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Exempt Reviewer Form

Principal Investigator:

IRB #: Submission Date:

Study Title:

REVIEW RECOMMENDATIONS: It is recommended to first review the Summary & Purpose section
and Background Procedures section of the eProtocol submission, then review all remaining information.

Protocol Information- Summary & Purpose section Yes | No | N/A

Is the proposed start date appropriate? (i.e., not before IRB review and approval)

Is the summary and Purpose clear and concise?
Does the purpose and proposed research activities fall within the definition of human .

subject’s research?
If No, complete the Not Human Participants Research (HPR) steps below.
[_| Not Human Participants Research
(a) Request review by the IRB Education Coordinator to determine not HPR.
or
(b) Send submission back to IRB with not HPR justification recommending not HPR and submission
withdrawal. Email your reviewer sheet to IRBReview@wayne.edu informing the IRB of withdrawal.

[ ] Change Review Type: Requires resubmission of a research project that would be reviewed and approved
under an expedited or full board review process. Provide justification and submit justification in eProtocol.
If assigned as the expedited reviewer the Expedited Initial Reviewer form must be completed.

[]Full Board Review or [ ] Expedited Review

Reviewer’s Signature:

]
[ Sign here when Not HPR or changing the Review Type STOP THE FORM IS COMPLETE

Notes: submit notes via eProtocol

Background, Rationale, Data Analysis, and Procedures
Note Section A is not required for exempt submissions

Section B: PROCEDURES

ITEM b: Are the research activities and interventions described?

ITEM c: Is a description provided regarding who will conduct research activities,
where, and when?
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ITEM d: Is the frequency of study visits and total duration of study participation (total
time commitment) provided?

IF SECONDARY DATA COLLECTION (E.G. RETROSPECTIVE CHART REVIEW) SELECT N/A AND GO SECTION C.

Notes: submit notes via eProtocol

Section C: DATA COLLECTION

Yes | No | N/A

ITEM b: If data collection instruments are not in the public domain has appropriate
permissions been addressed?

Personnel Information & COI Yes | No | N/A

If the Principal Investigator has the role of “Student/Resident/Fellow” is a Faculty Sponsor/Mentor
listed? (The Faculty Sponsor cannot also be the authorized signatory)

COI SECTION: Have any key personnel indicated a conflict of interest?

COI SECTION: If yes, is the management plan attached? See Attachments section. E I:I
If N/A go next section. ‘

COI Management Plan: (i) If there is a management plan, are there any additional conditions that should be added to the
management plan? [_]Yes [ ] No

If yes, include with your eProtocol comments.
(ii) Does the management plan include information that should be added to the consent/assent? |:| Yes |:| No

If yes has that information been added? [ ] Yes [ ] No

Notes: submit notes via eProtocol

Participant Checklist Yes | No | N/A

Based on review of the summary/purpose and study procedures have all applicable populations
been selected?

Note: Vulnerable Population Addenda are not required for Exempt and does not appear in eProtocol for an Exempt
ONLY. CITI Training is still required. PRISONERS CANNOT BE INCLUDED FOR EXEMPT RESEARCH

Notes: Submit notes via eProtocol
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Study Location & Data Collection Yes | No | N/A

If research activities include online activities, does the Location section state
“Online/Virtual/Remote” and the Online/Virtual/Remote platform?

Are there any non-WSU sites or sites included outside of the PI’s assigned Department?

If: (a) Non-WSU Site or (b) site outside of PI's department, are Letters of support included?
(see the Protocol Information-Attachments section)?

DMC, Karmanos, McLaren, JDVAMC (CIC), or Psychiatry are locations

Notes: Submit notes via eProtocol

COORDINATING CENTER APPLICATION Yes | No | N/A
If not applicable Select N/A and go to next section D N/A

If WSU is the Coordinating Center for this study is the Coordinating Center Form attached?
(If yes, complete the coordinating center reviewer form)

If International site, see International Addendum & see International Research checklist.

VAMC Checklist Yes | No | N/A
If not applicable Select N/A and go to next section D N/A

Is the John D. Dingell Veterans Administration indicated as a study location?

If yes, has the reviewer completed the VAMC reviewer Checklist?

PLEASE COMPLETE THE IRB REVIEWER FORM FOR VAMC AND SUBMIT WITH THIS REVIEWER CHECKLIST.

Notes: Submit notes via eProtocol

Protocol Checklist

Does the research include the following?
[ ] In-Person Activities: If conducted at non WSU site/affiliate sites check for letters of support
[ ] Questionnaires/Survey: Check attachments section for the questionnaire/survey
[ ] Interview: Check attachments section for script/questions/outline
[ ] Focus Group: Check attachments section for questions/outline
[ ] Internet: Check for completion of Internet Use in Research Addendum for eProtocol.
] International: Check for completion of International Research Addendum for eProtocol.
[ ] Record Review: Check for waivers of consent/waiver of HIPAA, if applicable.
[] Thesis or dissertation project: Check Personnel Information section for faculty sponsor/mentor
Waivers & Data Agreements:
[] Waivers of Consent or Waiver of written documentation of consent: Check Consent Information
section for completed waiver.
[] waivers of Consent to screen for eligibility: Check Consent Information section for completed
waiver.
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[ ] HIPAA- Use or collection of PHI: must select HIPAA Authorization and complete HIPAA section

[ ] Data Use Agreement or Limited Data Set: /n comments inform the Pl that they will need to contact
mtainfo@wayne.edu for assistance. The agreement does not need to be attached to the IRB
submission.

