NIH-funded Human Subjects
Research/Clinical Trials and
the Transition to Forms E

How Do Changing NIH Policies
Impact Me?

LCOM Informational Sessions
Nov. 14, 16 2017

Jeralyn Haraldsen, PhD

Grant Proposal Manager

Office of the Vice President for Research



Introductions:

Research Protections Office

Donna Silver, CIP Director

Office of Clinical Trials Research

Kimberly Luebbers, MSHS, Director
RN, BSN, OCN Assistant Dean for Clinical Research

Sponsored Projects Administration

Julie Macy Team Lead Proposal Submission &
Award Administration

Karin Bourassa Research Administrator

Joshua Tyack Research Administrator

Gretchen Argraves Research Administrator

Cathy Ruley Condon Business Systems and InfoEd Analyst

Office of the Vice President for Research

Jeralyn Haraldsen, PhD Grant Proposal Manager



Goal for Today’s Session:

*Overview of NIH changes regarding Human
Subjects Research and Clinical Trials

*New Human Subjects and Clinical Trials
Information form

* Resources



Why Are We Here?

High-level Overview: Reforms & Initiatives

To enhance the stewardship of research involving human subjects, NIH is implementing the following:

All Research Involving
Human Participants

v" New forms to collect human
subjects information

v" Use of a single Institutional Review
Board (IRB) for multi-site studies

v" Certificates of confidentiality for all
research that uses “identifiable,
sensitive information”

Research that Meets the NIH
Definition of a Clinical Trial

v" Training in Good Clinical Practice
(GCP)

v" Clinical trial-specific Funding
Opportunity Announcements (FOAs)

v" New review criteria

v" Expanded registration and results
reporting in ClinicalTrials.gov

m) National Institutes of Health



Changes to NIH Human Subjects
Research and Clinical Trials Policies

* Clinical Trial-specific FOAs

* Updated review criteria

* New HS/CT Info Form, FORMS-E
* Single IRB for multi-site HS/CT

* ClinicalTrials.gov * New Appendix policy

registration/reporting
e Broadened definition) ¢ GCP training expectations
of Clinical Trial

2014 2017 2018



NIH Might Consider Your Human Subjects
Research to be a Clinical Trial

Does your study...

v Involve one or more human
subjects?

v’ Prospectively assign human
subject(s) to intervention(s)?
v’ Evaluate the effect of WEEIRINgS

intervention(s) on the human
. xplorato ilo Other :
su b_] ect ( S) ? |3Ee\?e||op:ngr<t Feasiviy interventional Jil_Behaviora

v’ Have a health-related
biomedical or behavioral
outcome?

If “yes” to ALL of these questions, your study
is considered a clinical trial

Unsure how to answer the questions? We have a tool that can help! https://grants.nih.gov/ct-decision/



https://grants.nih.gov/ct-decision/

Additional Information & Resources

Refer to the following resources for help determining if your study is a clinical trial:

v" Decision Tool UVM
C/ Case StudieD v Office of Clinical
Trials Research
v" FAQs

v" Research Protections
v" Decision Tree Office

v When in doubt, contact your
Program Official

Learn more at: https://grants.nih.gov/policy/clinical-trials/definition.htm

m) National Institutes of Health


https://grants.nih.gov/policy/clinical-trials/definition.htm

Changes to NIH Human Subjects
Research and Clinical Trials Policies

* Clinical Trial-specific FOAs

* Updated review criteria

* New HS/CT Info Form, FORMS-E
* Single IRB for multi-site HS/CT
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GCP training expectatio
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Registering & Reporting Requirements for
ClinicalTrials.gov

Effective for applications due on/after January 18, 2017 — All
clinical trial applications requesting support for a trial that will
be initiated on/after January 18, 2017 must register and
report the results in ClinicalTrials.gov

In order to comply with the NIH Policy on Clinical Trial
Dissemination, awardees must:

v Submit a plan in the application that outlines compliance
with the expectations of the policy

* v Register the clinical trial no later than 21 days after
enrolling the first participant

v Submit summary results no later than one year after
primary completion date

Learn more at https://grants.nih.gov/policy/clinical-
trials/reporting/index.htm National Institutes of Health



https://grants.nih.gov/policy/clinical-trials/reporting/index.htm

More Information on Registering & Reporting
in ClinicalTrials.gov

v" Decision tree for ensuring compliance

v" FAQs

Learn more at https://grants.nih.gov/policy/clinical-trials/reporting/index.htm

m) National Institutes of Health


https://grants.nih.gov/policy/clinical-trials/reporting/index.htm

Good Clinical Practice Training Requirement:
Expectations

Effective January 1, 2017 — All NIH-funded clinical investigators
and clinical trial staff involved in the design, conduct,
oversight, or management of clinical trials are required to be

trained in Good Clinical Practice (GCP)
* GCP training can be achieved through:

class or course

academic training program

certification from a recognized clinical
research professional organization

* Training should be refreshed every 3 years

e Retain documentation of GCP training and
make it available to NIH upon request W)Naﬂonal NTT——



Changes to NIH Human Subjects
Research and Clinical Trials Policies

Clinical Trial-specific FOAs
Updated review criteria
* New m, FORMS-E
* Single IRB for multi-site HS/CT
* New Appendix policy

* ClinicalTrials.gov

registration/reporting
e Broadened definition ¢ GCP training expectations
of Clinical Trial
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Specific Funding Opportunity
Announcements (FOASs) for Clinical Trials

Effective for due dates on/after January 25, 2018 — All grant
applications & contract proposals involving one or more
clinical trials must be submitted through an FOA or Request
for Proposal (RFP) specifically designated for clinical trials

Clinical Trial-specific FOAs allow NIH to:
identify proposed clinical trials

ensure that key pieces of clinical trial-specific information
are submitted with each application

uniformly apply clinical trial-specific review criteria

m) National Institutes of Health



Clinical Trial Designations for FOAs

Effective for due dates on/after January 25, 2018 — all
FOAs will be designated as one of the following in
Section Il of the FOA:

Clinical Trial Required

Clinical Trial Not Allowed

Clinical Trial Optional

No Independent Clinical Trials: *only for Career
Development (K) & Fellowship (F)

Tip: Contact your Program Official or the Scientific/Research contact listed in
Section VIl of the FOA to ensure you are submitting to the correct announcement

m) National Institutes of Health



How to Determine if an FOA Accepts Clinical
Trials?

FOA Title (new FOAs only) FOA Section Il. Award Information

Participating Organization(s) Application Types Allowed
National Institutes of Health (NIH)
New
P P Resubmission
Components of Participating Organizations
Revision

National Cancer Institute (NCI)
The OER Glossary and the SF424 (R&R) Application Guide provide ¢

application types.

