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Project and Reviewer Identification     (To be completed by VA Central IRB Manager) 

VA Central IRB Number 

Title of Project 

Type of Review   Expedited     Full Board 

Reviewer 

Review Assignment 

  Primary   Secondary    Ad Hoc 

If the assigned reviewer has a Conflict of Interest, check the box 
below and return to the VA Central IRB Manager 

  I have a conflict of interest and am returning this form without 
 action. 

YES NO N/A 

1. Does the Principal Investigator(s) and other investigators listed as part
of the study team have adequate expertise to conduct and oversee the
project as described?

2. Has the Principal Investigator and other team members named in the
VA Central IRB Form 108 completed human participants protection
training within three years of submission of the application?

3. Based on the Principal Investigator’s current research activities, does
the Principal Investigator appear to have sufficient time and resources
to oversee this project?

4. Have conflict of interest forms or local COI determinations and
biosketches or CVs been submitted for all study team members serving
in an investigator role?

5. If the Principal Investigator and/or any other study team members who
serve in an investigator role have a conflict of interest, is there an
adequate plan to eliminate it or manage it appropriately as reviewed by
the Office of General Counsel(OGC)?

6. If the investigator is not a clinician, when appropriate, is an
appropriately qualified and credentialed clinician part of the study team
and is the clinician’s role defined in regard to the review of adverse
events and in making determinations to protect the health of
participants?

7. If there are Co-Principal Investigators, are the applicable VA Central
IRB Forms 108a included in the package and do the Co-Investigators
meet all of the above requirements?

Comments: 

Reviewer Checklist for PI/SC 
New Project Application 

Section 1:   PI/SC and Study Team Information 
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Section 2:   Project Overview  
The Reviewer may also attach a separate summary of the project that is 
used to brief Board members during a convened meeting. YES NO N/A 

1. Does the research have relevance to the health of Veterans?

2. Is the purpose of the project clearly and concisely stated?

3. Is adequate justification provided to conduct the project?

4. Is the project design scientifically sound?
5. Whenever possible, does the project utilize procedures that minimize

risk to research participants?
6. Will observations and measurements be made during the project and

are they clearly defined?
7. If the project involves the use of questionnaires, survey instruments, or

telephone scripts, are any concerns with the contents of those tools
adequately addressed?

8. If the project uses such methods as control groups, placebo, or
deception, is their use adequately justified?

9. Is there an adequate summary of the methods of statistical analysis?

10. Is there a clear identification of which procedures are “usual care”
versus procedures being done solely for research purposes to include
who is responsible for usual care and who is responsible for research?

11. Does the project plan include adequate follow-up care?

12. If a participant withdraws for any reason, will the participant have
appropriate follow-up care?

13. Is the overall project design in the protocol consistent with the
information provided by the Principal Investigator on the VA Central
IRB Form 108, Principal Investigator New Project Application, the
informed consent document if applicable, and the HIPAA Authorization
if applicable?

14. Is the overall project design adequate to achieve the project
objectives?

Comments: 

YES NO N/A 
1. Are all the potential risks stated clearly (e.g., physical, psychological,

Financial/economic, social, and/or legal?)
2. Are the risks of the research and the risks of any usual care clearly

delineated for all arms of the study, to include who is providing usual
care?

3. Are risks minimized by making use of procedures already being
performed on the participants for diagnostic or treatment purposes or by
using procedures which are consistent with sound research design and
which do not unnecessarily expose participants to risk?

4. Are risks reasonable in relation to anticipated benefits, if any, and the
importance of the knowledge that might reasonably be expected to be
gained from completion of the project?

5. If the project involves more than minimal risk, does the project include a
Data Safety Monitoring Board or Committee and is charter included or
described in submitted documents?

Section 3:   Potential Risk/Benefits Analysis 
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6. Does the project have an adequate data safety monitoring plan that
includes all pertinent VA safety reporting requirements and, if the study
is greater than minimal risk, is there a DSMB or DMC?

