PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Chimpanzee Research Use Form

This document presents the Chimpanzee Research Use Form in two ways.

Part 1 displays the screen shots from the CRU Reporting System with noted
revisions

Part 2 provides the form in text only (for greater readability) in final version
(no markup)



PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Part 1: Screen Shots from CRU Reporting System

First Screen After Login—Assignments - UNCHANGED

User sees assignments and clicks on CRU Report # (hotlink) to access the form. User submits one form
per research application or proposal that involves use of chimpanzees or chimpanzee biomaterials.
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Second Screen—Initiate CRU Report - REVISIONS ARE IN THE TEXT BELOW

Revisions indicated in highlighted areas

OMB No: 0925-0705, Expiration date: 10/31/2017

Privacy Notice

This collection of information is authorized by 42 U.S.C. 241, 282, 282b, 284a, and 48 CFR Subpart 15.3.
Certain information provided through this form may be used by NIH to identify and contact the
submitter about the proposed research. Unless otherwise specified in a written agreement between NIH
and the submitter, all information, including proprietary information, submitted through the form,
attached to it, or referenced in it may be accessed by the NIH, the CRUP, and/or the Council. NIH staff
and contractors who have signed confidentiality and non-disclosure statements will use the information
for administrative purposes, e.g., reviewing materials for completeness, routing materials to the CRUP
and the Council, and managing subsequent steps related to discussions about the proposed research.

Burden Disclosure Statement

Public reporting burden for this collection of information is estimated to average 30 minutes per
response, including the time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. An agency
may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number. Send comments regarding this burden estimate
or any other aspect of this collection of information, including suggestions for reducing this burden, to:
NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974, ATTN: PRA
(0925-0705). Do not return the completed form to this address.

Purpose

The purpose of this form is to obtain information needed by the NIH to assess whether the proposed
research satisfies the NIH's policy for research involving chimpanzees, as announced in the Federal
Register and NIH Guide. These announcements inform the research community that NIH will support
only “noninvasive” research involving chimpanzees. The NIH will consider the information submitted
through this form prior to the agency making funding decisions or otherwise allowing the “noninvasive”
research to begin. Completion of this form is a mandatory step toward receiving NIH support or
approval for such research. Failure to complete this form by the due date may delay consideration by
the NIH.

Who Can Submit the Form

Only applicants and offerors notified by the NIH are required to complete this form. If the NIH has
contacted you about completing this form, it is because you have requested that the agency support or
otherwise approve a grant, contract, intramural project, or 3rd party research activity involving
chimpanzees or chimpanzee biomaterials, and the agency requires additional information before making
funding decisions or otherwise allowing the research to begin. The NIH requires applicants and offerors
to complete the form when the proposed research:

1. Requests the use of chimpanzees (Pan troglodytes) or chimpanzee biomaterials in research, and


https://www.federalregister.gov/articles/2016/02/09/2016-02554/the-use-of-chimpanzees-in-nih-supported-research
https://www.federalregister.gov/articles/2016/02/09/2016-02554/the-use-of-chimpanzees-in-nih-supported-research
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-16-095.html

PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

2. Is being considered for funding (grants), is in the competitive range (contracts), is scientifically
meritorious and fundable (NIH intramural research), or was otherwise submitted for
consideration (3rd party projects).

The form may be submitted by the Signing Official for an organization or his/her designee. The Signing
Official is the individual, named by the applicant or offeror’s organization, authorized to act for the
applicant or offeror and to assume the obligations imposed by applicable Federal laws, regulations,
requirements, and conditions.

What Information Gets Considered

Applicants and offerors are required to describe their proposed research and how it satisfies the agency
announcement in NIH Guide NOT-OD-16-095. Depending on the nature of the research, the NIH will
determine if the activity is “noninvasive” (e.g., observational research or research involving stored
biospecimens), or if the research is “invasive.” Consideration is based solely on the information provided
in the Noninvasive Determination section of this form. Although attachments may be submitted, they
are optional. The NIH may consult attached materials at its discretion. All information pertinent to their
consideration must be entered into the Noninvasive Determination text boxes.

How and When to Submit the Form and How to Revise Submitted Information

Unless otherwise specified by the NIH, applicants and offerors have 15 calendar days to submit the
completed report after they have been contacted by the NIH. Information must be submitted
electronically via the Chimpanzee Research Use Reporting System.