Notes: submit notes via eProtocol

Funding Yes |No [ N/A
Is the study funded?

Is the study supported by the U.S. Department of Defense (DOD) or U.S. Department of Energy?

If yes for DOD funding, DOD Addendum must be completed (also see DOD reviewer checklist to complete review).

If sponsored by the Department of Energy (DOE) did the PI provide the DOE Checklist
for IRBs to Use in Verifying that Human Subjects Research Protocols are in Compliance with
Department of Energy (DOE) Requirements?

Check the Protocol Information-Attachments Tab

Notes: Submit notes via eProtocol

Exempt Application
Note items A, B, & C: USER MUST SELECTS “NO” IN ORDER TO QUALIFY FOR EXEMPT

Yes

Item D: Is item D completed with all risks identified?
The risks selected must be included for the consent/assent forms.

*Concurrence of Exempt Categories

[]| category 1
Consent Types:
o Adult Participants: Research Information Sheet
o [_] Waiver of written documentation of consent with use of Research Information Sheet
o Child Participants: Parental Permission obtained with a School Parent Supplemental Letter
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o [] This requires a request for waiver of documentation of Parental Permission
o ] School Parent Supplemental Information Letter
o [ ] Assent Research Information Sheet for age-appropriate assent

|:| Category 2 (THIS CATEGORY CAN ONLY INCLUDE CHILDREN IF THE FOLLOWING CRITERIA ARE MET)
(i) educational tests and/or
(i) the observation of public behavior (as long as the investigator(s) do not participate in the activities being observed)
Consent Types:
e Adult Participants: Research Information Sheet
o [_] Waiver of written documentation of consent
o Child Participants: Parental Permission obtained with a School Parent Supplemental Letter if criteria met above
o [ This requires a request for waiver of documentation of Parental Permission
o [] Research Information Sheet for age-appropriate assent
] If collecting identifiable data Limited IRB review is required, item 2(a) should be “Yes” and Limited IRB Review is
completed for the Procedures to Maintain Confidentiality section.

L] Category 3 (THIS CATEGORY EXCLUDES CHILDREN & CANNOT INCLUDE DECEPTION)
Consent Types:
o  Adult Participants: Research Information Sheet
o [_] Waiver of written documentation of consent
] If collecting identifiable data Limited IRB review is required, item 3(b) should be “Yes” and Limited IRB Review is
completed for the Procedures to Maintain Confidentiality section.

[ ]| Category 4
e  Only applicable if there will be no contact with participants.
e Collection of identifiable data that does not fall under the protection of HIPAA regulations is not permitted under this
category (Expedited category 5 applies in this case).
Consent Types:
e [_] Waiver of Consent and Waiver of Written Documentation of Consent
e [ ] Waiver of HIPAA Authorization is required when medical records are being accessed

[]| Category 5 [ |Category 6
o Adult Participants: Research Information Sheet o Adult Participants: Research Information Sheet
[] Waiver of written documentation of consent [] Waiver of written documentation of consent

Notes: Submit notes via eProtocol

Background, Rationale, Data Analysis, and Procedures
SECTION B: USE OF DECEPTION
If secondary data collection, Select N/A and go to next section |_| N/A

Exempt Category 3 is not allowed

Yes | No | N/A

Is a rationale for use of deception provided?

See the consent information section for the debriefing script & alteration of consent

Notes: submit notes via eProtocol
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SECTION B: AUDIO/VIDEO RECORDING & PHOTOGRAPHY

ITEM (iv): Is the context of use for the audio/video/photography described as it relates
to the research?

If secondary data collection (e.g., retrospective chart review) Select N/A and go to next section

_ INIA

Yes

No

N/A

ITEM (iv) Does the description of the collection process include a mechanism for the
participant to prospectively agree to the intervention and information collection?

If Yes, then Exempt Category 3 must apply with at least one of the following:

participants

financial standing, employability, educational advancement, or reputation.

of subjects and to maintain the confidentiality of data.

(b) [_] Any disclosure of the participants’ responses outside the research would not reasonably
place the participants at risk of criminal or civil liability or be damaging to the participants’

(a) [ ] The information obtained is recorded by the investigator in such a manner that the identity
of the participant cannot readily be ascertained, directly or through identifiers linked to the

(c) ] The information obtained is recorded by the investigator in such a manner that the identity
of the participants’ can be readily ascertained, directly or through identifiers linked to the
participants, Limited IRB must be conducted to examine the provisions to protect the privacy

Notes: submit notes via eProtocol

Participant Population

Section A

Yes

No

N/A

Is the expected age range and description of participants been provided?

Has the number of records/charts/specimens been provided?

Section C: STUDENTS INCLUDED AS RESARCH PARTICIPANTS

Yes

No

N/A

If there is a relationship between the Pl/recruitment personnel and the students?

Is the rationale appropriate for enrolling students (grade school and WSU higher
education)?

Are there measures to minimize risk of undue influence (noted as coercion)?

Section D: EMPLOYEES

Yes

No

N/A

If enrollin%WS_L_J/WSU affiliate employees/staff is the Pl the direct supervisor of the
WSU/WSU affiliate employees/staff?