7. Has the Principal Investigator included an adequate, detailed plan
concerning how information and communication will be managed among
participating sites for such things as project modifications, interim
results, adverse events and unanticipated problems, and if applicable,
data safety monitoring?

8. Does a participants’ medical record need to be flagged to protect the
participant’s safety?

9. Does the level of risk require continuing reviews that are more frequent
than annually?  If so, please indicate recommended level below and in
the Section 15 Recommendation Section.

Recommended Frequency:
10. What is the risk level of the project?

    Minimal Risk    Greater than Minimal Risk   

 Note: Also annotate in Section 15 Recommendation Section. 
11. What are the potential benefits to the participants?

  Direct Indirect Both    None 
Comments: 

YES NO N/A 

1. Is the number of participants to be screened, enrolled, and randomized
clearly delineated for each category of participant as applicable?

2. Is the number of participants to be screened, enrolled, and randomized
appropriate for the purposes of the research?

3. Is the duration of participants’ participation in the study appropriate for the
study?

5. Is the selection of human participants equitable?

6. Is the population targeted appropriate for the proposed research?

7. Is there a vulnerable or other special population involved or is there the
potential for a vulnerable population (i.e. prisoners, children, pregnant
women, cognitive and psychologically impaired, economically &
educationally disadvantaged) to be involved in the research?  If yes, the
following additional questions must be answered.
a. Does the proposed use of the vulnerable population or other special

population meet all criteria for the use of that population and is their
use adequately justified?

b. Is the appropriate VA Central IRB Form 110, Vulnerable Population
Supplement, included as part of the application if applicable?

c. Are the additional safeguards in the project sufficient to ensure the
participants are adequately protected?

d. Is there an adequate plan to protect the participants from undue
influence or coercion?

Section 4:   Human Participant Information 
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8. Is there an adequate plan to protect the privacy interests of the
participants?

9. Does the use of human participants in the research have scientific
relevance and embody the principles of the Belmont Report (Justice,
Respect for Persons, and Beneficence)?

Comments: 

YES NO N/A 
1. Will informed consent be sought from each prospective participant?  If

no, skip to question 5 in this section.
2. Does the model informed consent or instruction sheet provided by the

Principal Investigator contain all required elements and any additional
elements based on the type of project being submitted?  See note at
end of this section.

3. Is consent from a Legally Authorized Representative (LAR) being
sought?  If yes, the following additional questions must be answered.
a. Is consent being obtained from a health care agent appointed by

the participant in a legal document, a court-appointed guardian, or
the next-of-kin per applicable state law?

b. Is the procedure for verifying that an individual has impaired
decision making capacity detailed?  Note:  This can include
documentation in the medical record to this effect by a qualified
practitioner, or that a qualified practitioner, who can be a member
of the study team, makes this decision and documents it in the
medical record.

c. Will all disclosures that are required to be made to the participant,
also be made to the participant’s LAR?

d. For minors and/or participants with impaired decision making
capacity, is an assent process included if appropriate and is dissent
by the participants respected?

e. Are there provisions to give the LAR a description of the proposed
research?

f. Is the LAR told that their obligation is to determine what the
participant would do if the participant was competent, or if the
participant’s wishes cannot be determined, what the LAR thinks is
in the best interests of the participant?

4. Does the Principal Investigator have an adequate plan for training
Local Site Investigators on informed consent procedures?

5. If the study team is requesting a waiver of informed consent for the
whole study or specified phases of the study, such as recruitment, is
there a VA Central IRB Form 112a, Request for Waiver or Alteration of
the Informed Consent Process, included with the application with
adequate justification provided for each phase for which a waiver is
being requested?

6. If a request for waiver of documentation of informed consent is being
requested is VA Central IRB Form 112b, Request for Waiver of
Documentation of Informed Consent, included with the project
application and is adequate justification provided for each phase for
which the waiver is being requested?