Questions about the online form can be emailed to the DPCPSI@od.nih.gov. If the applicant or offeror
notices that the report requires a change after it has been submitted, contact the NIH’s Division of
Program Coordination, Planning, and Strategic Initiatives at DPCPSI@od.nih.gov. Submissions that are
incomplete by the due date may delay consideration by the NIH.



mailto:DPCPSI@od.nih.gov
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Third Screen—Project Information - REVISIONS ARE OUTLINED BELOW

For grant applicants (external to NIH), the information on this screen is pre-populated with information

they submitted in the applicant’s grant application. Note: On this screen the users see the icon ® ihat

allows them to access additional information about the item. The text can be found in the revised CRU
Report Guidance.

Revisions to the Original Screen Shot Below

e Tab “Exemption Determination” will change to “Noninvasive Determination”

e Tabs “CRU Justification” and “Personnel” will be removed

Division of Program Coordination, Planning, and Strategic Initiatives (DPCPSI) m) Mationad Institutes of Health
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CHIMPANZEE RESEARCH USE R
CRUREPORTING SHosesmsoans ... o e

Initiate CRU Report

Back to My Assignments

Project Information Exemption Assessmient CRU Justification AtTtachments Personnel

Submitting Organization
Signing Official @ Signing Official Name signing Official Phone

signing Official e-mall
Tiny Littleman - 333-444-55555 Jjames.smith2@nih.gov

Organizaticn Organization Name Organization DUNS Number
Harvard University 047006379
Organization Address
122 Harvard Square, Our Fair City, MA 01234

‘Organization Work Phone Organlzation Emall

617-432-6317 harvardiest@test.gov

Research Project Information

Pl Name P
John . Sample -
Research Funding Mechanism Funding Type Project Number
Protocol (for Intramural) SAMPLE-12-34
Project Title

Sample Research Project Title

Project Summary/Abstract, Specific Aims, and Public Health Relevance @

Enter Abstract, Specific Aims, and Public Health Relevance here. (For grant applicants, this field is pre-populated with the information they submitted in
their grant application.)

9820 Characters Remain.
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Fourth Screen—Exemption Assessment - REVISIONS ARE OUTLINED BELOW

This screen allows the user to assess whether his/her proposed research is noninvasive. Note: On this

screen the users see the icon @ that allows them to access additional information about the item. The
text can be found in the CRU Report Guidance.

Revisions to the Original Screen Shot Below

e Tab “Exemption Determination” renamed to “Noninvasive Determination”

e “Option A: Exempt from CRUP Consideration” and “Option B: Subject to CRUP Consideration”
removed.

e Text changes follow

Division of Program Coordination, Planning, and Strategic Initiatives (DPCPSI) m Mational institutes of Health . 1.5, Department of Health and Human Services
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CHIMPANZEE RESEARCH USE y
REPORTING SYSTEM Reports = Change Password Log off Help
—

Initiate CRU Report

Back to My Assignments
Project infarmiatian Exemgpiticn Assessment

Exemption Determination
The following fypes of research mvolving chimpanzees or chimpanzee hiomatenals ars exempt from GRUP considerafion:

= The use of any biomaterials, including pathological specimens, collected andier stored prior to submission of the reseanch application, proposal, or protocol, 3s pantof a
research praject that has undergone CRUP consideration and subseguent MIH approval, or as pant of regular veterinary (health) examinations: (Exempt under this critenia
include research projects using samples or other biomaterials collected andior stored as part of research projects that were previously approved by the MIH as part of
consideration by the Council of Councils and the Werking Group on the Use of Chimpanzees in MIH-Supported Research.)

= Other observstional or non-interventional studies, such a5 behavioral observations in the wild that do not result in contact or otherwise interfere with the chimpanzess
being observed: or (This includes noninvasive collection of samples from captive chimpanzees in 3 manner that does not result in contact or othenwise interfere with the:
chimpanzees during the collection.)

= Moninvasive collection of samples from the wild in 3 mannes that dees not result in contact or othenwise interfere with the chimpanzees during the collection.” (Examgples
include collection of fecal samples from the wild.)

If any portion of the proposal fails te satisfy the crteria for research exempt fram CRUP consideration, select option B, “Subject to CRUFP Considerstion™ and complete the
itemns under the section “Research subject to CRUP Consideration®.

