
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
CHECKLIST TO BE USED FOR INITIAL IRB REVIEW OF PROTOCOLS

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
· Each question on the checklist must be answered 
· The answers to items 1-43 must be “Yes” or “N/A” in order to grant final approval. Items answered “No” will require additional clarifications and/or modifications
· If items 44-53 are answered “Yes”, additional reviews and/or checklists may be required prior to approval
1. Has the investigator completed and signed the application, conflict of interest form, investigator’s certification?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2. Does the protocol contain sufficient background data concerning results of previous basic science, epidemiological, animal and/or clinical studies?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Comments:      
3.  Does the IRB have the scientific or scholarly expertise, the representational experience, knowledge of local context, and other expertise needed to review this research? (If no, please contact the IRB chair)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
4. Are physical, psychological, social, legal, and economic risks to participants minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
5. Are physical, psychological, social, legal, and economic risks to participants minimized whenever appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
6. Are physical, psychological, social, legal, and economic 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?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
7. Is the scientific rationale and study design appropriate for the protection of human subjects? Are the specific aims of the study clearly stated and achievable based on the proposed study methodology?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
8. Is the study population appropriate for the goals of the study (consider both the nature and size of the sample)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
9.  Is the selection of participants equitable? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A 

Comments:      
10. Are the inclusion criteria appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
11. Are the exclusion criteria appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
12. Are methods of subject recruitment legal, ethical and free from coercion or undue influence? Has “cold-calling” been avoided? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
13.  Are methods of advertisements including media and format of advertising material appropriate for subject recruitment?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
14. Do the advertisement materials meet VA and FDA guidelines (Refer to VAPHS IRB Standard Operating Procedures, Section M and FDA IRB Information Guidance Sheet for Recruiting Study Subjects?

  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
15. Have appropriate statements regarding reproductive risks and birth control been included? (Consider subject, embryo or fetus)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
16. For placebo-controlled studies wherein an effective treatment exists for the study disease/condition:

· Has justification been provided for the placebo arm?

· Is the duration of the study drug intervention limited appropriately to that which is minimally necessary to evaluate efficacy?

· Are the subjects being evaluated at intervals that are sufficiently frequent so as to identify and prevent untreated problems?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
17. Does the protocol clearly indicate whether or not vulnerable populations will be included in the research (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons)?  

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No



Comments:      


18. If vulnerable subjects (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons) are reasons given for including these populations?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (If vulnerable subjects are not included)
Comments:      
19. Have additional safeguards been included in the study to protect the rights and welfare of participants likely to be vulnerable to coercion or undue influence (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons)?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (If vulnerable subjects are not included)

Comments:      
20. If incompetent subjects are to be enrolled, does the protocol include the following conditions:  a) the research cannot be done on competent subjects; b) there is no risk to the subject, or if risk exists the direct benefit to subject is substantially greater; c) if an incompetent subject resist, he/she will not have to participate; d) if there exists any question about the subject’s competency, the basis for decision on competency has been fully described?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (If vulnerable subjects are not included)

Comments:      
21. Have VA requirements been met for determining loss of decision making capability in adults who are unable to provide consent? (See VHA Handbook 1200.5 section 11 Research Involving Human Subjects with Surrogate Consent)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Incompetent subjects not being enrolled)

Comments:      
22. Will assent of the participants be a requirement, and if so, is the research plan for assent adequate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Incompetent subjects not being enrolled)