Comments: 

Section 5:   Informed Consent Process   
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Note:  The reviewer must also complete VA Central IRB Form 113, Informed Consent Reviewer 
Checklist, and attach it to this checklist to complete this section.  If the study is scheduled for 
review at a convened IRB meeting, the reviewer will not be expected to present the model 
consent form at the meeting but should be prepared to supplement the Informed Consent 
Reviewer’s comments as appropriate.   

Section 6:   HIPAA Authorization for Project Participants 
The Privacy Officer Representative of the Board will also review the study 
to determine compliance with HIPAA. 

YES NO N/A 

1. Is a HIPAA authorization (VHA Form 10-0493) required and included
as part of the application package and does it conform to the protocol
and the informed consent document?

2. If the HIPAA authorization is combined with the informed consent form,
are all required elements for both forms included?

3. If a waiver of HIPAA authorization is being requested, is VA Central
IRB form 103 included in the application and does the waiver request
meet all the required waiver approval requirements as detailed on the
form for each phase of the study for which the waiver is being
requested?

YES NO N/A 
1. Is a standard recruitment strategy clearly indicated by the investigator

and is it just, fair and equitable regarding the recruitment and selection
of the targeted populations?

2. Is the study team requesting access to prospective subject’s
identifiable information or identifiable biospecimens without their
consent or a waiver of consent for recruitment activities?  If yes, one of
the two options below must be selected and deemed acceptable:
a. The Investigator will obtain information through oral or written

communication with the prospective subject and the proposed plan
is acceptable, or

b. The Investigator will obtain identifiable private information or
identifiable biospecimens by accessing records or stored
identifiable biospecimens.

3. If participants are being contacted by the study team, will the study
team make initial contact with participants in person or by letter prior to
any telephone contact and then refer to those prior contacts when
phoning the participant?

4. Are final copies of model recruitment materials (e.g., including
telephone scripts, printed ads, audio or videotaped ads, brochures,
letters, etc.) that are to be used for recruitment provided?  If yes, the
following additional questions must be answered.  If no model
recruitment materials are going to be used, skip to Section 9.

a. Are the provided model recruitment materials an appropriate
means of communication for the populations to be recruited?

b. Do recruitment and/or advertising materials clearly state that the
project involves research and if using an investigational product, do
the advertisements clearly state that the product is investigational?

c. Is the condition under study or the purpose of the research clearly
stated?

Section 7:   Participant Recruitment Information 
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d. Is time or other commitments that will be required of potential
participants clearly indicated, as well as the location where the
research will take place?

e. Is a brief list of procedures to be performed included?

f. Is a clear summary of inclusion/exclusion criteria provided?
g. Are points of contact for further information about the project

prominently displayed (e.g., name, address, and phone number of
the Principal Investigator or space for local site project personnel
contact information to be displayed?)

h. Are the recruitment materials free of any unfounded claims, to
include any claims of “free” treatment; exculpatory language, or
unjustifiable suggested benefits for project participation?

i. Do the recruitment materials contain contact information for the
Veteran to verify that the study is a valid VA study?

j. If payment is being provided, is the information provided regarding
            the payment and the amount not overemphasized? 

k. If the study includes an FDA-regulated product, are the
advertisements consistent with the product labeling?

Comments: 

YES NO N/A 

1. Will participants be paid for their participation?  If yes, the following
additional questions must be answered.  If no, skip to section 9.

2. Is the payment reasonable, commensurate with the participants’
participation, and not coercive in nature in relation to the amount,
method, and timing of the payment?

3. Is the payment strategy clearly indicated by the investigator to include
the source of payment and the payment schedule?

4. Is the payment pro-rated as the study progresses and is any “bonus” or
completion payment not so large as to unduly influence the participant
to stay in the study until completion?