Select whether the organization bellevesthe proposed rasearch i exernipt fl'ﬂrI'I,O'FSUDJEth, CRUP considerathon.

® Option A: Exempt from CRUP Consideration ¢y (O Option B: Subject to CRUP Consideration @
Complete the text box with sufficient detail about the research project for agency officials to verify that the proposed research is exempt from CRUP
consideration:
sample

65994 Charactars Remain.
Enter response above or attach a document with your response (miaximum of two pages at 12pt type, equations may use smaller typel.




PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

The following types of research involving chimpanzees or chimpanzee biomaterials are considered
“noninvasive”:

¢ Visual observation.

e Behavioral studies designed to improve the establishment and maintenance of social groups.
These activities may cause stress as a result of novel interactions between chimpanzees and
caregivers, but they are not considered invasive as long as they are intended to maximize the
well-being of the chimpanzees.

e Medical examinations as deemed necessary to oversee the health of the chimpanzees, in the
least invasive manner possible. Collection of samples routinely obtained during a physical
examination for processing during this time is also considered noninvasive since a separate event
is not required.

¢ Administration and evaluation of environmental enrichment used to promote the psychological
well-being of the chimpanzees.

e Actions taken to provide essential medical treatment to an individual chimpanzee exhibiting
symptoms of illness. This applies only to serious illness that cannot be treated while the
chimpanzee remains within the colony.

¢ Observational studies and collection of biomaterial in the wild without interfering with the
chimpanzee.

¢ Collections of biological materials (e.g., saliva, oral or other cavity specimens, urine, feces, or
hair) obtained voluntarily from a chimpanzee that has been trained through positive
reinforcement to cooperate in the collection. This excludes venipuncture or other more invasive
methods.

If any portion of the proposal fails to satisfy the description of “noninvasive” research involving
chimpanzees, contact your program officer or other federal official responsible for administering the
award.

Complete the text box with sufficient detail about the research project for agency officials to verify that the
proposed research is noninvasive.

*kkk

After entering information into this section, the user may attach file and may submit the materials. User is
then brought to Certifications and then the report is complete. In the original Chimpanzee Research Use
Form, the user had the option to complete sections of the form relevant to research that formerly was
subject to CRUP consideration, i.e., invasive research. These portions of the form would have been
triggered by selecting “Option B: Subject to CRUP Consideration,” which are now obsolete.



PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Option B Screen: REVISION - OPTION B WILL BE REMOVED

of Program Coordination, Planning, and Strategic Initiative

nert of Health and Human

CHIMPANZEE RESEARCH USE s
REPORTING SYSTEM Reports = Change Password Log off Help
I

Initiate CRU Report

Back to My Assignments

Project Informatian EXEMtion ASSessment CRU Justification Attachments Personnel

Exemption Determination
The following types of esearch mvolvng chimpanzees or chimpanzes biomatenals are exempt from CRUP considerafion:

= The use of any biomaterials, including pathological specimens, collected andior stored jprior to submission of the research application. propesal, or profocel, as part of 3
research project that has undergone CRUP consideration and subseguent NIH appreval, or as part of regular veterinary (health) examinations: (Exemgt under this critesia

include research prajects using samples or other biomaterials collected andlor stored as part of research projects that were previcushy approved by the MIH as part of

consideration by the Council of Councils and the Working Group on the Use of Chimpanzees in NIH-Supported Research )

Crther observational or non-interventional studies, such as behavioral observations in the wild that do not result in contaet or othenwise interfere with the chimpanzeas

being abserved; or (This includes noninvasive collection of samples from captive chimpanzess in a manner that does not result in contact or otherwise interfere with the:

chimpanzees during the collection.)

=

Noninwasive collection of samples from the wild in 2 manner that does net result in contact or othenwise interfere with the chimpanzees during the collection.” (Examples
include collection of fecal samples from the wild )

If any portion of the proposal fails te satisfy the criteria for research exempt from CRUP consideration, select opbion B, “Subject to CRUP Consideration” and complete the
iterms under the section “Research subject to CRUP Consideration”.

Select whether the organization belleves the proposed reseanch Is exemipt from, of subject to, CRUP consideration.
() Option A: Exempt from CRUP Consideration i {a¥ Option B: Subject to CRUP Consideration @

EEa =
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Fifth Screen—CRU Justification (top portion) - REVISION - WILL BE REMOVED

The Fifth Screen captures information to allow the Chimpanzee Research Use Panel to assess whether
the proposed research is consistent with NIH interim policy on the use of chimpanzees.

