the Institutional Review Board (IRB) designated in the approved assurance.

· The Department has not received IRB certifications for the activities listed below:

Research Activity
Site of Covered Research Activity
Institution Involved in the Research













· The grantee shall submit the certifications to the Department at the address shown below.

· The grantee shall ensure that the Department receives the required certifications from any legally separate institution (not owned or operated by the grantee) that is involved in nonexempt research under this grant before the institution initiates the activity.

Send the assurances and certifications to:

Grants Policy and Oversight Staff

U.S. Department of Education

Room 3652 ROB-3

7th and D Streets, SW

Washington, D.C.  20202-4248

Attention:  Protection of Human Subjects Coordinator
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