If yes, the recruiting procedures must be revised. See the WSU IRB Policy on
Vulnerable Populations: Students, Trainees, and Employees

Is the rationale appropriate for enrolling WSU/WSU affiliate employees/staff?
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Are there measures to minimize risk of undue influence (noted as coercion)?

Section E: NON-ENGLISH-SPEAKING PARTICIPANTS & STUDY SCREENING Yes | No | N/A

If Non-English speaking participants will be included as participants:
Check the Consent/Assent sections for translated consent/assent documents.

Check the Attachments section for translated data collection tools and recruitment
materials, if applicable.

See WSU IRB’s Informed Consent for Non-English Speaking Participants policy for
information regarding non-English speaking participants.

If there are screening procedures, determine whether a waiver of consent/assent is
required (see consent Information or assent information sections)

Section F: PRINCIPAL INVESTIGATOR’S EXPERTISE Yes | No | N/A

Does the Pl have the appropriate expertise to conduct the study?

If the Pl is a student/resident/fellow does the faculty sponsor/mentor have the
appropriate expertise to provide oversight of the conduct of research activities?

Notes: submit notes via eProtocol
Please include any notes if there are concerns regarding Students or Employee participants.

Recruitment Process, Participant Compensation & Costs
If secondary data collection ONLY (e.g., retrospective chart review), Select N/A and go to next section D N/A

Section A: RECRUITMENT PROCESS Yes | No | N/A

ITEM (I): Are recruitment procedures clearly described? .
Note: it'is clear when, where, and how recruitment procedures are taking place.

ITEM (ii):
e |f DMC, VAMC, KCI, McLaren are selected check the attachments section for approvals.
e |fa non-WSU or non-WSU affiliate site will provide direct access to prospective participants has this
entity been listed for “Other”? |:| Yes |:| No
Check the Attachments sections for letter(s) support from these entities.

Direct access includes the Pl/study team directly recruiting participants from the site or directly sending
recruitment materials.

For the item “Please identify planned recruitment materials and or methods” are any
materials or methods selecied?

If yes, check the attachment section for any of the items listed (fltye_rs, email
social media posts/statements, advertisements, presenfations etc.i

Notes: submit notes via eProtocol

Section B: PARTICIPANT COMPENSATION
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If No compensation, then select N/A and go to next section D N/A

Procedures to Maintain Confidentiality section

I, - | No |
Will participants be compensated for their time?
If yes, does the Compensation meet IRB policy guidelines?
e Minimally invasive studies: $5-$50 per study visit
e Moderately, Extremelx Invasive or Time-Consuming Study
Procedures: $50-$250 per study visit
Total Compensation for Multiple Visits: $100-$1000 total
Transportation Costs Regardless of Type of Study:
$10-$50 for transportation to performance sites that are distant from the
participant’s home. Compensation for actual travel expenses (or similar
costs such as childcare) could be offered in addition to compensation to
participate in the study procedures.
Section C: STUDY COSTS Yes | No | N/A
Are there any costs to participants?
If yes, this must be stated for the consent/assent forms.
Notes: submit notes via eProtocol
Yes | No | N/A

Has the appropriate data type been selected (identifiable, anonymous, de-identified, or
coded)?

information will be shared? [ | Yes [ ] No
If yes, is this indicated for the Consent Form’s Confidentiality section? [ ] Yes [ | No

ITEM a: If information will be disclosed outside of the research team, is there a description of whom the

ITEM b: If PHI will be used, has the HIPAA section been completed?
If yes, HIPAA must be selected for the Protocol Checklist and then complete the HIPAA section

ITEM c: Are there measures to protect privacy of participants?

ITEM d: Are there measures to maintain confidentiality of data?

ITEM g: If identifiable data will be collected and released (video, audio, photo) does
the response state how permission will be obtained to release identifiable data“

ITEM j: Is there an adequate plan for storage (including audio or video recordings)?
IRB guidance recommends storage of all research data on an encrypted server.

Password protection ONLY is not adequate.

For use of PHI: user must follow the hospitals/clinical care facilities HIPAA compliant storage procedures.

ITEI\{I? i: Is there an appropriate plan to dispose of data (a secure way to shred/delete
ata

Notes: submit notes via eProtocol
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Procedures to Maintain Confidentiality section
LIMITED IRB REVIEW (FOR EXEMPT CATEGORIES 2 & 3 ONLY)

If not applicable, Select N/A and go to next section | | NJA

I - | |

ITEM 1: Does the described risks include possibility of criminal or civil liability or
include damaging participants’ financial standing, employability, educational
advancement, or reputation?

Note if yes, the study cannot be Exempt.

ITEM 1(a): Are there appropriate securitY controls in place to protect confidentiality of data
and deter risk of information being lost, stolen, or compromised?

ITEM 2(a): Is the de-identification of data being conducted by individuals that are listed as
kea/ Personnel for the Personnel Information section or personnel/entity included as part of
a data agreement?

The IRB does not process/review the agreement, response should address the agreement.

ITIEtM’)Z(b): Is there a description to de-identify data prior to sharing with any outside
party

Reviewer Limited IRB Review Acknowledgement:
The IRB reviewer acknowledges that limited IRB review has been conducted and has determined that there are adequate provisions
in place to protect participants’ privacy and confidentiality of data. Reviewers Initials:

Notes: submit notes via eProtocol

Consent/Assent Information & Procedures Yes | No | N/A
If secondary data collection, select N/A and go to next section D N/A
If Children are included review the Assent section.