Note: On this screen the users see the icon i that allows them to access additional information about
the item. The text can be found in Attachment 8 CRU Report Guidance.

Enumerated items 1 and 3 are available for entry only if “Humans” is selected. If “Chimpanzees” is
selected an additional text box appears asking user to “Explain how the research is in the best interest of
the chimpanzee and how it addresses the mission of the NIH.”

- " - 4
Division of Program Coordination, Planning, and Strategic Initiatives (DPCPSH) m National institutes of Health ‘_‘{E{‘_ U5, Department of Health and Human Services

( | I CHIMPANZEE RESEARCH USE B
RU REPOR N G REPORTING SYSTEM Reports = Cnange Password Log off Help

Initiate CRU Report

Back to My Assignments
Project Information Exemption Assessment CRU Justification Attachments Personnel

CRU Justification
Consideration is based solsly on the information provided inthis section of this form. Although you may upload attachments, these materials are consulted only

at the discretion of the NIH, CRUP, and/or Council. All information pertinent to their consideration must be entered in this section. All information must be in
English. To view guidance for the entire form dick on the information icon to the right i

Benefits Chimpanzees or Humans: Indicate if the proposed researchis chi oz Humans
primarily for the benefit of chimpanzess or humans. © crimganzzes @) © Human:

1. Not Ethical with Humans: Explain why the research in question cannot be performed ethically on human subjects with the prospect of achieving comparable
results. @

sample

6594 Characters Remain.
2 Alternate Models: Explain why other suitable modeds are not available (such as in vitro, nonhuman in vivo, or other models). @

sample

65994 Charactars Remain.
3. Forgoing Chimpanzee Use- Explain why forgoing the use of chimpanzees for the research in question will significanttly slow or prevent important

advancements in genomics, evelutionary theory, human behavioral, cognition, or emotions research; or important advances in the prevention or treatment of
life-threatening or debilitating human conditions. @

sample

6994 Charactars Remain.

4_Limit Burden: Explain how the physical, psychological, and emotional burdens on the chimpanzees will be limited by:
minimizing the number of chimpanzees used, the duration of the experiment and the discomfort of the procedures, and
performing the work on acquiescent chimpanzees that have been trained to present for blood draws or anesthesia or to participate in the research and
can do 5o voluntarily.

sample

6594 Characters Remaln



PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Fifth Screen—CRU Justification (continued) REVISION - WILL BE REMOVED

Note: On this screen the users see the icon @ that allows them to access additional information about
the item. The text can be found in Attachment 8 CRU Report Guidance.

5_Benefit vs_ Burden: Explain how the remaining physical, psychological, and emotional burdens on the chimpanzees are outweighed by the possible benefits
to humankind and to science. @

sample

6594 Charactars Remain.
& Number of Chimpanzess: Demaonstrate that the number of chimpanzees proposed is statistically or sdentifically justified. @

sample

6534 Characters Remaln.

Erter response above concerning the number of chimpanzees involved or attach a document with your responsa (maximum of two pages at 12pt type,
equations may use smaller type).

Ethologically Appropriate Fadlity: Indicate the possible facility or facilities where the chimpanzee(s) will be maintained.
Other (non pre-approved) -

sample|

6534 Characters Remaln.
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Sixth Screen—Attachments - REVISIONS OULINED BELOW

The screen allows the user to attach supplemental information, e.g., images. Attachments are optional.

Revisions

e Minor text changes are below

z - ~ E ~ I‘/
Divislon of Program Coordination, Flanning, and Strategic Initlatives (DPCPSH) m) Mational Institules. of Health ..—!{( U.S. Department of Health and Hurman Services
v

CHIMPANZEE RESEARCH USE 2
CRU REPORTING Stesemesasonst .. o ot v
I

Initiate CRU Report

Back to My Assignmeants

Project Information Exemption Assessment CRU Justification Attachments Parsonnel

Attachments

Consideration by the NIH, the CRUP, and the Counal will be based solele_lercn the information provided Ihlou?h the CRU Justification tab. Although NIH allows
you to submit attachments, consideration of these materials by the NIH, CRUP, or Coundil is discretionary. All information pertinent to CRUP consideration must
be entered into the CRU Justification tab. All information must be in English and attachments should be in pdf, image, or MS Word file types.