Funding Opportunity Title

Early Phase Clinical Trials in Imaging and Image-Guided

Interventions (RO1 Clinical Trial Required) Clinical Trial?

Required: Only accepting applications that propose clinical trial(s)

Need help determining whether you are doing a clinical trial?

Tip: Check your FOA at least 30 days before the due date for any
updates

M) National Institutes of Health



Plans for Publishing Clinical Trials-
specific Parent Announcements

*NIH has published Clinical Trial Parent
announcements:

* RO1 (PA-18-345)
« R21 (PA-18-344)

*Look carefully at participating ICs —some ICs
issuing independent solicitations

*Some ICs will only accept mechanistic trials
in response to the Parent announcements

See: NOT-OD-18-010



Special Considerations for Training,
Fellowship, and Career Development FOAs

Training (T) awards: Institutional Training awards do NOT support clinical trials
(with the exception of some D43 and K12 awards)

Fellowship (F) awards: The NIH encourages fellows to receive training in clinical
research; however, NIH supported fellows are NOT permitted to conduct a clinical
trial independently

Career Development (K) awards: Career Development awards may support
either independent clinical trials or a mentored research training experience,
depending on the FOA

Learn more at https://grants.nih.gov/policy/clinical-trials/specific-funding-opportunities.htm

m) National Institutes of Health



https://grants.nih.gov/policy/clinical-trials/specific-funding-opportunities.htm

Review Criteria for Clinical Trials

FOAs that accept clinical trials will include new
review criteria:

Scored Review Criteria
Tip: Read the FOA

Significance
gnitie carefully and be sure
Investigator icati
_ your application
Innovation addresses the review
Approach criteria appropriately

Environment

Additional Review Criteria
Study Timeline & Milestones

m) National Institutes of Health



Changes to NIH Human Subjects
Research and Clinical Trials Policies

* Clinical Trial-specific FOAs
. Ubd . o
*C New HS/CT Info Form, FORMS-E

* Sin . CT
* ClinicalTrials.gov @Appendix policy

registration/reporting

e Broadened definition ¢ GCP training expectations
of Clinical Trial
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New FORMS E Instructions are
Available Now

Grants & Funding Entire Site 2 Q

NiH’s Central Resource for Grants and Funding information

National Institutes of Health

Office of Extramural Research

eRA | Glossary & Acronyms | FAQs | Help|

HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABO

OER

Home » About Grants » How to Apply - Application Guide Important:

Access forms through the
funding opportunity

How to Apply - Application Guide announcement

[,__,,_,. P i A s I T BB | ottt g § A B i I g AR P b Ve il g gt ]
Related Resources N I O r S E

Application Form Instructions

Need help selecting the right instructions? Due Dates and Policies - - -
4 . N Due Dates
Application Instructions Description SF424 (R&R) SF424 (R&R) ° ) . I C a I O I l u I ‘ E
- Version D St * Submission Policies
Use for due Use for due * Dealing with System Issues
dates on and dates on and
l;:fozre Jsanuarv ;f;e; ;a;uarv After Submission . .
2o * https://grants.nih.gov/grants/h
I — S.//grants.nin.gov/grants
E General Instructions Comprehensive guidance for HTML / PDF HTML / PDF R EE e e . .
research, training, fellowship, g _t - I - I t -
career development, multi- SRl Pra(eés . OW O ap p v ap p ICa IO n
project, and small business » Post-award Monitoring and
h—— Reportin: .
o quide.html
.
Filtered Application Instructions H Resources

Research Instructions Guidance for research only PDF PDF News - ltems of Interest 0 T h e P D F iS a I Ocal d OWn | Oad
)

Annotated Form Sets
Contacting NIH Staff

but using the HTML version

PHS Agencies

K|
. Training Instructions Guidance for training only PDF PDF syotems e nS u reS yO u are always
M)
8

Career Development Guidance for career PDF PDF
Instructions development only

Fellowship Instructions Guidance for fellowship only ~ PDF PDF : ::jli,imuns i IOO kl n g at th e Iatest Ve rS I O n I n

Multi-Project Instructions Guidance for multi-project PDF PDF * Grants.gov &

case there are updates.

SBIR/STTR Instructions Guidance for small business PDF PDF
only

https://grants.nih.gov/grants/how-to-apply-application-guide.html



https://grants.nih.gov/grants/how-to-apply-application-guide.html

New Human Subjects & Clinical Trials

Information Form

A primary component of NIH’s clinical
trial reform is the creation of a new
application form that:

v" Consolidates human subjects, inclusion
enrollment, and clinical trial information into
one form

v Collects information at the study-level

v" Uses discrete form fields to capture clinical
trial information and provide the level of
detail needed for peer review

v" Presents key information to reviewers and
staff in a consistent format

v" Aligns with ClinicalTrials.gov (where possible)
for future data exchange with
ClinicalTrials.gov

REQUIRED: Due Dates on

or after January 25, 2018

PHS Human Subjects and Clinical Trials Information

of the Research &

items
Are Human Sujects Invoivea? Clve [ne

Is the Project Exempt fom Feceral reguiations? [ | Yes | No

Exempion numser Ot D2 O8O+ Os s 07 8

man Subjects

Doss the proposed resaarch involve human specimens anclor datz? [ Yes [ | No

| | |

[ Click here to extract the Human Subject Study Record Attachment |

] [Add Asiachment | [Delete Attachmen] [[View Attachment

inical
rrrrrr

M) National Institutes of Health




How Does the Human Subjects & Clinical
Trials Information Form Impact Applicants?

New form collects information previously included in the
Research Strategy

Applicants will now be instructed to:

Use the PHS Human Subjects and Clinical Trials
Information form to capture detailed study information

Use the Research Strategy section to discuss the overall
strategy, methodology, and analyses of proposed
research, but do not duplicate information collected in the
PHS Human Subjects and Clinical Trials Information form

Tip: Applicants should familiarize themselves with the new Human Subjects and Clinical Trial
Information form to ensure information is captured appropriately in the application

m) National Institutes of Health



Resources for the Human Subjects & Clinical
Trials Information Form

v Explore the new

Annotated Form Set i
for FEORMS-E A Walk-through =F

of the PH -
v'Take a video tour of Human Subj s R
the new Human and Clinical - —

Subjects and Clinical Information Form |_ — ———

Trial Information [ rsons st o o ————
form

(1[I Tube

https://www.youtube.com/watch?v=nz9NWFhYOGS8

Learn more at https://grants.nih.gov/policy/clinical-trials/new-human- _ _
subject-clinical-trial-info-form.htm m National Institutes of Health



https://www.youtube.com/watch?v=9RxroDyjbbI&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK
https://grants.nih.gov/policy/clinical-trials/new-human-subject-clinical-trial-info-form.htm
https://www.youtube.com/watch?v=nz9NWFhYOG8

Relationship between forms

* Human Subjects
data on R&R
Other Project Info
form drives
behavior on new
form

RESEARCH & RELATED Other Project Information

OMB Mumber:
Expiration Date: 10/31/2019

r1.Ale Human Subjects Involved? J Yes J No
1a.  If YES to Human Subjects
Is the Project Exempt from Federal regulations? | Yes | No

If yes, check appropriate exemption number.