ITEM 10(a): Is the consent or assent process clearly defined? J

ITEM 10(c): Are all individuals referenced obtaining consent/assent listed for the
Personnel Information section.

Is the appropriate type of consent/assent/information sheet provided?
Use of the WSU IRB’s consent templates is highly recommended

Check that the following information has been addressed for the consent/assent documents:

Statement that the research is voluntary.

States the activities involves research.
|:| Description of ALL the study procedures, duration of procedures, & total duration of participation

Request and description of audio & video recording.
Risks are stated, if applicable (Compare the eProtocol Exempt Paragraph Risks section).
Benefits are stated, if applicable or no direct benefit indicated

The Research Related Injuries section has been removed, if appropriate
Confidentiality/storage of data is described (including audio, video, photographs).
Compensation is described, if applicable or a statement that there is no compensation

D Contact information of the Principal Investigator and IRB has been provided.

IF NO, PLEASE REQUEST REVISIONS via eProtocol.
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Notes: submit notes via eProtocol

See exempt category notes regarding consent types

Waiver of Consent and/or Parental Permission

Consent Information/Assent Information (waivers and/or alterations of consent)

No

N/A

[

Waiver for written documentation of consent
Use of Research Information Sheet (RIS) or Verbal Consent Script

L

Waiver of consent and waiver of written document of consent to screen

[ ]

Alteration of informed consent
(Removing elements of consent from the RIS or use of deception)

The PI has provided specific justifications for the waiver statements

USE OF DECEPTION N/A

An alteration of consent has been completed and is appropriate.

The study ONLY includes adult participants.

There is a prospective agreement that informs the participant that they will be unaware or
misled regarding the nature or purpose of the research.

A debriefing script has been provided (check attachments).

Notes: submit notes via eProtocol
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Yes | No | N/A

HIPAA If not applicable Select N/A and go to next section| | N/A

If identifiable information from medical records, clinical databases, specimen or tissue
banks, repositories, will be accessed for research are there any HIPAA concerns?

Is a waiver of HIPAA Authorization requested?
Waiver of HIPAA Authorization is required when medical records are being accessed for exempt category 4

If a waiver of HIPAA Authorization is requested, is a waiver of consent also requested
(see Consent Information section)?

Notes: submit notes via eProtocol

Protocol Information-Attachments Checklist
Yes No N/A

PI's CV/Resume is attached

All Data Collection Tools (questionnaires, surveys, etc.) are provided.

Are data collection tools in easy-to-understand appropriate language?

Recruitment Materials (flyers, advertisements, scripts etc.) are provided

Does the recruitment materials meet the IRB’s Criteria for Advertising?

Advertising Criteria: (Flyers/Advertisements, recruitment emails, and scripts)
+ Indicates that this is a Research Study
» Potential benefits of participation are not coercive or misleading.
« Compensation is not overly emphasized, coercive, or misleading.
» Free of deception and exculpatory language
» Font size or other visual effect is not coercive or misleading.
» Language and terminology is appropriate for the intended audience

Recruitment materials/advertisements DO NOT:
» Imply a certainty of favorable outcome or benefits beyond what is outlined in the informed consent.
* Include exculpatory language (e.g., releasing the investigator or sponsor from liability)
* Perceive to be coercive or imply undue pressure.

The following items may be included in advertisements (the inclusion of all of the listed items is not required):
The name and address of the clinical investigator and the identity of the research facility.

The condition under study and/or the purpose of the research.

The criteria, in summary form, that will be used to determine eligibility for the study.

A brief list of the benefits or incentives of participation, if any.

The time or other commitment required of the participants.

6.  The name of the person or office to contact for further information.
Attachments (section) continued Yes ’ No ‘ N/A
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Letters of Support provided (Non-Affiliate Sites & Outside of PI’'s Department)

Ancillary Reviews/Approvals are required

L1 [ ] [C]

Ancillary Reviews include:

0 DMC

[0 PRMC-Protocol Review and
Monitoring Committee (KCIl/Cancer
Studies)

[ VA Clinical Investigation
Committee (CIC)

[ Department of Psychiatry

[1 Radiation Safety Committee (RSC)

[ Institutional Biosafety Committee
(IBC)

[1 Export Control (International
Research)

[] Dean of Students (WSU Campus
wide student recruitment)

[J McLaren Approval & Authorization

Notes: If revisions are requred for these documents, submit notes via eProtocol

eProtocol Internet Addendum Checklist
If not applicable, select N/A and go to next section D N/A

Internet Addendum is completed.

Yes | No | N/A

Recruitment conducted via internet.

If yes, procedures are described.

Data Collection conducted via internet.

If yes, procedures are described.

Are social media platforms being used?

If yes, check the attachments for site administrator(s) approval(s) has been provided

from social media platforms that are being used.

Notes: submit notes via eProtocol
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eProtocol International Addendum Checklist

If not applicable, Select N/A and go to next section | | NJA
Yes | No | N/A

International Addendum is completed.

Approval from Export control is provided (Check the Protocol Information Attachments)

Local IRB review/approval provided. (Check the Protocol Information Attachments) |_

If local IRB review is not available, has the researcher provided documentation of the ﬁ |_|
fct)IIO\évm ; 7(I) lack of local IRB review and (2) plans for observing local ethical
standards”

DOD research requires local ethics review.
Letters of Support provided (Check the Protocol Information Attachments)

Investtigator and research staff are qualified for conducting research in respective
country.