5. Is the payment strategy appropriate for the population being targeted?

6. If the study is intended to enhance the diagnosis or treatment of the
medical condition for which the participant is being treated, does the
investigator provide information that it is standard of practice in non-VA
institutions to provide such payment?

7. If transportation costs are being reimbursed, are these costs incurred
outside the participant’s normal course of treatment?

Comments: 

VA Central IRB Form 111a 
April 19, 2019       

Section 8:  Payments to Participants 
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YES NO N/A 
1. Will biological specimens be collected as part of this project?  If yes,

the following questions must be answered.  If no, skip to section
10.

2. Is the investigator applying to a tissue bank for use of tissues?
3. Is the investigator banking the specimens for future use?  If yes, the

following additional questions must be answered
a. Is there a description of where the tissue will be banked and, if it is

being banked at a non-VA site, has an appropriate waiver been
sought from ORD?

b. Is the plan for banking of the tissue for future use adequately
explained in the protocol, informed consent, and HIPAA
authorization or separate informed consent and HIPAA
authorization documents?

c. Does the application indicate who is responsible for overseeing the
operations of the tissue bank or repository, i.e., the local facility
IRB? Note:  The VA Central IRB may be overseeing the collection
of specimens but the local IRB may oversee daily operations.

d. Are the specimens to be stored only in VA-sponsored (under VA
ownership and control) or VA-approved (approved by the Chief,
Research and Development Officer) tissue banks?

4. If specimens are to be analyzed at a non-VA institution, is there a
written understanding between the VA investigator and the non-VA
institution that specifies the analysis/use as defined in the project and
that any remaining quantities are returned to the VA or destroyed in a
certified manner?

5. If data generated from the specimens is linked with the clinical data by
code, is the linkage only performed by VA investigators within the VA?

6. If data is not coded or linked, is the information to be shared devoid of
any unique identifiers?

7. If the specimens are to be de-identified, are these procedures
adequate to ensure participant anonymity and are they in accordance
with HIPAA and the Common Rule?

8. Is the investigator taking sufficient and appropriate measures to
minimize the potential harm from breaches of confidentiality and
privacy?

9. Is there an adequate plan for destruction of the specimens?

Comments: 

Section 9:  Biological Specimens 
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YES NO N/A 

1. Does the investigator adequately explain how the project team will
access information from or about the participants?

2. Does the investigator adequately explain how the participant’s
identifiable private information will be handled, stored and
disseminated?

3. If real SSNS (to include scrambled and the last 4 digits) are used, does
the investigator indicate why they are needed and what security
measures are in place to ensure they are adequately protected?

4. Will a non-VA entity have access to VA sensitive data and if so, will
there be a Data Use Agreement or Business Associate Agreement?

5. Are there adequate provisions to maintain the confidentiality of the
identifiable data?

6. If data is being coded, is who has access to the code and who holds the
code clearly spelled out in the project?

7. Does the investigator have a Certificate of Confidentiality or is the
investigator in the process of applying for one?

8. If the study has not been granted a Certificate of Confidentiality, should
the Principal Investigator apply for one?

9. Will mobile devices be used in the study, and if so, are the devices
FIPS140-2, mandated for encryption?

10. Will data be banked for future use?  If yes, the following questions must
be answered:

a. Is there a description of where the data will be banked and, if it is
being banked at a non-VA site, has an appropriate waiver been
sought from ORD?

b. Is the plan for banking of the data for future use adequately
explained in the protocol, informed consent, and HIPAA
authorization or separate informed consent and HIPAA authorization
documents?

c. Does the application indicate who is responsible for overseeing the
operations of the data bank or repository, i.e., the local facility IRB?
Note:  The VA Central IRB may be overseeing the collection of the
data but the local IRB may oversee daily operations of the data
bank.

11. Is there an appropriate plan for project closure and the retention of the
project files and data that is in accordance with the VHA Records
Control Schedule?