OvO=20040s0

Or0e

if no, is the IRB review Pending? Yes No

] E—
Human Subject Assurance Number: :

‘enebrate Animals Used?

2.a  If YES to Vertebrate Animals
Is the IACUC review Pending? | | Yes [N

IACUC Approval Date:[ ]
Animal Welfare Assurance Number: I:l
3. Is proprietary/privileged information included in the application? _\ Yes _|

4.a. Does this Project Have an Actual or Potential Impact - positive or negative - on the e

4.b. If yes, please explain:l

4_c. If this project has an actual or potential impact on the environment, has an

PHS Human Subjects and Clinical Trials Information

‘OME Number: 0025-0001
Expiration Date: 03/31/2020

-

P -
Pleass complete the human subjects section of the Research & Related Other Project Information form prior to completing this form.

The following items ara taken from the Research & Related Other Project Information form and displayed here for your reference. Any changes to these
fields must be made on the Research & Related Other Project Information form and may impact the data items you are required to complete on this form.

] Yes ] Ne
| ] Yes [ | No

[ D2 3 4 O e 7 8

Are Human Subjects Invatved?
Is the Project Exempt from Federal regulations?

Exempiion numiber:

environmental impact statement (EIS) been performed?

[ ves

4.d. If yes, please explain: |

as a historic

5_Is the research performance site or eligible to be

5.a. If yes, please explain: |

6. Does this project involve activities cutside of the United States or parinerships with inf

6.a. If yes, identify countries: I

6.b. Optional Explanation: |

7. Project Summary/Abstract |

|

8. Project Narrative | | [Caca atiacn)
9. Bibllography & Reforences Cited |
10. Faclities & Other Resources | | ]

11. Equipment | | [ Add Attachment

12. Other Attachi

I Add | |')L—\e‘.e tachment: I I‘.-'u:w Attachr

If No to Human Subjects
Dioes the proposed research invoive human specimens andior data? [ Ne

If Yes, provide an explanation of why the application does not involve human subjects ressarch

[ ] Yes

] [2oa Anachment] [Detete Atachment | [View attachment |

Skip the rest of the PHS Human Subjects and Clinical Trials Information Form.

If Yes to Human Subjects

Add a record for each proposed Human Subject Study by selecting *Add New Study’ of *Add New Delayed Onset Study’ as appropriate. Delayed onset
studies are those for which there is no well-defined plan for human subject involvement at the time of submission, per agency policies on Delayed Onset
Studies. For delayed onsat studies, you will provide the study name and 2 justification for omission of human subjects study information.

Other Requested Information

| | [Ace atachment] [ete atachment | [view Attanment |

Click here to extract the Human Subject Study Record Attachment |

Study Record(s)

Attach human subject study recards using unique filenames.

|| Add Attachment | |Dnlnln Aua:hmnm” Wiew Attachment

Delayed Onset Study(ies)

I Anticipated |

Strsrdr Thile T T To s atiflon ol l

24



When

Human Subjects = NO

RESEARCH & RELATED Other Project Information OMB Number: 4040-0001
Expiration Date: 10/31/2018%

IRE Approval Date.

1. Are Human Subjects Involved? J Yes Ne
1.a. IfYES to Human Subjecis
Iz the Project Exempt from Federal regulations? | Yes | No

If yes, check appropriate exemption number. [ |1 []2 []3 [J4 (s [Je [ 7|8

Human Subject Assurance|

2. Are Vertebrate Animals Used?
Za. If YES to Vertebrate Anima
Is the 1ACUC review Pendi

IACUC Approval Date:[_|

Arnimal Welfare Assurance

3. Is proprietaryfprivileged informati
4.a. Does this Project Have an Acty

4.b. If yes, please sxplain:l

4.c. If this project has an actual or f
environmental impact statemer

4.d. If yes, please explain: I

5. Is the research performance site

PHS Human Subjects and Clinical Trials Information

OME Number: 0025-0001
Expiration Date: 030312020

Pleasze complete the human subjects section of the Research & Related Other Project Information form prior to completing this form.

The following items are taken from the Research & Related Other Project Information form and displayed here for your reference. Any changes to these
fields must be made on the Research & Related Other Project Information form and may impact the data items you are required to complete on this form.

5.a._ If yes, please explain:

6. Does this project involve activitig
B.a. If yes, identify countries: I

&.b. Optional Explanation:

7. Project Summary/Abstract [
8. Project Narrative |
9. Bibliography & References City

10. Facilities & Other Resources

1. Equipmanll
12. Other Attachments | Add At

Are Human Subjects Invohed? [] Yes [] No
|s the Project Exempt from Federal regulations? || Yes E No
Exemption numbear: (2030408 s 7 s
GNQ to Human Subjects \
Dwoes the propased research involve human specimens andfor data? [7] Yes [7] No

If Yes, provide an explanation of why the application does not involve human subjects research.

| ] IM-:I Aﬂal:."un-:-nrl IDE|E'.E Attachment ”'-.'E-.\' Attachment |

\ Skip the rest of the PHS Human Subjects and Clinical Trials Information Form. J

If Yes to Human Subjects

#Add a record for each proposed Human Subject Study by selecting "Add New Study” or ‘Add New Delayed Onset Study’ as appropriate. Delayed onset
studies are those for which there is no well-defined plan for human subject involvement at the time of submission, per agency policies on Delayed Onsst
Studies. For delayed onset studies, you will provide the study name and a justification for omission of human subjects study information.

Other Requested Information

I [.Md mm] I Deedete A1'.E||:,'1mem| I'-r'IE'.'-' .&.rla-:hmen'.l




When Human Subjects = YES

PHS Human Subjects and Clinical Trials Information

OME Number: 089250001
Expiration Date: 03/31/2020

Please complete the human subjects section of the Research & Related Other Project Information form prior to completing this form.