Comments:      
23. Are the risks to human subjects clearly described in the protocol?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
24. Are risks to human subjects reasonable as they relate to the benefits to the subject and knowledge to be gained?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
25. Are research related risks as assessed by those other than therapeutic risks acceptable for the population to be studied?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
26. Have strategies and adequate safeguards been adopted to reduce risk exposure as much as possible?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
27. Are there benefits to participation? (Consider benefits to subjects, society as well as indirect long-term benefits)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
28. Does the research plan make adequate provision for monitoring the data collected to ensure the safety of participants?(Consider if the research protocol needs to be modified, or changes in the risk level occur, they will be brought to the attention of the IRB in appropriate and timely fashion)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No                  
Comments:      
29. Do any payments seem sufficient yet not large enough to be coercive? Is there an appropriate justification for payment to be provided? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
30. Do the payments meet VA and FDA guidelines (Refer to VHA Handbook 1200.5, Section 12 and FDA IRB Information Guidance Sheet for Payment to Research Subjects )?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
31. Is the protocol consistent with information indicated on the Data Security Checklist (Appendix C) and the Principal Investigator’s Certification (Appendix D) of the Office of Research and Development (ORD) Memorandum dated February 6, 2007?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
32. Are data collection methods or tools used for data collections appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
33. Are there adequate provisions to protect the privacy of participants?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
34. Are there adequate provisions to protect confidentiality of the research data?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
35.  Is the scientific training and qualifications of investigators and research staff appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
36. Are there any perceived or real conflicts of interest for any of the study personnel listed? (If yes, a conflict of interest review may be required)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
37. Is the investigator seeking informed consent prospectively and will it be documented appropriately? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
38.  Will the investigator obtain the legally effective informed consent of the participant or the participant's legally authorized representative?

 FORMCHECKBOX 
 Yes              FORMCHECKBOX 
 No

Comments:      
39.  Do the circumstances of consent provide the prospective participant or the representative sufficient opportunity to consider whether or not to participate?

 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No 

   Comments:      
40.  Do the circumstances of consent minimize the possibility of coercion or undue influence?

 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

Comments:      
41.  Will the consent process (written or oral) be free of exculpatory language? 

 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

Comments:      
42.  Will the information given to the participant or the representative will be in language understandable to the participant or the representative?

 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

Comments:      
43.  No information will be provided to the participant or the representative that waives or appears to waive any of the participant's legal rights, or that releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence?

 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

Comments:      
44. Does the protocol involve use of investigational devices? ( Unless an IDE is provided, you will need to   complete the Investigational Device checklist.  NOTE: If the study involves the use of a “significant risk” device, an IDE designation must be documented or provided.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
45. Does the protocol use an investigational drug?  (If yes, a VA form 10-9012 must be attached for review and approval. FDA approved drugs are considered investigational if they are used in a randomized fashion or if used for non-approved indications as part of research - NOTE: If the study involves the use of a drug that is not approved for the purpose to be evaluated, an IND designation must be documented or provided.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
46. Has the investigator received an FDA approval letter for IND exemption?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
47. If a IND is not present, does the protocol meet on of the 5 FDA exemptions? (See below for list) 

 FORMCHECKBOX 
 Yes   Exemption #      

 FORMCHECKBOX 
 No

Comments:      
48. If the protocol involves ongoing outpatient treatment, is a patient information card included in the submission?  (The card must list at minimum the name of the subject, the name of the study, the name of the medication, and contact information for the PI and instructions for the subject to receive after hours assistance.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (Patient information card not required.)

Comments:      
49. Is Radiation Safety Committee approval required? (Ionizing radiation or radionucleide materials used for research purposes. Check “no” if radiation being used is for clinical purposes only and would still be required had the subject not been participating in this study)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
50. Is the investigator requesting a waiver of HIPAA Authorization? (If yes, please complete a Waiver of HIPAA Authorization checklist. NOTE:  If the investigator is requesting a waiver of authorization in order to screen potential subjects before obtaining informed consent for the study, a waiver of informed consent for screening should also be requested.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
51. Is the investigator requesting a waiver of informed consent? (If yes, please complete a Waiver of Informed Consent checklist. NOTE: Investigators may request a waiver of informed consent for screening purposes or for the full study. If the investigator plans to screen potential subjects before obtaining informed consent for the study, both a waiver of informed consent and a waiver of HIPAA authorization should be requested.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
52. Should the patient record (electronic or paper) be flagged to indicate the subject’s participation in the study?