Informed consent/assent/questionnaires/surveys are written both in English and the in
the native language of the proposed research site.

Risks are minimized

Notes: submit notes via eProtocol

Additional Reviewer Checklists

Please complete the following additional checklists if applicable.
Please submit with this initial reviewer checklist to the IRB Administrator.
All IRB reviewer forms are available on the IRB Reviewer Forms and Tools website
Yes No N/A

Coordinating Center Reviewer Checklist

NIH Genomic Data Sharing
Other:

][]

Criteria for Approval
Criteria for approval must be met to provide Concurrence of Exemption

Yes | No
Is the research more than minimal risk to participants?
If yes, study is not eligible for exempt review.
Is the selection of participants equitable?
Are there adequate provisions to maintain participant privacy and confidentiality? [ ]
Is the consent & assent process appropriate? |:|

Notes: submit notes via eProtocol
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Reviewer Determination

Concurrence of Exemption Granted [_ISpecific Minor Revisions
Submit comments in eProtocol
Date Revisions Requested:

[] Exemption category revised from PI’s selection.

State Revised Category
[ ] Date Revisions Completed:

Notes:
Submit notes via eProtocol
Concurrence of Exemption Period (select all that apply)
Status Check-In Status Check-In with Limited IRB Review
Every 3 years Every 3 years
Reviewer’s Signature: Date:

Email completed reviewer sheets to: IRBReview@wayne.edu

*Exempt Categories NOTE: The WSU IRB has elected to opt out of the optional categories #7 and #8 as described in
45CFR 46.104. These categories involve research with biospecimens in which broad consent is
obtained. Any study with broad consent will not be eligible for exempt review under this policy.
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	COORDINATING CENTER APPLICATION 
	If yes for DOD funding, DOD Addendum must be completed (also see DOD reviewer checklist to complete review).
	Background, Rationale, Data Analysis, and Procedures
	SECTION B:  USE OF DECEPTION
	If secondary data collection, Select N/A and go to next section   N/A
	Is a rationale for use of deception provided?
	SECTION B: AUDIO/VIDEO RECORDING & PHOTOGRAPHY
	Section A
	Is the expected age range and description of participants been provided?
	Has the number of records/charts/specimens been provided?
	Section C: STUDENTS INCLUDED AS RESARCH PARTICIPANTS
	If there is a relationship between the PI/recruitment personnel and the students?
	Is the rationale appropriate for enrolling students (grade school and WSU higher education)?
	Are there measures to minimize risk of undue influence (noted as coercion)?
	Section D: EMPLOYEES
	Section E:  NON-ENGLISH-SPEAKING PARTICIPANTS & STUDY SCREENING
	If Non-English speaking participants will be included as participants:
	Check the Consent/Assent sections for translated consent/assent documents. 
	Check the Attachments section for translated data collection tools and recruitment materials, if applicable.  
	See WSU IRB’s Informed Consent for Non-English Speaking Participants policy for information regarding non-English speaking participants. 
	If there are screening procedures, determine whether a waiver of consent/assent is required (see consent Information or assent information sections)
	Section F: PRINCIPAL INVESTIGATOR’S EXPERTISE
	Does the PI have the appropriate expertise to conduct the study?
	If the PI is a student/resident/fellow does the faculty sponsor/mentor have the appropriate expertise to provide oversight of the conduct of research activities?
	Notes: Submit notes via eProtocol
	Please include any notes if there are concerns regarding Students or Employee participants.
	ITEM b:  If PHI will be used, has the HIPAA section been completed?
	If yes, HIPAA must be selected for the Protocol Checklist and then complete the HIPAA section 
	ITEM c:  Are there measures to protect privacy of participants?
	ITEM d:  Are there measures to maintain confidentiality of data? 
	ITEM g:   If identifiable data will be collected and released (video, audio, photo) does the response state how permission will be obtained to release identifiable data?
	ITEM j:  Is there an adequate plan for storage (including audio or video recordings)?
	IRB guidance recommends storage of all research data on an encrypted server. 
	Password protection ONLY is not adequate. 
	For use of PHI: user must follow the hospitals/clinical care facilities HIPAA compliant storage procedures.  
	ITEM i:  Is there an appropriate plan to dispose of data (a secure way to shred/delete data?
	Procedures to Maintain Confidentiality section
	LIMITED IRB REVIEW (FOR EXEMPT CATEGORIES 2 & 3 ONLY)
	ITEM 1:  Does the described risks include possibility of criminal or civil liability or include damaging participants’ financial standing, employability, educational advancement, or reputation?
	Note if yes, the study cannot be Exempt.
	ITEM 1(a):  Are there appropriate security controls in place to protect confidentiality of data and deter risk of information being lost, stolen, or compromised?
	ITEM 2(a):  Is the de-identification of data being conducted by individuals that are listed as key Personnel for the Personnel Information section or personnel/entity included as part of a data agreement? 
	The IRB does not process/review the agreement, response should address the agreement. 
	ITEM 2(b):  Is there a description to de-identify data prior to sharing with any outside party?
	ITEM 10(a): Is the consent or assent process clearly defined?
	ITEM 10(c): Are all individuals referenced obtaining consent/assent listed for the Personnel Information section.    
	Is the appropriate type of consent/assent/information sheet provided?
	Use of the WSU IRB’s consent templates is highly recommended
	Check that the following information has been addressed for the consent/assent documents:
	Statement that the research is voluntary.
	States the activities involves research. 
	Description of ALL the study procedures, duration of procedures, & total duration of participation
	Request and description of audio & video recording.  
	Risks are stated, if applicable (Compare the eProtocol Exempt Paragraph Risks section).
	Benefits are stated, if applicable. 
	The Research Related Injuries section has been removed, if appropriate
	Confidentiality/storage of data is described (including audio, video, photographs).
	Contact informant of the Principal Investigator and IRB has been provided.
	IF NO, PLEASE REQUEST REVISIONS via eProtocol.
	Notes: Submit notes via eProtocol
	Waiver of Consent and/or Parental Permission
	Waiver for written documentation of consent
	Use of Research Information Sheet (RIS) or Verbal Consent Script  
	Waiver of consent and waiver of written document of consent to screen 
	Alteration of informed consent
	(Removing elements of consent from the RIS or use of deception)
	The PI has provided specific justifications for the waiver statements 
	USE OF DECEPTION
	An alteration of consent has been completed and is appropriate.
	The study ONLY includes adult participants. 
	There is a prospective agreement that informs the participant that they will be unaware or misled regarding the nature or purpose of the research. 
	A debriefing script has been provided (check attachments). 
	HIPAA                       If not applicable Select N/A and go to next section  N/A
	Is a waiver of HIPAA Authorization requested?
	Waiver of HIPAA Authorization is required when medical records are being accessed for exempt category 4
	If a waiver of HIPAA Authorization is requested, is a waiver of consent also requested (see Consent Information section)?
	All Data Collection Tools (questionnaires, surveys, etc.) are provided.  
	Are data collection tools in easy-to-understand appropriate language?
	Recruitment Materials (flyers, advertisements, scripts etc.) are provided
	Does the recruitment materials meet the IRB’s Criteria for Advertising? 
	Advertising Criteria: (Flyers/Advertisements, recruitment emails, and scripts) 
	• Indicates that this is a Research Study 
	• Potential benefits of participation are not coercive or misleading. 
	• Compensation is not overly emphasized, coercive, or misleading. 
	• Free of deception and exculpatory language 
	• Font size or other visual effect is not coercive or misleading. 
	• Language and terminology is appropriate for the intended audience
	Recruitment materials/advertisements DO NOT:
	• Imply a certainty of favorable outcome or benefits beyond what is outlined in the informed consent. 
	• Include exculpatory language (e.g., releasing the investigator or sponsor from liability)
	• Perceive to be coercive or imply undue pressure.
	Attachments (section) continued 
	Letters of Support provided (Non-Affiliate Sites & Outside of PI’s Department)
	Ancillary Reviews/Approvals are required
	Ancillary Reviews include: 
	  VA Clinical Investigation Committee (CIC) 
	 PRMC-Protocol Review and Monitoring Committee (KCI/Cancer Studies)
	  DMC
	  Institutional Biosafety Committee (IBC)
	  Radiation Safety Committee (RSC)
	 Department of Psychiatry
	  McLaren Approval & Authorization
	  Dean of Students (WSU Campus wide student recruitment)
	  Export Control (International Research)
	Recruitment conducted via internet.
	If yes, procedures are described.  
	Data Collection conducted via internet.
	If yes, procedures are described. 
	Are social media platforms being used?
	If yes, check the attachments for site administrator(s) approval(s) has been provided from social media platforms that are being used. 
	Approval from Export control is provided (Check the Protocol Information Attachments)
	Local IRB review/approval provided. (Check the Protocol Information Attachments)
	If local IRB review is not available, has the researcher provided documentation of the following:   (I) lack of local IRB review and (2) plans for observing local ethical standards? 
	DOD research requires local ethics review.
	Letters of Support provided (Check the Protocol Information Attachments)
	Investigator and research staff are qualified for conducting research in respective country.
	Informed consent/assent/questionnaires/surveys are written both in English and the in the native language of the proposed research site. 
	Risks are minimized