The following items are taken from the Research & Related Other Project Information form and displayed here for your reference. Any changes to these
fields must be made on the Research & Related Other Project Information form and may impact the data items you are required to complete on this form.

...must include at least one N Rve Ow

Is the Project Exempt from Federal regulations? | | Yes No
full or delayed onset study e netr e
If Mo to Human Subjects
record. -
Does the proposed research involve human specimens andfor data? [] Yes || No

If Yes, provide an explanation of why the application does not involve human subjects research.

] I-‘-\c:-: Attachment I I Delete Attachment ”",'ne\\' Altachment

Ship the rest of the PHS Human Subjects and Clinical Trials Information Form.

If Yes to Human Subjects

Add a record for each proposed Human Subject Study by selecting 'Add New Study” or "Add New Delayed Onset Study’ as appropriate. Delayed onset
studies are those for which there is no well-defined plan for human subject involverment at the time of submission, per agency policies on Delayed Onset
Studies. For delayed onset studies, you will provide the study name and a justification for omission of human subjects study information.

Other Requested Information

| [.N:Id Aﬂn\:flnantl I Delete Attachment I I .;\I:acnmer'.l

[ N

Click here to extract the Human Subject Study Record Attachment I

Study Record(s)

F u I I St U d y Re CO rd Attach human subject study records using unique filenames.

\
ﬁelayad Onset Study(ies) 1

Anticipated
Study Title Clinieal Justifieation

Delayed Onset Study

ment I-J'E'hi‘lt' A[[ECTNE‘I'[I I v Attachment I

| | Add Attachment | [Delete Attachment] | View Alla:l'mmw




Delayed Onset Studies

(- Glossary of NIH Terms \
Delayed Onset Human Subject Study

Human subjects research is anticipated within the period of award but definite plans for this involvement cannot be
described in the application.

. J

Delayed Onset Study(ies)

Anticipated
Study Title Clinical Justification
Trial?

Add Attachment | [Delete Attachment] | View Attachment |




STUDY RECORD

4 Y
» b sechions
= All human subjects research
- Some Clinical Trials EpECiﬂE
* Individual study records;
one/protocol; up to 150
» Structured data
= Some information shuffled a
bit
» Aligns with ClinicalTnals.gov
. information y

o,
i ﬁ National Institutes of Health
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SECTION 4 - PROTOCOL SYNOPSIS

D Sections 4 & 5
» Clinical Tnal specific

o 1 » Should align with info from
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Study Record: Section 1
Basic Information

(1) Required for Human Subjects studies
® Required for Clinical Trial studies

Study Record: PHS Human Subjects and Clinical Trials Information
OMB Number: 0925-000

* Always required field Expiration Date: 03/31/202!

Section 1 - Basic Information

@@ 1.1. *lStudy Title (each study title must be unique)

@@ 1.2. *lls this Study Exempt from Federal Regulations? Iﬁ Yes [ ] No
@@ 1.3. Exemption Number |:|1 |:|2|:|3|:|4|:|5D6 |:|7 |:|8

@@ :R I:Iinical Trial Questionnaire

If the answers to all four questions below are yes, this study meets the definition of a Clinical Trial.

*

—

@@1 .4.a. Does the study involve human participants?

@@1 4.b. Are the participants prospectively assigned to an intervention?

@@1 .4.c. Is the study designed to evaluate the effect of the intervention on the participants?
@@1 4.d. Is the effect that will be evaluated a[health-related biomedical or behavioral outcome?

1.5. Provide the ClinicalTrials.gov ldentifier (e.g., NCT87654321) for this trial, if applicable




Study Record: Section 2
Study Population Characteristics

Section 2 - Study Population Characteristics

(1s) Required for Human Subjects studies
® Required for Clinical Trial studies

@@ 2.1. Conditions or Focus of Study

X

Add New Condition

Section 2 is required for ALL
human subject studies (except

exemption 4) and all clinical
trial studies.

@@ 2.2. Eligibility Criteria

@ @ 2.3. Age Limits Minimum Age

L]

@ @ 2.4. Inclusion of Women, Minorities, and Children
@@ 2.5. Recruitment and Retention Plan

@@ 2.6. Recruitment Status
@ @ 2.7. Study Timeline

15,000 characters ~ 3 pages |

Maximum Age

-
L

Add Attachment

Delete Attachment

View Attachment

Add Attachment

Delete Attachment

View Attachment

Add Attachment

Delete Attachment

View Attachment

@ @ 2.8. Enroliment of First Subject

L]

@ @ Inclusion Enroliment Report(s)

Add Inclusion Enrollment Report




Inclusion Enrollment Report

Inclusion Enroliment Report Remove Inclusion Enroliment Report
1. * Using an Existing Dataset or Resource [[] ves [ ] No |
2. * Enroliment Location Type Ig Domestic [ | Foreign |

3. Enroliment Country(ies)

X B

Add New Country |

4. Enrollment Location(s)

5. Comments




Planned vs Cumulative Enrollment Report

Planned enrollment required when “Using an Existing Dataset or

Planned Resource” = No.
Ethnic Categories
Racial Categories Mot Hispanic or Latino Hispanic or Latino Total
Female Male Female Male
American Indian/
Alaska Native o ° © © ?
Acian Cumulative enrollment required when “Using an Existing Dataset

Native Hawaiian or
Other Pacific Islander

Black or African
American

White

More than One Race

Total

Cumulative (Actual)

or Resource” = Yes.

Ethnic Categories
) ) Not Hispanic or Latino Hispanic or Latino Unknown/Not Reported Ethnicity Total
Racial Categories Unknown/ Unknown/ Unknown/
Female Male Not Female Male Not Female Male Not
Reported Reported Reported

American Indian/
Alaska Native o 1} o 1} 0 (1] o 1} a
Asian 0 0 0 0 0 0 0 0 0
Native Hawaiian or
Other Pacific Islander 0 0 0 0 0 0 0 0 o
Black or African
American 0 0 0 0 0 0 0 0 0
White 0 0 0 0 0 0 0 0 0
More than One Race o 1] ] 1] 0 0 ] 1] o
Unknown or Not
Reported 0 0 0 0 0 0 0 0 0
Total i 0 i i i 0 i 0 i

|<< First Report

Delete Report

Last Report >>|




Study Record: Section 3
Protection and Monitoring Plans

3.1 and 3.2 are required for human subject
studies (3.3-3.5 are optional).