Applicants and offerors are strongly discouraged from resubmitting their grant application, contract proposal, or protocols as an attachment to the Chimpanzee
Research Use Form. The CRUP does not require those documents and will not otherwise have access to the investigator's grant application, contract proposal,
intrarural protocol, third party protocol, or the results of peer review or technical evaluation {2.g. summary staterment or technical evaluation report).

Browse. __ Enter File Description m

This page

Contact Us

NiH Office of th

Division of Program Co Planning. and Strategic Initiatives - N

M &

NIH... Tuming Discovery o Health®

Although NIH allows you to submit attachments, consideration of these materials by the NIH is
discretionary. All pertinent information must be entered into the Noninvasive Determination tab. All
information must be in English and attachments should be in pdf, image, or MS Word file types.

Applicants and offerors are strongly discouraged from resubmitting their grant application, contract
proposal, or protocols as an attachment to the Chimpanzee Research Use Form.

11



PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Seventh Screen—Personnel - REVISION - WILL BE REMOVED

This screen requires the user to provide information to NIH that will allow staff to avoid conflicts of
interest when selecting members for the Chimpanzee Research Use Panel. Users may also upload a file
(e.g., publications list) if preferred.

Division of Program Coordination, Planning, and Strategic Initiatives ([DPCPSI) m} National Institutes of Health

P-4 -
_._fi(_ U5, Departrment of Health and Hum:

CHIMPANZEE RESEARCH USE )
REPORTING SYSTEM REparts « Cnange Password Log off Help
—

Initiate CRU Report

Back to My Assignments

Project Information Exemption Assessment CRU Justification Attachmants m

Personnel Involved
MNIH requlres|m"ormaﬂnnanomtneper5cn:"e| Imvalved Inthe prapnsecl rasearch In ordar to avold conflicts of Interest'.uﬂencar'slaerlng Pangl members for the CRUP.

In the beee below. please provide individual names and institutions for the following:

= Major Professional Roles (WO T-0D-13-010 has the general policy for managing COI for grants and cooperative agreements.) — Include additional POs/Pis, or individuals
listed on the application as Senicrfkey Personnel, Project/Sitef/Core Directors, Cther Significant Contributors, collsborators, and consultants.

= |ndiwiduzls who provided letters of suppart or enthusiasm for the proposed research.

= Authars an the Principal Investigator's pu

Bcations for the past 3 years (other than review articles, position papers, or professional group or conference reports).

sample]

6994 Characters Remain.
If you prefer, you may attach this information in pdf or M5 Word format.

o Lo Lo

This page last reviewed: February 1, 2014
NiH Office of the D C tUs | Site Map | Privacy P Accessibility | FOUA | Disclaimers
Division of Program Coordin Planning, and Strategic Initiatives - b nstitutes of Health » Bethesda, Maryland 20892
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Eighth Screen—Certifications - REVISIONS OUTLINED BELOW

Upon hitting “Submit” the Signing Official is presented with the following certifications.

| Certify that:

[ winen | select the “Confirm button, the system will perform a final verification check that may require
the organization to respond to any areas deemed to be Incomplete. After submission Is successful, | will
recelve a “Submission Recetved on [Date]l” verification screen showing the date and time MIH recelved H.

[ mmat the statements hereln are trua, complete, and accurate to the best of my knowledge. | am aware
that any false, flctitiows, or fraudulent statements or claims may subject me to criminal, civil, or
adminlstrative penattles.

[0 e infermation prowided herein s matarially consistent with the rassarch methods proposed In the
gramt application, comract proposal, Imramural protocaol, or 3nd party research protocol to which this
Infarmation supparts.

[ 1 am the signing Official with ail rights, authority, and responsiblifties appropriate to that role for the
organization provided above. As the Signing Officizl, | am the Indnidual, namad by the applicant or offaror
organization, wha Is authortzed to act for the appilicant or offeror 2nd to assume the obligations Imposad
by applicable Federal laws, regulations, requiremants, and conditions.

D‘The applicant or offeror glves permnission for the NIH te share its contents with the CRUP and the NIH
Coundl of Counclls. In addition, the applicant or offeror ghves permissien for MIH staif and contractors 1o
use the Information for administrative purposes, such as reviewlng materlaks for completenass, routing
rnaterials to the CRUP and the Councll of Counclls, and managing subsequent st2ps ralated to discussions
of the CRUP and the Coundl of Counclis.