	Submission Date_2: 
	Not Human Participants Research: Off
	Change Review Type Requires resubmission of a research project that would be reviewed and approved: Off
	Full Board Review: Off
	Expedited Review: Off
	Notes Submit notes via eProtocol: 
	Notes Submit notes via eProtocol_3: 
	management plan: Off
	ii Does the management plan include information that should be added to the consentassent: Off
	If yes has that information been added: Off
	Notes Submit notes via eProtocol_4: 
	Notes Submit notes via eProtocol_5: 
	Notes  Submit notes via eProtocol: 
	NA_9: Off
	Notes  Submit notes via eProtocol_2: 
	InPerson Activities If conducted at non WSU siteaffiliate sites check for letters of support: Off
	QuestionnairesSurvey Check attachments section for the questionnairesurvey: Off
	Interview Check attachments section for scriptquestionsoutline: Off
	Focus Group  Check attachments section for questionsoutline: Off
	Internet Check for completion of Internet Use in Research Addendum for eProtocol: Off
	International Check for completion of International Research Addendum for eProtocol: Off
	Record Review  Check for waivers of consentwaiver of HIPAA if applicable: Off
	Thesis or dissertation project Check Personnel Information section for faculty sponsormentor: Off
	Waivers of Consent or Waiver of written documentation of consent  Check Consent Information: Off
	Waivers of Consent to screen for eligibility Check Consent Information section for completed: Off
	HIPAAUse or collection of PHI must select HIPAA Authorization and complete HIPAA section: Off
	Data Use Agreement or Limited Data Set In comments inform the PI that they will need to contact: Off
	Notes Submit notes via eProtocol_6: 
	Notes  Submit notes via eProtocol_3: 
	undefined_111: Off
	Waiver of written documentation of consent with use of Research Information Sheet: Off
	This requires a request for waiver of documentation of Parenta: Off
	School Parent Supp: Off
	Assent Research Informat: Off
	Waiver of written documentation of consent: Off
	This requires a request for waiver of documentation of Parenta_2: Off
	Research Informat: Off
	If collecting identifiable data Limited IRB review is required item 2a should be Yes and Limited IRB Review is: Off
	undefined_113: Off
	Waiver of written documentation of consent_2: Off
	If collecting identifiable data Limited IRB review is required item 3b should be Yes and Limited IRB Review is: Off
	undefined_114: Off
	Waiver of Consent and Waiver of Written Documentat: Off
	Waiver of HIPAA Authorizat: Off
	undefined_115: Off
	Category 6: Off
	Waiver of written documentation of consent_3: Off
	Waiver of written documentation of consent_4: Off
	Notes Submit notes via eProtocol_8: 
	NA_12: Off
	Notes Submit notes via eProtocol_9: 
	If secondary data collection eg retrospective chart review Select NA and go to next section: Off
	a: Off
	b: Off
	c: Off
	Notes Submit notes via eProtocol_10: 
	Notes Submit notes via eProtocol Please include any notes if there are concerns regarding Students or Employee participants: 
	NA_20: Off
	If a nonWSU or nonWSU affiliate site will provide direct access to prospective participants has this: Off
	Notes Submit notes via eProtocol_11: 
	NA_22: Off
	Notes  Submit notes via eProtocol_4: 
	information will be shared: Off
	If yes is this indicated for the Consent Forms Confidentiality section: Off
	Notes Submit notes via eProtocol_12: 
	NA_26: Off
	Reviewer Limited IRB Review Acknowledgement: Off
	ty of data  Reviewers Initials: 
	Notes Submit notes via eProtocol_13: 
	NA_28: Off
	Notes Submit notes via eProtocol_14: 
	Notes Submit notes via eProtocol_15: 
	Notes Submit notes via eProtocol_16: 
	undefined_384: Off
	PRMCProtocol Review and: Off
	undefined_385: Off
	undefined_386: Off
	undefined_387: Off
	Institutional Biosafety Committee: Off
	Export Control International: Off
	Dean of Students WSU Campus: Off
	undefined_388: Off
	NA_34: Off
	Notes Submit notes via eProtocol_17: 
	If not applicable Select NA and go to next section_2: Off
	Notes Submit notes via eProtocol_18: 
	Concurrence of Exemption Granted Exemption category revised from PIs selection State Revised Category: 
	Specific Minor Revisions: Off
	Exemption category revised from PIs selection: Off
	Date Revisions Requested: 
	Notes Submit notes via eProtocol_20: 
	Date: 
	Check Box1: Off
	Check Box2: Off
	Check Box3: Off
	Text4: 
	Check Box5: Off
	Text6: 
	Check Box7: Off
	Check Box8: Off
	Principal Investigator's Name: 
	Study Title: 
	Check Box10: Off
	Check Box11: Off
	Check Box12: Off
	Check Box13: Off
	Check Box14: Off
	Check Box15: Off
	Check Box16: Off
	Check Box17: Off
	Check Box18: Off
	Check Box19: Off
	Check Box20: Off
	Check Box21: Off
	Check Box22: Off
	Check Box23: Off
	Check Box24: Off
	Check Box25: Off
	Check Box26: Off
	IRB number: 
	Check Box27: Off
	Check Box28: Off
	Check Box29: Off
	Check Box30: Off
	Check Box31: Off
	Check Box32: Off