All fields in Section 3 are required for clinical @ Required for Human Subjects studies
trial studies. @ Required for Clinical Trial studies

Section 3 - Protection and Monitoring Plans

@@ 3.1. Protection of Human Subjects Add Attachment | | Delete Attachment | | VView Attachment

@@ 3.2_Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one domestic site?

| | Yes | | No | N/A

If yes, describé the single IRB plan Add Aﬂ;hment Delete Attachment | | View Attachment

—_——

3.3. Data and Safety Monitoring Plan Add Attachment | | Delete Attachment | | View Attachment

00

3.4. Will a Data and Safety Monitoring Board be appointed for this study?

[ ] Yes [ ] No

3.5. Overall Structure of the Study Team Add Attachment | | Delete Attachment | | View Attachment

o




Study Record: Section 4
PrOtOCO| SVHOpSlS @ Required for Clinical Trial

studies

Section 4 - Protocol Synopsis

4.1. Brief Summary

5,000 characters ~ 1 page
|

4.2.a. Narrative Study Description

32,000 characters ~ 6.5 pages
|

4.2. Study Design

@

4.2.b. Primary Purpose B

4.2.c. Interventions

@ |i| Intervention Type H

Name

Description

| Add New Intervention

@ 4.2.d. Study Phase E"

Is this an NIH-defined Phase Il clinical trial? |:| Yes D No

@ 4.2 e. Intervention Model | H

@4.2.t. Masking [] Yes [] No

[] Participant [ ] Care Provider [ ] Investigator [ ] Oufcomes Assessor

@ 4.2.g. Allocation ‘ H|




Study Record: Section 4 (cont.)

@ 4.3, Outcome Measures

® Required for Clinical Trial studies

X Mame

Type

Time Frame

Brief Description

Add New Outcome

@ 4.4, Statistical Design and Power

Add Attachment

Delete Attachment

View Attachiment

4.5. Subject Participation Duration

© 0

4.6. Will the study use an FDA-regulated intervention? [] Yes [ | No

4.6.a. If yes, describe the availability of Investigational Product (IP) and Investigational New Drug (IND)Investigational

Device Exemption (IDE) status

Add Attachment

Delete Attachment

View Attachment

@ 4.7. Dissemination Plan

Add Attachment

Delete Attachment

‘View Attachment




St U dy Re CO rd SeCt|O n 5 @ Required for Clinical Trial studies

@ Section 5 - Other Clinical Trial-related Attachments

3.1. Other Clinical Trial-related Attachments | agq Attachments | | Delete Attachments | | View Attachments

Only use when specifically requested by FOA

Examples from recently published FOAs:
* Clinical Trial Research Experience

* Project Management Plan

* Milestone Plan

* Single Site Justification Plan



Changes to the Appendix Policy

Since the new Human Subjects and Clinical Trials
BIL=EBEEs el el ziii=ie | Information form collects key elements from the protocol,
January 25, 2018 the optional protocol submission will be removed from

the Appendix Policy.

Parent FOAs IC issued FOAs
v W|” NEVER a”OW inC|USi0n v Protocols and other
of tT.e '?c.rOtOCOI in the materials allowed only when
application specified as required in the
v If the protocol is included, FOA
the application will be sent
back

See NIH Guide Notice: https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-098.html



https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-098.html

Changes to NIH Human Subjects
Research and Clinical Trials Policies

* Clinical Trial-specific FOAs
. Updated review criteria
* Ne QRMS-E

g Slngle IRB for mult| site HS/CT

* ClinicalTrials.gov

registration/reporting
e Broadened definition ¢ GCP training expectations
of Clinical Trial

2014 2017 2018



Single Institutional Review Board (sIRB) Policy
for Multi-site Research

Effective for due dates on/after January 25, 2018 — NIH expects that all
multi-site studies, which involve non-exempt human subjects research
funded by the NIH, will use a single Institutional Review Board (sIRB) to
conduct the ethical review required for the protection of human subjects
sIRB policy aims to:

v" Streamline IRB review process to enhance research efficiency

v Reduce unnecessary administrative burdens and inefficiencies

Learn more at https://grants.nih.gov/policy/clinical-trials/single-irb-
policy-multi-site-research.htm

m) National Institutes of Health


https://grants.nih.gov/policy/clinical-trials/single-irb-policy-multi-site-research.htm

What Does the sIRB Policy Apply To?

* Domestic sites of NIH-funded multi-site studies where each site
will conduct the same protocol involving non-exempt human
subjects research

* Includes research supported through:
v Grants
v Cooperative agreements
v" Contracts
v NIH Intramural Research Program

* sIRB policy does NOT apply to
* career development, research training, or fellowship awards
* Foreign sites

Key Dates
Grants: Applications due on or after January 25, 2018
Contracts: Solicitations published starting January 25, 2018 m) National Institutes of Health



sIRB Plan for Applicants/Offerors

Application/proposal must include a plan that:

Describes the use of an sIRB that will be selected to serve as
the IRB of record for all study sites

Confirms that participating sites will adhere to the sIRB
Policy and describes how communications between sites
and sIRB will be handled

Tip: sIRB Plan attachment will be included in the new Human Subjects &
Clinical Trials Information form

m) National Institutes of Health
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2 UVM Home

2 Human Subjects Research
Submitting a Protocol
Maintaining Approval
Forms
Consent & HIPAA
Required Training FAQs
Research Manual

Contact Us

CLICK HERE

Ethics and Compliance
Reporting and Help Line
or call 877-310-0413

~JF -

Human Subjects Research - Institutional Revi

Resources: UVM - RPO

s > S L

Human Subjects Research

if

As of July 1st, all submissions are required to be submitted through
InfoEd. You must have proper security access to create electronic
submissions. For more information on electronic submissions, visit our
Electronic Submission Guide (InfoEd) page.

University of Vermont (UVM) and UVM Medical Center are involved in important behavioral and
biomedical research and are committed to assuring that all research activities are conducted in a

manner that promotes the rights and welfare of the participants. The two committees listed below are

responsible for reviewing and overseeing all research activities, and are known as the Institutional

Review Boards (IRBs).

« CHRMS - Committee on Human Research in the Medical Sciences

ee on Human Research in the Behavioral and Socia

News & Updates (Single IRB 09-28-17)

Submitting a Protocol

o Start Here

* Develop and Submit
Protocol lication

« Initial Review Process

« Obtaining Approval

* Meeting Dates
* NCI CIRB Submissions

Forms & Consent

* All Forms
« Consent Guidance

Maintaining Approval

« Continuing Review
* Amendments

« Change in Pl or Key
Personnel

« Safety/Deviations

¢ Protocol Closure

Training

Training Completions

Optional Consent Module
- Cim
* GCP

Guidance

« UVM Research Manual
10/09/17

« Federalwide Assurance
(FWA)

« IRB Newsletters

* Education

¢ Human Gene Transfer

Non-Faculty
(Students)

e Electronic Submission
Guide (InfoEd)
 Single IRB (New)

ew Boards - IRBs

IRB Quick Links
- News (09/28/17)

- Forms
Related Offices
Research Protections Office
Committee Login - CHRMS

- Committee Login - CHRBSS
CITI Training Info

- Electronic Submission Guide
(InfoEd)

- Who's My Research Analyst?