If | Indicated that the resaarch Is exemptfrum CRUP consideration, | understand that NIH will consider the
submitted Information to valldate that determination. if the NIH disagrees with the organization’s
assessment that the reseanch ks examipt from CRUP consideration, NIH will return this fonm to us to provida
additional Information about the research. | acknowledge that a form returned to the crganization for this
reasan may delay further consideration by NIH.

1 undersiand that the Information submittted through this form will B2 used by the CRUP and the Councll of
Coundls to conslder whether the use of chimpanzess in the proposad research satisfles Imterim agency
palicy on ihe use of chimpanzees In research. After the CRUP considers the Required Information, it will
Imfgrm the Coundll of Coundls of its deliberations. The Councll of Counclls will conslder the CRUPS Input
and recommend to MIH whether the research satisfles the agency’'s policles. The NIH will consider the
Coundl's recommandation when making a funding declskon about the research or allows the research to
procesd. TRere Is no process to appeal the recommendation from the Councll of Coundils or the CRUP.

| certify that:

(1) Iunderstand that | understand that | will receive a “Submission Received on [Date]” verification screen

showing the date and time NIH received the submission. If I do not receive a verification screen after clicking
"Confirm", | may contact dpcpsi@od.nih.gov to confirm receipt by NIH.

(2) The statements herein are true, complete, and accurate to the best of my knowledge. | am aware that
any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or administrative
penalties.

13
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(3) The information provided herein is materially consistent with the research methods proposed in the
grant application, contract proposal, intramural protocol, or 3rd party research protocol to which this
information supports.

(4) 1 am the Signing Official with all rights, authority, and responsibilities appropriate to that role for the
organization provided above. As the Signing Official, | am the individual, named by the applicant or offeror
organization, who is authorized to act for the applicant or offeror and to assume the obligations imposed
by applicable Federal laws, regulations, requirements, and conditions.

(5) The applicant or offeror gives permission for the NIH to share its contents within the agency and the
NIH Council of Councils. In addition, the applicant or offeror gives permission for NIH staff and contractors
to use the information for administrative purposes, such as reviewing materials for completeness, routing
materials to the Council of Councils, and managing subsequent steps.

By indicating that the research is noninvasive, | understand that NIH will consider the submitted
information to validate that determination. If the NIH disagrees with the organization’s assessment that
the research is noninvasive, NIH consider the project to be invasive and suggest the investigator contact
the program officer or other appropriate federal official. | acknowledge that NIH will not fund invasive
research involving chimpanzees.

Intramural Project Review Acknowledgement: The Scientific Director has provided a statement
verifying that the IC convened a review panel to assess the scientific merit of the protocol and determined
that the protocol is scientifically highly meritorious and the IC Director has signed off that the project
meets the IC’s scientific mission and priorities. [Conditional on the applicant identifying as an intramural

researcher.

* %k k k %k

If a user other than the Signing Official submits the form, he/she is presented with only the first
certification check box plus the two paragraphs under number (5), and must attach the full certification
text on agency letterhead signed by the Signing Official. In this case, the “Sample SO Certification Letter”
link and a required attach file tool labeled “Add Certification Letter...” will appear on the Project
Information screen to allow the user to attach the signed certification letter.

14
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Division of Program Coordinaticn, Planning, and Strategic Initiatives (DPCPS]) NlH National Institu

CHIMPANZEE RESEARCH USE :
CRUREPORTING gtememmmsamin . e e
—

Initiate CRU Report

Back to My Assignments

Project infarmatian Exemption Assessmant CRU Justification Attachments Personnel

Submitting Organization

Signing Officlal Name Sigring Official Phone

Signing Offical Signing Official e-mail

Tiny Littleman - 333-344-55555 james.smith2@nih.goy

Certification Letter

This field Is required.

Samiple 50 Certification Letter

Organizaticn Crganization Name Organization DUNS Number

Harvard University 047006379

15



PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Part 2: Final Revised Text

(provided for readability)

Black text contains notes for the reader of this document. Blue text is what is onscreen.

First Screen After Login—Assignments

User sees assignments and clicks on CRU Report # (hotlink) to access the form. Users see the following
information for the research project(s) they have in the system.

