
VA PITTSBURGH HEALTHCARE SYSTEM 

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

STUDY TITLE:      
Study ID Number:      
Principal Investigator:      
EXPEDITED REVIEW SCREENING (Both conditions must be met)

I. Research presents no more than MINIMAL RISK to subjects (considering physical, psychological, social and economic risk)
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      

AND


II. Identification of the subjects and/or their responses WOULD NOT reasonably place them at risk of criminal or civil liability or be damaging to the subject’s financial standing, employability, insurability, reputation, or be stigmatizing, OR reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are minimal.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      

Important: If the answer is no to either question, the proposal is not eligible for expedited review and must be forwarded to the fully convened IRB

EXPEDITED INITIAL REVIEW CATEGORY (Select One)

 FORMCHECKBOX 
 Clinical studies of drugs and medical devices based on paragraph  FORMDROPDOWN 
.


 FORMCHECKBOX 
 Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture based on paragraph  FORMDROPDOWN 
.

 FORMCHECKBOX 
 Prospective collection of biological specimens for research purposes by noninvasive means.

 FORMCHECKBOX 
 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.  (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)  

 FORMCHECKBOX 
 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).

 FORMCHECKBOX 
 Collection of data from voice, video, digital, or image recordings made for research purposes.

 FORMCHECKBOX 
 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.  

Important: If the proposal does not fit one of the 6 categories listed, it is not eligible for expedited review and must be forwarded to the fully convened IRB
BRIEF SUMMARY OF PROPOSED RESEARCH:

     
EXPEDITED INITIAL REVIEW CHECKLIST*

*Please complete a consent form review checklist or the checklist for waiver of informed consent separately as appropriate

1. Has the investigator completed and signed the application, conflict of interest form, investigator’s certification?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
2. Has the PI obtained the necessary support letters and signatures (Service line, laboratory, clinical support, pharmacy etc. as applicable)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


Comments:      
4. Is the scientific rationale appropriate? Are the specific aims of the study clearly stated and achievable based on the proposed study methodology?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
5. 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:      
6. Are the scientific rationale and study design appropriate for the protection of human subjects?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
7. Are the inclusion criteria appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
8. Are the exclusion criteria appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
9. 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:      
10.  Are methods of advertisements including media and format of advertising material appropriate for subject recruitment?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
12. 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:      
13. Does the protocol indicate that vulnerable populations will be included in the research (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons)?  

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No



Comments:      


14. 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
Comments:      

15. Have safeguards been included to protect the rights and welfare of vulnerable subjects (children, prisoners, pregnant women, mentally disabled persons, or economically disadvantaged persons)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
16. 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

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
18. 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:      
19. 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:      
20. Have strategies and adequate safeguards been adopted to reduce risk exposure as much as possible?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
22. Is there a “Data and Safety Monitoring Plan”? Is there description of study design safeguards (e.g., data and safety oversight committee) such that if the research protocol needs to be modified, or changes in the risk level occur, they will be appropriately and timely brought to the attention of the IRB for review and approval?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
23. 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:      
24. 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:      
25. Are data collection methods or tools used for data collection appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
27.  Are the scientific training and qualifications of investigators and research staff appropriate?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
28. Are there any perceived or real conflicts on interest for any of the study personnel listed? (If yes, a formal conflict of interest review is required.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
29. Does the protocol involve use of investigational devices? (If yes, please complete the “Investigational Device” checklist” – NOTE: If an IDE designation is required or provided [i.e. the study involves the use of a device that is not approved for the purpose to be evaluated], then the study is not eligible for expedited review.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
30. 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 an IND designation is required or provided [i.e. the study involves the use of a drug that is not approved for the purpose to be evaluated], then the study is not eligible for expedited review.)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
31. Is Radiation Safety Committee approval required? (Ionizing radiation or radionucleide materials used for research purposes)

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Comments:      
32. 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:      
33. 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:      
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



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

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):      
REVIEW DECISION: 

 FORMCHECKBOX 
 Approve





 FORMCHECKBOX 
 Approve with minor modifications/contingencies (Only items that require simple clarification or concurrence(s) by the investigator or correction of grammatical or typographical errors would qualify for this option.)
 FORMCHECKBOX 
 Deferred with significant modifications requested

 FORMCHECKBOX 
 Refer to IRB

Summary of Modifications Requested (If applicable):

     
Reviewer:      



/es/        
Date:       

EXPEDITED REVIEW CATEGORIES:

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

(1) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required.  

Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.
(2)  Research on medical devices for which an investigational device exemption application (21 CFR Part 812) is not required; or the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

b.  Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(1)  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; or

(2) from other adults and children2, 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 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. 

c.  Prospective collection of biological specimens for research purposes by noninvasive means.  Examples are as follows:

(1)  hair and nail clippings in a non-disfiguring manner; 

(2)  deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; 

(3)  permanent teeth if routine patient care indicates a need for extraction; 

(4)  excreta and external secretions (including sweat); 

(5)  uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue;

(6)  placenta removed at delivery; 

(7)  amniotic fluid obtained at the time of rupture of the membrane prior to or during labor;

(8)  supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; 

(9)  mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings;

(10)  sputum collected after saline mist nebulization.

d.  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.  (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)  Examples of procedures eligible for expedited review are:

(1)  physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject's privacy; 

(2)  weighing or testing sensory acuity; 

(3)  magnetic resonance imaging; 

(4)  electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; 

(5)  moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

e. 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).  

NOTE: Some research in this category may be exempt from the VA regulations for the protection of human subjects (38 CFR 16.101(b)(4)).  This listing refers only to research that is not exempt.
f.  Collection of data from voice, video, digital, or image recordings made for research purposes.

g. 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.  
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