 ( all GTM risk studies must be flagged)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
53. If the proposed research study involves multiple sites, are there adequate procedures in place for the management of information for the protection of participants? Are the appropriate multi-site forms provided 

· VAPHS as a Participating Site in a Research Study Conducted at Multiple Sites

· Application for VAPHS to be the Coordinating Site for Research Conducted at Multiple Sites

· Modifications to Application for VAPHS as Coordinating Site for a Research Study Conducted at Multiple Sites

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A (not a multi-center study)

Comments:      
STUDY DESCRIPTION AND SUMMARY OF REVIEW:      
STUDY RISK ASSESSMENT AND PROPOSED SCRUTINY LEVEL:

Risk Level 
Physical Risk 

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Psychological Risk
 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Economical Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Social Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal

                             Legal Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
 Greater Than Minimal



Overall Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal

IRB Level Of Scrutiny: The level of IRB scrutiny is based on the risks and burdens to the subjects or others as well as the likelihood that a more frequent review may be required due to anticipated developments that may influence the assessment of the risks and benefits to subjects and others.


 FORMCHECKBOX 
 Low 

 FORMCHECKBOX 
 Intermediate

 FORMCHECKBOX 
 High




(12 months)
(6 months)

(3 months)

Privacy/Data Security Risk Level:
 FORMCHECKBOX 
 Level 1 (VA Sensitive Information is collected/ used and subjects are unaware of the use/disclosure)







 FORMCHECKBOX 
 Level 2 (VA Sensitive Information is collected/used and 







subjects have given permission for the use/disclosure)







 FORMCHECKBOX 
 Level 3 (Only de-identified or limited data set 







information is collected/used)

AE Reporting Level:
 FORMCHECKBOX 
 AE1: More stringent level; all serious or unexpected adverse events must be reported to the IRB


 FORMCHECKBOX 
 AE2: Less stringent level; only serious or unexpected adverse events at least possibly related to study procedures should be reported to the IRB

Study Approved Sample Size (On Site):      
Recommendation:

 FORMCHECKBOX 
 Approve



 FORMCHECKBOX 
 Approve w/ minor modifications to be reviewed by the Chair or designee. All suggested changes must be stated below with explicit and unambiguous wording. (Only items that require simple concurrence(s) by the investigator or correction of grammatical or typographical errors would qualify for this option.) 

 FORMCHECKBOX 
 Approve w/ modifications to be reviewed by the fully convened IRB

 FORMCHECKBOX 
 Table

 FORMCHECKBOX 
 Disapprove

Specific Protocol Modifications Requested (Consent form modifications should be listed under the consent form checklist)

     
Reviewer Name:      

/es/      
Date:      
The FDA definition of research in the IND regulations is as follows: “Clinical investigation” means any experiment in which a drug is administered or dispensed to, or used involving, one or more human subjects. For the purposes of this part, an experiment is any use of a drug except for the use of a marketed drug in the course of medical practice (21 CFR 312.3(a)). Thus, under the FDA IND regulations, it is possible for one drug given to one person to be considered research. Not all drugs used in a FDA clinical investigation require an IND.  To be exempt from the requirements of the IND regulations, all of the following conditions must apply (that includes the requirement of IRB review and informed consent):

1) Exemption 1 (21 CFR 312(b)(1):

· The drug is lawfully marketed in the United States

· The investigation is not intended to support a new indication for use nor any other significant change in the labeling for the drug

· The investigation is not intended to support a significant change in the advertising for the product

· The investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product

· The investigation is conducted in compliance with the requirement for institutional review board review and informed consent, and

· The investigation is conducted in compliance with the FDA

regulations on promoting and charging for investigational drugs (21CFR 312.7).



2) Exemption 2 (21 CFR 312(2)(i):

· A clinical investigation involving one of the following three in vitro diagnostic biological products (blood grouping serum, reagent red blood cells, or anti-human globulini) is intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure, and

· It is shipped in compliance with 312.160.

3) Exemption 3 (21 CFR 312(2)(ii):

· A clinical investigation involving an in vitro diagnostic biologic product is one of the following:

· Blood grouping serum;

· Reagent red blood cells; or

· Anti-human globulin.

4) Exemption 4 (21 CFR 312(3):

· The drug is intended solely for tests in vitro or in laboratory research animals and 

· It is shipped in accordance with 312.160.

               
5) Exemption 5 (21 CFR 312(5) :

· The clinical investigation involves use of a placebo (if an IND is not required for any other part of the clinical investigation).
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