CRU Report #, Grant/Protocol/Contract #, Project title, Pl Name, Status (Deadline)

Second Screen—Initiate CRU Report

OMB No: 0925-0705, Expiration date: 10/31/2017

Privacy Notice

This collection of information is authorized by 42 U.S.C. 241, 282, 282b, 284a, and 48 CFR Subpart 15.3.
Certain information provided through this form may be used by NIH to identify and contact the
submitter about the proposed research. Unless otherwise specified in a written agreement between NIH
and the submitter, all information, including proprietary information, submitted through the form,
attached to it, or referenced in it may be accessed by the NIH, the CRUP, and/or the Council. NIH staff
and contractors who have signed confidentiality and non-disclosure statements will use the information
for administrative purposes, e.g., reviewing materials for completeness, routing materials to the CRUP
and the Council, and managing subsequent steps related to discussions about the proposed research.

Burden Disclosure Statement

Public reporting burden for this collection of information is estimated to average 30 minutes per
response, including the time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. An agency
may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this
burden, to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974,
ATTN: PRA (0925-0705). Do not return the completed form to this address.

Purpose
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

The purpose of this form is to obtain information needed by the NIH to assess whether the proposed
research satisfies the NIH's policy for research involving chimpanzees, as announced in the Federal
Register and NIH Guide. These announcements inform the research community that NIH will support
only “noninvasive” research involving chimpanzees.

The NIH will consider the information submitted through this form prior to the agency making funding
decisions or otherwise allowing the “noninvasive” research to begin. Completion of this form is a
mandatory step toward receiving NIH support or approval for such research. Failure to complete this
form by the due date may delay consideration by the NIH.

Who Can Submit the Form

Only applicants and offerors notified by the NIH are required to complete this form. If the NIH has
contacted you about completing this form, it is because you have requested that the agency support or
otherwise approve a grant, contract, intramural project, or 3rd party research activity involving
chimpanzees or chimpanzee biomaterials, and the agency requires additional information before making
funding decisions or otherwise allowing the research to begin. The NIH requires applicants and offerors
to complete the form when the proposed research:

1. Requests the use of chimpanzees (Pan troglodytes) or chimpanzee biomaterials in research, and
Is being considered for funding (grants), is in the competitive range (contracts), is scientifically
meritorious and fundable (NIH intramural research), or was otherwise submitted for
consideration (3rd party projects).

The form may be submitted by the Signing Official for an organization or his/her designee. The Signing
Official is the individual, named by the applicant or offeror’s organization, authorized to act for the
applicant or offeror and to assume the obligations imposed by applicable Federal laws, regulations,
requirements, and conditions.

What Information Gets Considered

Applicants and offerors are required to describe their proposed research and how it satisfies the agency
announcement in NIH Guide NOT-OD-16-095. Depending on the nature of the research, the NIH will
determine if the activity is “noninvasive” (e.g., observational research or research involving stored
biospecimens), or if the research is “invasive.” Consideration is based solely on the information provided
in the Noninvasive Determination section of this form. Although attachments may be submitted, they
are optional. The NIH may consult attached materials at its discretion. All information pertinent to their
consideration must be entered into the Noninvasive Determination text boxes.

How and When to Submit the Form and How to Revise Submitted Information

Unless otherwise specified by the NIH, applicants and offerors have 15 calendar days to submit the
completed report after they have been contacted by the NIH. Information must be submitted
electronically via the Chimpanzee Research Use Reporting System.

Questions about the online form can be emailed to the DPCPSI@od.nih.gov. If the applicant or offeror

notices that the report requires a change after it has been submitted, contact the NIH’s Division of
Program Coordination, Planning, and Strategic Initiatives at DPCPSI@od.nih.gov. Submissions that are
incomplete by the due date may delay consideration by the NIH.
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Third Screen—Project Information

For grant applicants (external to NIH), the information on this screen is pre-populated with information
they submitted in their grant application. Prepopulate fields are designated with underline.

Note: On this screen the users see the icon i that allows them to access additional information about
the item. The text can be found in the CRU Report Guidance.

Signing Official

Signing Official Name (dropdown) Signing Official Phone Signing Official e-mail

Organization

Organization Name Organization DUNS Number

Organization Address

Organization Work Phone Organization Email
PI Name

PI Name (dropdown)

Research Funding mechanism

Funding Type Project Number
Project Title

Project Summary/Abstract, Specific Aims, and Public Health Relevance (Limit 10,000 characters) i
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Fourth Screen—Noninvasive Determination

Note: On this screen the users see the icon i that allows them to access additional information about
the item. The text can be found in the CRU Report Guidance.