12. Is there a plan for the ultimate destruction of the identifiable data?

13. Does the investigator provide sufficient information regarding the
project’s compliance with VA information security policies?

Comments:  

Section 10:  Privacy and Confidentiality   
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YES NO N/A 
1. Are FDA-regulated drugs or devices used in this project?  If yes, the

following additional questions must be answered.  If no, skip to
section 12.

2. Is the source of the drug or device clearly stated?
3. Has the study team provided documentation of review by the FDA if

applying for an IND or IDE if required?
4. If an IND/IDE number is provided, does it match the project or

correspondence supplied in the rest of the project materials?
5. Is the name of the IND or IDE holder specified?
6. If the investigator is claiming an IND or IDE exemption, does the    
        project comply with the requirements at 21 CFR 312.2(b)  for 
      drug exemptions and 21 CFR 812.2(c) for device exemptions)?
7. If an investigational brochure has been provided, do the risks

described in the informed consent document adequately reflect the
risks described in the brochure?

8. Is the plan for drug or device accountability adequate?
9. For investigational drugs, if a model VA Form 10-9012, Investigational

Drug Information Record is provided, is it consistent with the informed
consent document?

10. If this is a non-significant risk device study?
11. If so, is there an explanation stating why the device is not a significant

risk device and is it accurate?
Comments: 

Section 12: Criteria for Approval of Research 
All of the following must be checked “Yes” or N/A if applicable, in order to 
recommend approval or approval with minor modifications. YES NO N/A 

1. Are the risks to the participants minimized by:

(1) Using procedures which are consistent with sound research design
and which do not unnecessarily expose participants to risk

(2) Using procedures already being performed on the participants for
diagnostic or treatment purposes whenever appropriate.

2. Are the risks to participants reasonable in relation to anticipated
benefits, if any, to participants, and the importance of the knowledge
that may reasonably be expected to result.

3. Is the selection of participants equitable?

4. Is informed consent being sought from each prospective participant or
the participant's legally authorized representative, in accordance with,
and to the extent required by 38 CFR 116?  Note:  This includes the
submission of appropriate and adequately justified waiver requests
which meet all approval criteria.

5. If applicable, does the informed consent contain all applicable
elements to include appropriate blocks for signatures and dates?

6. Is the informed consent form consistent with the protocol and if
applicable, the HIPAA authorization

Section 11:  FDA-Regulated and Other Products  



VA Central IRB Form 111a          Page 10 of 12 
April 19, 2019        Reviewer Checklist for PI New Project Application 

7. Will informed consent be appropriately documented, in accordance
with and to the extent required by 38 CFR 16.117?  Note:  This
includes the submission of an appropriate and justified request for the
waiver of documentation of informed consent which meets all approval
criteria.

8. When appropriate, does the research plan make adequate provision
for monitoring the data collected to ensure the safety of participants?

9. Are there adequate provisions to protect the privacy of participants
and to maintain the confidentiality of data?

10. Are VHA and VA information security policies pertaining to research
being implemented and continually monitored to ensure compliance
as set forth in VA Directive 6500 and its Handbooks.

11. When some or all of the participants are likely to be vulnerable to
coercion or undue influence, such as children, prisoners, pregnant
women, individuals lacking decision making capacity, economically or
educationally disadvantaged persons, VA employees and students, or
any others who may be at increased susceptibility to harm, are
additional safeguards included in the study to protect the rights and
welfare of these participants?

12. Have all real or potential conflicts of interest been managed, reduced,
or eliminated?

13. Have the investigators listed on the PI Application met all required
educational requirements for the protection of human participants and
are they qualified to conduct the research?

Section 13:  Expedited Review Determination:  
This section should only be completed if the study is eligible for expedited review under one of 
the indicated categories.  If the study is not eligible, skip to the next section. 

Do all proposed research activities meet one or more of the expedited review 
categories below: 

  Yes        No (skip to Section 14) 

    If yes, select all applicable categories below: 

  Category 1:  Clinical studies of drugs and medical devices only when one of the following 
conditions is met. 