Regulations &
Guidance

UVM Medical Center

o UVM Medical Center
Research Subject
Registrations

o Clinical Trials
Registrations

o Credentialing for
Clinical Research
Personnel

o Jeffords Institute for
Quality - Research




Resources: UVM - RPO

APPLY SEARCH - MYUVM

Wl The University of Vermont

=2 UVM Home

Human Subj Research - Institutional Review Boards - IRBs

** Human Subjects Research
IRB Quick Links

Submitting a Protocol - News (09/28/17)

Single IRB

Maintaining Approval - Forms

As of January 25, 2018, NIH policy requires that all NIH multi-site protocols use a single IRB of record Related Offices

Forms (link to policy). The Office of the Vice President for Research (OVPR) in conjunction with the Senior - Research Protections Office
Consent & HIPAA Associate Dean of the College of Medicine has determined that the UVM Human Research Protection - Committee Login - CHRMS
_ _ Program is not appropriately g’taﬂed at this time to la}(e on the rolg of lead IRB. Therefore, UVM - Commiltee Login - CHRBSS
Required Training FAQs researchers who are developing NIH proposals of this type and wish UVM to be the IRB of record -
Research Vanual should plan to use Western IRB MIRQ} \._vhich isa comn‘_le_rf:ial IRB. Proposals should include the use of CITI Training ‘”fo. .
WIRB as the IRB of record for the multi-site research activities and budgets must be developed to - Electronic Submission Guide
Contact Us include the expense for the use of this commercial IRB. Further information regarding use of WIRB will (KicEd)
be forthcoming. In the interim, please contact UVM IRB for guidance. - Who's My Research Analyst?

The Institution will continue to consider a scenario where the UVM IRB would act as the IRB of record
for NIH funded multi-site research.

Currently, UVM will only cede review to another IRB for NIH funded multi-site clinical trials in order to comply with the NIH Single IRB
mandate.

The requirement to use single IRB for other funded protocals 1s not required until 2020 under the new Common Rule  In recognition of
the significant new relationships, systems, policies and processes that institutions would have to develop to comply with a single IRB
review mandate, all institutions have been given three years from the publication of any final rule to comply.

Frequently Asked Questions

General

Single IRB Definitions ¥
What are the goals of the NIH Single IRB Policy? ¥

What is the scope and applicability of the NIH Single IRB Policy? ¥




How will UVM Comply with the
sIRB Policy?

* UVM investigators should coordinate with RPO early to
determine:
* Will UVM serve as the single IRB of record?

* Will UVM cede to another institution?

* If UVM will be the single IRB of record:
e we will use an external vendor — Western IRB
* Western IRB costs will need to be budgeted
 Costs will be available soon

* A Single IRB Plan will need to be included in NIH proposals at
the time of application — RPO is developing text that can be

included



Summary: How Does This Affect
My Grant Application?

Use appropriate FOA

Read FOA carefully, ensure your proposal addresses review
criteria

Complete new Human Subjects and Clinical Trials
Information form

Research strategy: do not duplicate info provided in new
form

Describe sIRB and plan for communication, if applicable
Retain documentation of GCP training

Ensure appendix materials comply with new policy: no
protocol



Key Dates for the Human Subjects & Clinical
Trials Information Form

September 25, 2017 — New FORMS-E Application Instructions available

October 25, 2017 — FORMS-E Application Packages will start being
published for FOAs with due dates on/after January 25, 2018

January 25, 2018 — First due dates for new FORMS-E Application Packages

Tip: During the transition period from FORMS-D to FORMS-E, both form packages will

be available for some FOAs. It is important that applicants pay close attention and
choose the announcement specific for their due date.

m) National Institutes of Health



Resources: NIH

[

m National Institutes of Health
Office of Extramural Research

Grants & Funding

NIH's Central Resource for Grants and Funding Information

Entire Site E‘ Search this Site Q

HOME ABOUT GRANTS FUNDING POLICY & COMPLIANCE NEWS & EVENTS ABOUT OER

Home » Policy & Compliance » Clinical Trial Requirements for Grants and Contracts

Clinical Trial Requirements for Grants and Contracts o or

NIH Grants Policy Statement
Notices of Policy Changes
Compliance & Oversight Learn more about these changes and how they will affect your research.

Select Policy Topics NIH Definition of a Clinical Trial

Animal Welfare A research study in which one or more human

NIH is launching a series of initiatives that are rolling out in 2017-2018 to enhance the accountability and transparency of
clinical research. These initiatives target key points along the whole clinical trial lifecycle from concept to results reporting.

v NEW POLICIES ON
HUMAN SUBJECTS
RESEARCH

WATCH NOW p

Related Resources

Clinical Trial Requirements Training Resources:

for Grants and Contracts:
v Definition

v Decision Tool

v'Case Studies

v'FAQs

v'Slides

v"Human Subjects/Clinical
Trials Questionnaire

v'Videos

v'Training opportunities

https://grants.nih.gov/policy/clinical-trials.htm



https://grants.nih.gov/policy/clinical-trials.htm

Resources: UVM - SPA

APPLY SEARCH ~ MYUVM

The University of Vermont

UMM Home Sponsored Project Administration
*: SPA Home
217 Waterman Building . 85 South Prospect Street . Burlington, Vermont 05405 . (802) 656-3360
Find Funding
Write Grant ) _ y
Welcome to Sponsored Project Administration
Prepare Budget Click here to
Submit Proposal As the foundation for an expert, efficient and responsive office, SPA's operating join the
philosophy and guiding principles embody the values which guide every staff SBANEWS
Accept Award ListServ

member each day. read more

Manage Award

Outgoing Subawards

NIH Forms E
Close Out Award Research at UVM UVM Fact Sheet Logins
« NIH Forms E Updates
Contact Us J
¢ Research at UVM  UVM Fact Sheet « Conflict of Interest
fAia Jopics « UVM Inquiry 2017 o F&A Rate Agreement Fsaicelie Log Recent SPANews