	Check Box33: Off
	Check Box34: Off
	Check Box35: Off
	Check Box36: Off
	Check Box37: Off
	Check Box38: Off
	Check Box39: Off
	Check Box40: Off
	Check Box41: Off
	Check Box42: Off
	Check Box43: Off
	Check Box44: Off
	Check Box45: Off
	Check Box46: Off
	Check Box47: Off
	Check Box48: Off
	Check Box49: Off
	Check Box50: Off
	Check Box51: Off
	NA_7: Off
	Check Box52: Off
	Check Box53: Off
	Check Box54: Off
	Check Box55: Off
	Check Box56: Off
	Check Box57: Off
	Check Box58: Off
	Check Box59: Off
	Check Box60: Off
	Check Box61: Off
	Check Box62: Off
	Check Box63: Off
	Check Box64: Off
	Check Box65: Off
	Check Box66: Off
	Check Box67: Off
	Check Box68: Off
	Check Box69: Off
	Check Box70: Off
	Check Box71: Off
	Check Box72: Off
	Check Box73: Off
	Check Box74: Off
	Check Box75: Off
	Check Box76: Off
	Check Box77: Off
	Check Box78: Off
	Check Box79: Off
	Check Box80: Off
	Check Box81: Off
	Check Box82: Off
	Check Box83: Off
	Check Box84: Off
	Check Box85: Off
	Check Box86: Off
	Check Box87: Off
	Check Box88: Off
	Check Box89: Off
	Check Box90: Off
	Check Box91: Off
	Check Box92: Off
	Check Box93: Off
	Check Box94: Off
	Check Box95: Off
	Check Box96: Off
	Check Box97: Off
	Check Box98: Off
	Check Box99: Off
	Check Box100: Off
	Check Box101: Off
	Check Box102: Off
	Check Box103: Off
	Check Box104: Off
	Check Box105: Off
	Check Box106: Off
	Check Box107: Off
	Check Box108: Off
	Check Box109: Off
	Check Box110: Off
	Check Box111: Off
	Check Box112: Off
	Check Box113: Off
	Check Box114: Off
	Check Box115: Off
	Check Box116: Off
	Check Box117: Off
	Check Box118: Off
	Check Box119: Off
	Check Box120: Off
	Check Box121: Off
	Check Box122: Off
	Check Box123: Off
	Check Box124: Off
	Check Box125: Off
	Check Box126: Off
	Check Box127: Off
	Check Box128: Off
	Check Box129: Off
	Check Box130: Off
	Check Box131: Off
	Check Box132: Off
	Check Box133: Off
	Check Box134: Off
	Check Box135: Off
	Check Box136: Off
	Check Box137: Off
	Check Box138: Off
	Check Box139: Off
	Check Box140: Off
	Check Box141: Off
	Check Box142: Off
	Check Box143: Off
	Check Box144: Off
	Check Box146: Off
	Check Box147: Off
	Check Box148: Off
	Check Box149: Off
	Check Box150: Off
	Check Box151: Off
	Check Box152: Off
	Check Box153: Off
	Check Box154: Off
	Check Box155: Off
	Check Box156: Off
	Check Box157: Off
	Check Box158: Off
	Check Box159: Off
	Check Box160: Off
	Check Box161: Off
	Check Box162: Off
	Check Box163: Off
	Check Box164: Off
	Check Box165: Off
	Check Box166: Off
	Check Box167: Off
	Check Box168: Off
	Check Box169: Off
	Check Box170: Off
	Check Box171: Off
	Check Box172: Off
	Check Box173: Off
	Check Box174: Off
	Check Box175: Off
	Check Box176: Off
	Check Box177: Off
	Check Box178: Off
	Check Box179: Off
	Check Box180: Off
	Check Box181: Off
	Check Box182: Off
	Check Box183: Off
	Check Box184: Off
	Check Box185: Off
	Check Box186: Off
	Check Box187: Off
	Check Box188: Off
	Check Box189: Off
	Check Box190: Off
	Check Box191: Off
	Check Box192: Off
	Check Box193: Off
	Check Box194: Off
	Check Box195: Off
	Check Box196: Off
	Check Box197: Off
	Check Box198: Off
	Check Box199: Off
	Check Box200: Off
	Check Box201: Off
	Check Box202: Off
	Check Box203: Off
	Check Box204: Off
	Check Box205: Off
	Check Box206: Off
	Check Box207: Off
	Check Box208: Off
	Check Box209: Off
	Check Box210: Off
	Check Box211: Off
	Check Box212: Off
	Check Box213: Off
	Check Box214: Off
	Check Box215: Off
	Check Box216: Off
	Check Box217: Off
	Check Box218: Off
	Check Box219: Off
	Check Box220: Off
	Check Box221: Off
	Check Box222: Off
	Check Box223: Off
	Check Box224: Off
	Check Box225: Off
	Check Box226: Off
	Check Box227: Off
	Check Box228: Off
	Check Box229: Off
	Check Box230: Off
	Check Box231: Off
	Check Box232: Off
	Check Box233: Off
	Check Box234: Off
	Check Box235: Off
	Check Box236: Off
	Check Box237: Off
	Check Box238: Off
	Check Box239: Off
	Check Box240: Off
	Check Box241: Off
	Check Box242: Off
	Check Box243: Off
	Check Box244: Off
	Check Box246: Off
	Check Box247: Off
	Check Box248: Off
	Check Box249: Off
	Check Box250: Off
	Check Box251: Off
	Check Box252: Off
	Check Box253: Off
	Check Box254: Off
	Check Box255: Off
	Check Box256: Off
	Check Box257: Off
	Check Box258: Off
	Check Box259: Off
	Check Box260: Off
	Check Box261: Off
	Check Box262: Off
	Check Box263: Off
	Check Box264: Off
	Check Box265: Off
	Check Box266: Off
	Check Box267: Off
	Check Box268: Off
	Check Box269: Off
	Check Box270: Off
	Check Box271: Off
	Check Box272: Off
	Check Box273: Off
	Check Box274: Off
	Check Box275: Off
	Check Box276: Off
	Check Box277: Off
	Check Box278: Off
	Check Box279: Off
	Check Box280: Off
	Check Box281: Off
	Check Box282: Off
	Check Box283: Off
	Check Box284: Off
	Check Box285: Off
	Check Box287: Off
	Check Box288: Off
	Check Box289: Off
	Check Box290: Off
	Check Box291: Off
	Check Box293: Off
	Check Box294: Off
	Text295: 
	Check Box4: Off
	Check Box6: Off
	Check Box9: Off
	Check Box145: Off