Noninvasive Determination

The following types of research involving chimpanzees or chimpanzee biomaterials are considered
“noninvasive”:

e Visual observation.

e Behavioral studies designed to improve the establishment and maintenance of social groups.
These activities may cause stress as a result of novel interactions between chimpanzees and
caregivers, but they are not considered invasive as long as they are intended to maximize the well-
being of the chimpanzees.

¢ Medical examinations as deemed necessary to oversee the health of the chimpanzees, in the
least invasive manner possible. Collection of samples routinely obtained during a physical
examination for processing during this time is also considered noninvasive since a separate event is
not required.

e Administration and evaluation of environmental enrichment used to promote the psychological
well-being of the chimpanzees.

e Actions taken to provide essential medical treatment to an individual chimpanzee exhibiting
symptoms of illness. This applies only to serious illness that cannot be treated while the
chimpanzee remains within the colony.

® Observational studies and collection of biomaterial in the wild without interfering with the
chimpanzee.

e Collections of biological materials (e.g., saliva, oral or other cavity specimens, urine, feces, or
hair) obtained voluntarily from a chimpanzee that has been trained through positive reinforcement
to cooperate in the collection. This excludes venipuncture or other more invasive methods.

If any portion of the proposal fails to satisfy the description of “noninvasive” research involving
chimpanzees, contact your program officer or other federal official responsible for administering the
award.

Complete the text box with sufficient detail about the research project to agency officials to verity that the
proposed research is noninvasive.

[text box] (Limit 7,000 characters)

Enter response above or attach a document with your response (maximum of two pages at 12pt type,
equations may use smaller type).

[attach file option]

*kkkk

User can then Submit and is then brought to Certifications and then the report is complete.

Fifth Screen—Certifications
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PROPOSED REVISIONS TO THE CHIMPANZEE RESEARCH USE FORM

Upon hitting “Submit” the Signing Official (SO) is presented with the following certifications. User must
check each box to confirm.

| certify that:

CIWhen | select the “Submit” button, the system will perform a final verification check that may require
the organization to respond to any areas deemed to be incomplete. After submission is successful, | will
receive a “Submission Received on [Date]” verification screen showing the date and time NIH received it.

[JThat the statements herein are true, complete, and accurate to the best of my knowledge. | am
aware that any false, fictitious, or fraudulent statements or claims may subject me to criminal, civil, or
administrative penalties.

[0 The information provided herein is materially consistent with the research methods proposed in the
grant application, contract proposal, intramural protocol, or 3rd party research protocol to which this
information supports.

[11 am the Signing Official with all rights, authority, and responsibilities appropriate to that role for the
organization provided above. As the Signing Official, | am the individual, named by the applicant or
offeror organization, who is authorized to act for the applicant or offeror and to assume the obligations
imposed by applicable Federal laws, regulations, requirements, and conditions.

L The applicant or offeror gives permission for the NIH to share its contents within the agency and the
NIH Council of Councils. In addition, the applicant or offeror gives permission for NIH staff and
contractors to use the information for administrative purposes, such as reviewing materials for
completeness, routing materials to the Council of Councils, and managing subsequent steps.

DBy indicating that the research is noninvasive, | understand that NIH will consider the submitted
information to validate that determination. If the NIH disagrees with the organization’s assessment that
the research is noninvasive, NIH consider the project to be invasive and suggest the investigator contact
the program officer or other appropriate federal official. | acknowledge that NIH will not fund invasive
research involving chimpanzees.

Uintramural Project Review Acknowledgement: The Scientific Director has provided a statement
verifying that the IC convened a review panel to assess the scientific merit of the protocol and
determined that the protocol is scientifically highly meritorious and the IC Director has signed off that
the project meets the IC’s scientific mission and priorities. [Conditional on the applicant identifying as an
intramural researcher.

k %k %k %k k

If a user other than the Signing Official submits the form, he/she is presented with only the first
certification check box plus the two paragraphs under number (5) and must attach the full certification
text on agency letterhead signed by the Signing Official. In this case, the “Sample SO Certification Letter”
link and a required attach file tool labeled “Add Certification Letter...” will appear on the Project
Information screen to allow the user to attach the signed certification letter.
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