Resources: UVM - SPA

APPLY = SEARCH ~ MYUVM

The University of Vermont

11 UVM H .
ome Sponsored Proj
2 SPA Home
217 Waterman Building . 85 South Prospect Street . Burlington, Vermont 05405 . (802) 656-3360
Find Funding
Write Grant
Prepare Budget NIH Changes for Applications with Due Dates On or After January 25, 2018

Submit Proposal
* Single IRB Requirements for Multi-Site Human Studies at UVM - Research Protections Office / IRB Website

Accept Award

Manage Award « Info Sessions - How Do Changing NIH Policies Impact Me?
* Two Short Videos to Explain the Changes
« NIH Application Forms E

Qutgoing Subawards

Close Out Award » Updated FOAs for Clinical Trials
Contact Us
Ato Z Topics Info Sessions - How Do Changing NIH Policies Impact Me?
Your Feedback e Chanaes to Human Subiects Research and Clinical Trials reauirements

Two Short Videos to Explain the Changes

« Overview of New NIH Policies on Human Subjects Research - 15 Minute Video
o Overview (3:37 minutes)
o Part |- Changes for All Research Involving Human Subjects (4:52 minutes)
o Part Il Changes for Clinical Trials (6:18 minutes)
o Published 1011117

» PHS Human Subjects and Clinical Trials Information Form Walk-through - 9 Minute Video
o Published 08/10/17

NIH Application Forms E

UVM Resources

* PHS Human Subjects and Clinical Trials Information Decision Tree - pdf

NIH Resources



Who Can | Contact With
Questions?

Sponsored Projects Administration

Julie Macy Team Lead Proposal Submission &
Award Administration

Karin Bourassa Research Administrator

Joshua Tyack Research Administrator

Gretchen Argraves Research Administrator

Research Protections Office
Gale Weld, CIP Research Analyst
Office of Clinical Trials Research

Kimberly Luebbers, MSHS, RN,  Director
BSN, OCN Assistant Dean for Clinical Research

Office of the Vice President for Research

Jeralyn Haraldsen, PhD Grant Proposal Manager



Thank you!

Jeralyn Haraldsen, PhD

Grant Proposal Manager
UVM, Office of the Vice President for Research
Jeralyn.Haraldsen@uvm.edu



mailto:Jeralyn.Haraldsen@uvm.edu




Multi-project

* FORM included in all components (i.e., Overall and Other
Components)

* Each study must be specified only once in an application and not
repeated

e Each study title must be unique

* Any HS=Yes component (except Overall) must have at least one
proposed study record (can be delayed onset if meets the policy
definition)

* Exception: for studies that cross projects in a multi-project application,
components must refer to study associated with Overall using the Other

Requested Information attachment on the HS/CT form. The Other Requested
Information attachment in the Overall must reference all involved

compone nts.
m) National Institutes of Health



Multi-Project
Scenario A: Studies self-contained in components

We enforce that if
any component has
HS=Yes, then HS=Yes

in Overall
component.

Organization: A

Diseases of the World

Overall Component

PD/PIs: Cher D. Money, Ben A. Round
Project Title: Research Center to Cure the

Other Project Info - HS=Yes

No study record

needed in Overall.

Component Type: Admin Core

Admin Core-001

Project Title: Admin Core
Project Lead: Jed I.
Knight

Organization: A

HS=No

Core-001

Project Title: Core 1
Project Lead: Ben A.
Round
Organization: A
HS=No

Core-002

Project Title: Core 2
Project Lead: Abel Tu
Lead
Nrgani

In each (non-Overall) component where
HS = Yes, at least one study record is

required

Component Type: Core

Project-001

Project Title: Fabulous
Research Focus 1

Project Lead: Cher D. Money
Organization: A

Component Type: Project

HS=Yes
HS/CT form
Project-001,Study1- )
CT =Yes
Complete Sections 1, 2, 3, 4,
5 )
N

Project-001, Study 2 -
CT=No
Must complete Sections 1, 2,

S 3; 4 & 5 blocked via validations

Project-002

Project Title: Fabulous
Research Focus 2

Project Lead: Quin T. Sential
Organization: B

HS=No

Study record
can be
delayed onset.

Project-003

Project Title: Fabulous
Research Focus 3
Project Lead: Ima Doer
Organization: C

H =Yes

HS/CT form

N

Project-003, Study 1 —
Delayed Onset Study
Indicate whether CT is

anticipated; attach
justification; no other info
needed

~

/

55



Multi-Project
Scenario B: Multiple components working on
same study

Include details of study in overall. Use Other
Requested Information attachment to reference

components.
Overall Component HS/CT form
PD/PIs: Cher D. Money, Ben A. Round é Overall, Study 1 )
Organization: A CT=Yes
Project Title: Research Center to Cure the Shared study record _
Diseases of the World Other Requested Information
HS=Yes attachment: Reflects shared
study in Project-001 and Project-
I | \_ 003. Y

Component Type: Admin Core Component Type: Core Component Type: Project

Admin Core-001 Core-001 Project-001 Project-002 Project-003
Pro!ect Title: Admin Core PrOJ_ect Title: Core 1 Project Title: Fabulous Project Title: Fabulous Project Title: Fabulous
Pr9]ect Lead: Jed I. Project Lead: Ben A. Reserardh Boas 1 Research Focus 2 Research Focus 3
nght. . Round. . Project Lead: Cher D. Money Project Lead: Quin T. Sential Project Lead: Ima Doer
Organization: A Organization: A Organization: A Organization: B Organization: C
HS=No HS=No HS=Yes HS=No H =Yes

Core-002
Project Title: Core 2 HS/CT form ~N HS/CT form
Project Lead: Abel Tu N\
Shared study record
Lead —— v

Shared study record
Use Other Requested Info
attachment to refer to study

in overall
/

Organization: B Use Other Requested Info
HS=No attachment to refer to study
in overall

Both projects working on same study. Each project uses Other Requested Information attachment to

refer to study in Overall. No other details needed here.



Unpacking the Definition (Part I)

Prospectively Assigned: a pre-defined process (e.g., randomization) specified in an
approved protocol that stipulates the assignment of research subjects (individually
or in clusters) to one or more arms (e.g., intervention, placebo, or other control) of a

clinical trial.

Intervention: a manipulation of the subject or subject’s environment for the
purpose of modifying one or more health-related biomedical or behavioral processes

and/or endpoints.
Examples include:
* drugs/small molecules/compounds, biologics, devices
* procedures (e.g., surgical techniques); delivery systems (e.g., telemedicine, face-to-face

interviews)
* strategies to change health-related behavior (e.g., diet, cognitive therapy, exercise, development

of new habits)
* treatment strategies, prevention strategies, and diagnostic strategies

m) National Institutes of Health



Unpacking the Definition (Part Il)

Health-related Biomedical or Behavioral Outcome: the pre-specified
goal(s) or condition(s) that reflect the effect of one or more interventions on
human subjects’ biomedical or behavioral status or quality of life.

