SVSU IRB Reviewer’s Comments
The following form lists the reviewer’s comments organized in order of the sections of the Request for Project Approval (RPA) form.  The reviewer’s current recommendation regarding approval is listed at the end of the review. 

In cases when a reviewer recommends against approving the RPA as presented, he or she provides comments meant to inform investigators about the areas in which additional clarification or material is required before a definitive decision can be made about the research project. The checklist format of this feedback is not a detailed commentary concerning the RPA contents. For this, investigators are referred to the “purpose” statements in the RPA itself, as well as to documents available on the IRB website, such as 45 CFR 46 and the SVSU IRB Policy and Procedures. 
Investigators have the responsibility to inform the IRB about the nature of the planned research project in the RPA. Reviewers can only make decisions about information presented. Reviewers are enjoined from making assumptions about an investigator’s intention or about what is usual and customary in similar research. Each RPA must be complete unto itself, and must be judged solely on its explicit content. 
RPA Number:      
Section A. Protocol Information

Is the protocol information complete?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment

c) Comment:      
Section B. Conflict of Interest

Is the Conflict of Interest section complete?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment

c) Comment:      
Section C. Level of Risk/Participant Information

Are the level of risk, populations, procedures and participant information sections completed appropriately?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment

c) Comment:      
Section D.  Data Security & Storage


1) Are the data security protocol questions completed appropriately?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment

c) Comment:      
2) Are the sections explaining the Data Storage locations, devices, contact information, security controls for hardware and software, data transmission and data retention completed appropriately?
a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment
c) Comment:        

Section E. Research Plan
I.  Purpose of the Study
Is the contribution to existing knowledge adequately explained? 

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: information is inadequate because

i)  FORMCHECKBOX 
 the purpose of the project was inadequately explained

ii)  FORMCHECKBOX 
 the promise of contribution was not presented or inadequately described

iii)  FORMCHECKBOX 
 insufficient indication of how the results might contribute to existing literature

iv)  FORMCHECKBOX 
 the language is too technical

c) Comment:      
II. Research Methods / Analysis
Are the design, methodology, and procedures adequate to the explained purpose of the study?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: information is inadequate because

i)  FORMCHECKBOX 
 interactions (treatments, interventions, manipulations, instructions, etc.) with participants are not adequately described

ii)  FORMCHECKBOX 
 not all measures are described sufficiently

iii)  FORMCHECKBOX 
 not all paper-and-pencil instruments are attached

iv)  FORMCHECKBOX 
 the design of the project is not adequately described

v)  FORMCHECKBOX 
 the methodology is not adequately described

vi)  FORMCHECKBOX 
 the design is not consistent with the purpose(s) of the research 

c) Comment:      
Electronic Survey Checklist

Is the Online/Internet Survey Checklist completed as appropriate?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment

c) Comment:      
III. Research Recruitment / Population 
1) Are the participant recruitment procedures adequately described and appropriate?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: the information is inadequate because

i)  FORMCHECKBOX 
 description is absent or inadequate

ii)  FORMCHECKBOX 
 procedures are adequately described but are exclusionary or otherwise unfair

iii)  FORMCHECKBOX 
 copies of flyers, posters, etc. are not attached.

c) Comment:      
2) Are the recruitment information/materials complete?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: please comment

c) Comment:      
3)  Are the criteria for participant selection adequately described and fair?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO: the information is inadequate because

i)  FORMCHECKBOX 
 criteria are absent or inadequately described

ii)  FORMCHECKBOX 
 criteria as described appear to be inappropriate to the research purposes

iii)  FORMCHECKBOX 
 criteria appear to produce inequitable burdens on some classes or types of people or are otherwise unfair

c) Comment:      
IV. Informed Consent
Is the consent (and/or assent) process adequately described and appropriate to the research purposes (gray box with black outline is for the consent document; gray box with red outline is for the assent document).

a)  FORMCHECKBOX 
  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
  FORMCHECKBOX 
 NO: the information is inadequate because

i)  FORMCHECKBOX 
  FORMCHECKBOX 
 inadequate justification for waiver of consent or waiver for written documentation of consent

ii)  FORMCHECKBOX 
  FORMCHECKBOX 
 procedures for obtaining consent not adequately described

iii)  FORMCHECKBOX 
  FORMCHECKBOX 
 prospective participants not adequately informed because 

(1)  FORMCHECKBOX 
  FORMCHECKBOX 
 language level not suitable to prospective participants

(2)  FORMCHECKBOX 
  FORMCHECKBOX 
 research procedures not adequately described 

(3)  FORMCHECKBOX 
  FORMCHECKBOX 
 risks not adequately described

(4)  FORMCHECKBOX 
  FORMCHECKBOX 
 benefits not adequately described

(5)  FORMCHECKBOX 
  FORMCHECKBOX 
 confidentiality not adequately described

(6)  FORMCHECKBOX 
  FORMCHECKBOX 
 withdrawal not adequately addressed

iv) Comments on procedures:      
v)  FORMCHECKBOX 
  FORMCHECKBOX 
 form(s) do not contain at least one of the pro forma elements

(1)  FORMCHECKBOX 
  FORMCHECKBOX 
 inadequate identification of name and affiliation of researcher(s)

(2)  FORMCHECKBOX 
  FORMCHECKBOX 
 no explicit identification of project as research

(3)  FORMCHECKBOX 
  FORMCHECKBOX 
 accidental injury paragraph missing or inadequate

(4)  FORMCHECKBOX 
  FORMCHECKBOX 
 IRB contact information missing or inadequate

(5)  FORMCHECKBOX 
  FORMCHECKBOX 
 signature lines missing or inadequate

(6)  FORMCHECKBOX 
  FORMCHECKBOX 
 IRB approval information missing, inadequate, or incorrectly placed

(7)  FORMCHECKBOX 
  FORMCHECKBOX 
 form(s) submitted are not finalized versions (e.g., draft version, typographical errors, etc.)

(8)  FORMCHECKBOX 
  FORMCHECKBOX 
 other required elements missing or inadequate

c) Comments on Form(s):      
V. Confidentiality / Privacy
 
Are provisions for confidentiality or anonymity and privacy adequate?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO

c) Comment:      
VI. Potential Risks & Discomforts to Participants / Protection of Participants
1) Are the risks adequately described?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO; risks not adequately described because

i)  FORMCHECKBOX 
 obvious risks are missing from the description

ii)  FORMCHECKBOX 
 the likelihood and seriousness of one or more risks are not addressed

c) Comment:      
2)   Are the precautions to be adopted to minimize risks adequately described?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO; precautions not adequately described because

i)  FORMCHECKBOX 
 no precautions are described even though there are risks

ii)  FORMCHECKBOX 
 only some precautions are described

iii)  FORMCHECKBOX 
 the precautions described are not likely to minimize the relevant risks

c) Comment:      
VII. Benefits
 Are the potential benefits to participants and to society in general adequately described?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO; the description is inadequate because

i)  FORMCHECKBOX 
 benefits to participants are not addressed or inadequate

ii)  FORMCHECKBOX 
 benefits to society are not addressed or inadequate

c) Comment:      
VIII. Researcher Qualifications

 Are all investigators’ qualifications adequately described?

a)  FORMCHECKBOX 
 YES

b)  FORMCHECKBOX 
 NO; more information needed about investigators’ qualifications to conduct the research

c)  Comment:      
In this reviewer’s opinion, this project is ready to be approved:

 FORMCHECKBOX 
Agree

 FORMCHECKBOX 
Disagree
General Comments:       
Reviewer’s name:      
In this reviewer’s opinion, does this project require ongoing annual review?
 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO

General Comments:      
2