  1a:  An investigational new drug application (21 CFR Part 312) or investigational device 
  exemption application (21 CFR Part 812) is not required. 

1b:  The medical device is cleared/approved for marketing and the medical device is 
being used in accordance with its cleared/approved labeling. 

  Category 2:  Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture 
as follows: 

  2a:  From healthy, non-pregnant adults who weigh at least 110 pounds.  For these 
subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection 
may not occur more frequently than 2 times per week. 

  2b:  From other adults and children, considering the age, weight, and health of the 
subjects, the collection procedure, the amount of blood to be collected, and the frequency 
with which it will be collected.  For these subjects, the amount drawn may not exceed the 
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lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more 
frequently than 2 times per week. 

Category 3:  Prospective collection of biological specimens for research purposes by        
noninvasive means. 

Category 4:  Collection of data through noninvasive procedures (not involving general 
anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-
rays or microwaves.  Where medical devices are employed, they must be cleared/approved for 
marketing. 

Category 5:  Research involving materials (data, documents, records, or specimens) that have 
been collected, or will be collected solely for non-research purposes (such as medical treatment 
or diagnosis). 

OHRP Interpretation of Category 5:  The first part of the wording of the policy applies to 
materials that have been previously collected for any purpose (non-research or research such 
as placement in a repository.)  The second half starting with “or” has to be read separately and 
applies specifically to any types of materials that are prospectively collected for the non-research 
purposes. 

  Category 6:  Collection from voice, video, digital or image recordings made for research     
   purposes. 

  Category 7:  Research on individual or group characteristics or behavior (including, but not 
limited to, research on perception, cognition, motivation, identity, language, communication, 
cultural beliefs or practices, and social behavior) or research employing survey, interview, oral 
history, focus group, program evaluation, human factors evaluation, or quality assurance 
methodologies.  

Expedited Reviewer Determination (Check one of the following boxes) 

The research is eligible for expedited review under the categories designated above. 

The research is eligible for expedited review under the categories designated above, however the       
reviewer feels that the study as designed is greater than minimal risk and therefore must be 
reviewed by the convened IRB.  

  Justification:  

   The research project does not meet the criteria for expedited review.  The project is being    
    scheduled for review by the convened board.    
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Section 14:  Reviewer Recommendation and/or Approval 
The reviewer must check one of the boxes below and return a copy to the VA Central IRB 
Administrative Office prior to the scheduled meeting at which the project will be reviewed or 
turn in a copy at the meeting. 
 

This project is approved.  Any comments below are suggestions only. 
(To be used only in the expedited review process). 

I recommend approval of this project pending minor modifications (for convened IRB) or 
required modifications (for expedited review) as stated below or attached. 

This project can only be approved after major modifications have been made as stated below
and the project is reviewed again at a full meeting of the IRB to ensure all required 
modifications are satisfactory.  (To be used only if project is going to be reviewed by 
convened Board.) 

I do not recommend approval of the project for the reasons indicated in Section 14. (To be 
used only if project is going to be reviewed by the convened Board. If disapproval is 
being recommended for project undergoing expedited review, the box below must be 
checked instead.) 

Deferred for review by the convened IRB.  (To be used only in the expedited review 
process – Please specify deferral reason below.) 

SUMMARY: 

1. The risk level of the project is:

  Minimal Risk   Greater than Minimal Risk 

2. Does the research study require continuing review?

Yes 

No, the research study is minimal risk and is being approved via expedited review.

The research study does not require continuing review as it is minimal risk and is being
approved under one of the above expedited categories.  However, the study should be 
subject to continuing review for the following reason(s): 

    Justification: 

3. For those studies requiring continuing review, the current approval period is:

4. Requested Modifications or Deferral Reasons as applicable

_______________________________    _________________________ 
Reviewer Signature         Date 
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