Examples include:

* positive or negative changes to physiological or biological parameters (e.g., improvement
of lung capacity, gene expression)

* positive or negative changes to psychological or neurodevelopmental parameters (e.g.,
mood management intervention for smokers, reading comprehension and/or information
retention)

* positive or negative changes to disease processes
* positive or negative changes to health-related behaviors
* positive or negative changes to quality of life

m) National Institutes of Health



Updated Certificates of Confidentiality (CoC)
Policy

Effective October 1, 2017 - CoCs will be issued automatically for any NIH-funded
project using identifiable, sensitive information that was on-going on/after
December 13, 2016

v" Eliminates the need for NIH funded investigators to apply for a CoC

v Enhances the privacy protections of individuals participating in NIH-funded
research

v" Requires investigators to only disclose information under specific circumstances
v Applies to NIH awards funded wholly, or in part, by NIH

v" Disclosure restrictions also apply to anyone who receives a copy of identifiable
sensitive information protected by the policy, even if they are not funded by NIH

v CoCis issued as a term and condition of award (no physical certificate)

Learn more at https://humansubjects.nih.gov/coc/index

m) National Institutes of Health


https://humansubjects.nih.gov/coc/index

Significance Criterion

* Are the scientific rationale and need for a clinical trial to test
the proposed hypothesis or intervention well supported by
preliminary data, clinical and/or preclinical studies, or

information in the literature or knowledge of biological
mechanisms?

* For trials focusing on clinical or public health endpoints, is
this clinical trial necessary for testing the safety, efficacy or
effectiveness of an intervention that could lead to a change
in clinical practice, community behaviors or health care
policy?

* For trials focusing on mechanistic, behavioral, physiological,
biochemical, or other biomedical endpoints, is this trial
needed to advance scientific understanding?



Investigator(s) Criterion

» With regard to the proposed leadership for the project, do
the PD/PI(s) and key personnel have the expertise,
experience, and ability to organize, manage and implement
the proposed clinical trial and meet milestones and
timelines?

* Do they have appropriate expertise in study coordination,
data management and statistics?

* For a multicenter trial, is the organizational structure
appropriate and does the application identify a core of
potential center investigators and staffing for a
coordinating center?



Innovation Criterion

* Does the design/research plan include innovative elements,
as appropriate, that:

* enhance its sensitivity,
 potential for information or

 potential to advance scientific knowledge or clinical
practice?



Approach Criterion

Study Design

* |s the study design justified and appropriate to address
primary and secondary outcome variable(s)/endpoints that
will be clear, informative and relevant to the hypothesis
being tested?

* |s the scientific rationale/premise of the study based on
previously well-designed preclinical and/or clinical research?

* Given the methods used to assign participants and deliver
interventions, is the study design adequately powered to
answer the research question(s), test the proposed
hypothesis/hypotheses, and provide interpretable results?

* Is the trial appropriately designed to conduct the research
efficiently? Are the study populations (size, gender, age,
demographic group), proposed intervention arms/dose, and
duration of the trial, appropriate and well justified?



Approach Criterion (continued)
Study Design
* Are potential ethical issues adequately addressed?

* Is the process for obtaining informed consent or assent
appropriate?

* Is the eligible population available?
 Are the plans for recruitment outreach, enrollment,

retention, handling dropouts, missed visits, and losses to
follow-up appropriate to ensure robust data collection?

* Are the planned recruitment timelines feasible and is the
plan to monitor accrual adequate?

* Has the need for randomization (or not), masking (if

appropriate), controls, and inclusion/exclusion criteria been
addressed?

* Are differences addressed, if applicable, in the intervention
effect due to sex/gender and race/ethnicity?



Approach Criterion (continued)

Study Design

* Are the plans to standardize, assure quality of, and monitor
adherence to, the trial protocol and data collection or
distribution guidelines appropriate?

* Is there a plan to obtain required study agent(s)?

* Does the application propose to use existing available
resources, as applicable?



Approach Criterion (continued)

Data Management and Statistical Analysis

* Are planned analyses and statistical approach appropriate
for the proposed study design and methods used to assign
participants and deliver interventions?

* Are the procedures for data management and quality control
of data adequate at clinical site(s) or at center laboratories,
as applicable?

* Have the methods for standardization of procedures for data

management to assess the effect of the intervention and
quality control been addressed?

* |s there a plan to complete data analysis within the proposed
period of the award?



Environment Criterion

* If proposed, are the administrative, data coordinating,
enrollment and laboratory/testing centers, appropriate for
the trial proposed?

* Does the application adequately address the capability and
ability to conduct the trial at the proposed site(s) or centers?
Are the plans to add or drop enrollment centers, as needed,
appropriate?

* If international site(s) is/are proposed, does the application
adequately address the complexity of executing the clinical
trial?

* If multi-sites/centers, is there evidence of the ability of the
individual site or center to: (1) enroll the proposed numbers;
(2) adhere to the protocol; (3) collect and transmit data in an
accurate and timely fashion; and, (4) operate within the
proposed organizational structure?



Additional Review Criteria
Study Timeline

* Is the study timeline described in detail, taking into account
start-up activities, the anticipated rate of enrollment, and
planned follow-up assessment?

* Is the projected timeline feasible and well justified?

* Does the project incorporate efficiencies and utilize existing
resources (e.g., CTSAs, practice-based research networks,
electronic medical records, administrative database, or
patient registries) to increase the efficiency of participant
enrollment and data collection, as appropriate?

* Are potential challenges and corresponding solutions
discussed (e.g., strategies that can be implemented in the
event of enrollment shortfalls)?



Single IRB PLAN Budget

as if no

other
1 Name of the sIRB of record exception

O Indicate that:
O All sites, including any added after award, agree to rely on sIRB
[ Sites will sign reliance agreement that will include a communication plan
O Indicate who will maintain records of this agreement

U If sSIRB cannot be identified at time of application/proposal state that awardee
will follow the policy and will provide information prior to initiating the study

] Exceptions
O Policy-based exceptions - legal or regulatory: provide specific citation
and indicate which sites are impacted
[ Other consideration, “ad hoc” exceptions, provide compelling justification

[ Several protocols may have one sIRB plan for all

O If delayed onset, in justification include statement that awardee will follow the
policy and will provide sIRB info prior to start

S/f' m National Institutes of Health  Office of Extramural Programs 69



