VA Medical Center

New York Harbor Healthcare System (NYHHS)

IRB Reviewers Evaluation 
1. SIGNIFICANCE of the research: Does this study address an important problem? will scientific knowledge or clinical practice be advanced? will these studies have an effect of on the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field.
 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
2. Does the scientific environment in which the work will be done contribute to the probability of success? 
 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

3. Does the study DESIGN adequately protect the subjects involved in the research? Are the conceptual or clinical framework, design, methods, and analyses adequately developed, well integrated, well reasoned, and appropriate to the aims of the project?
 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No


4. TISSUE BANKING? Is a VA-approved tissue bank used?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A
5. Are there adequate provisions for DATA and SAFETY MONITORING?

 Adequate plans for handling possible adverse events

      FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
Adequate plans for handling unanticipated problems


      FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
There is a need for a Data Safety Monitoring Board for this project       FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
6. Are the grant application materials (NIH, Merit Review, etc.) available for review?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A
7. Does this project identify the potential to enroll VULNERABLE SUBJECTS?

_____ Terminally ill

_____ Pregnant Women

_____ Mentally disabled

_____ Economically disadvantaged

_____ Educationally disadvantaged

_____ VA employees/volunteers
8. Is the inclusion of vulnerable subjects in this research project justified scientifically and ethically?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 


9. Are there adequate safeguards to protect the rights and welfare of subjects who could be vulnerable to coercion or undue influence?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 



10. In evaluating SUBJECT SELECTION, are the risks, burdens and benefits of the research equitably distributed?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 


11. Selection of SUBJECT POPULATION reflect purposes of the research and the group that will

benefit from research outcomes. Is the proposed work RELEVANT to veterans’ healthcare?


 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
12. ____ RECRUITMENT procedures described ensure voluntary participation and protect the privacy

interests of the participants during and after their involvement in the research.

13. Is the research open to all genders?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 
14.  _____ SAMPLE SIZE is adequate based on the statistical method used.

 _____ Inclusion/exclusion criteria reasonable.


_____ Is there scientific and ethical justification for exclusion of populations?

15. Methods used to obtain information about participants are acceptable and in accordance to VHA Privacy Rules.

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 
16. Is there authorization to access and use PHI for research and is their use appropriate for research purposes? If real social security numbers (SSN) are obtained, its use can only be approved when real SSN are required to meet the specific aims of the research protocol and/or to enter information into the subject’s health records.
 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
Real SSN approved for use.
17. Are proposed advertisements and other recruitment materials acceptable?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

18.  Is the proposal limited to studying only subjects with full capacity to sign consent? Is there a need to assess subject’s capacity to provide consent?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

19. Are there acceptable methods employed to protect the CONFIDENTIALITY of identifiable data during and after the conclusion of the investigation?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

20. Is there appropriate review and approval for Data Transfer?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

21. Is there a need for a Federal Certificate of Confidentiality?

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

22. Adequacy of INFORMED CONSENT PLAN:

____ Investigator obtains legally effective consent of the participant

____ Investigator obtains legally effective consent of the participant's legally authorized

representative (LAR)

____ Circumstances provides sufficient opportunity for participant to consider whether to

participate

____ Circumstances provides sufficient opportunity for participant or LAR to read the consent document before signing

____ Consent process minimizes possibility of coercion or undue influence.

____ Language to be used is understandable to participants and/or their LAR

____ Consent document embodied the basic and appropriate additional elements of disclosure.

____ Documentation of consent is required. If not skip question 23.
23. Adequacy of INFORMED CONSENT DOCUMENTATION:

   Long form:
____ The consent document embodies the basic and appropriate additional elements of disclosure. (See Elements of Informed Consent Disclosure)
____ The participant or the participant’s legally authorized representative will sign and date the consent document.

____ A witness to the participant’s signature or the participant’s legally authorized representative’s signature will sign and date the consent document.

____ If the sponsor or IRB requires a witness to the consenting process in addition to the witness to the participant’s signature and if the same person needs to serve both capacities, a note to that effect is placed under the witness’s signature line.

____ A copy of the signed and dated consent document will be given to the person signing the consent document.

____ The investigator will give either the participant or the representative adequate opportunity to read the consent document before it is signed.

____ Consent will be documented through the use of VA Form 10-1086.

  Short form:
____ The consent document states that the elements of disclosure required by regulations had been presented orally to the participant or the participant’s legally authorized representative.

____ A written summary embodies the basic and appropriate additional elements of disclosure.

____ There will be a witness to the oral presentation.

____ For participants who do not speak English, the witness is conversant in both English and the language of the participant.

____ The participant or the participant’s legally authorized representative will sign and date the consent document.

____ The witness will sign and date both the short form and a copy of the summary.

____ The person actually obtaining consent will sign and date a copy of the summary.

____ A copy of the signed and dated short form will be given to the participant or the representative.

____ A copy of the signed and dated summary will be given to the participant or the representative.

24. INVESTIGATIONAL DRUG USE:

____ Is this an FDA-regulated study?

____ Are there appropriately filled VA form 10-9012 for each study drug?

SPONSOR FUNCTION:

____ (PI) Aware of sponsor function and FDA regulatory requirements.

____ (PI) Compliant with FDA regulatory responsibilities and reporting requirements of both Investigator and Sponsor.

25. INVESTIGATIONAL DEVICE RISK DETERMINATION:
CHECK one: _________SIGNIFICANT RISK _________NON-SIGNIFICANT RISK
____ Information received which includes reports of prior investigations conducted with the device, the proposed investigational plan, a description of subject selection criteria, and monitoring procedures support this determination.
26. Rationale for Risk Assessment of investigational device: Check all that apply

_____ (a) Intended as an implant

_____ (b) Used in supporting or sustaining human life

_____ (c) Is of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health

_____ (d) Presents a potential for serious risk to the health, safety, or welfare of a subject.

_____ (e) Based on the proposed use of the device in this investigation and not the device alone.

27. STAFF adequate to conduct and complete the research:

_____The investigator has sufficient time & is appropriately trained
_____Adequate number of qualified staff

_____The investigator has a process to ensure that all persons assisting with the research are adequately informed about the protocol and their research-related duties and functions.
28. MULTI-SITE RESEARCH:

____ External sites have their own IRB

____ External sites granted permission for research to be conducted

____ Contact information for site available.

29. LEAD INVESTIGATOR/ LEAD SITE: Provisions for review of information relevant to the

protection of participants obtained from the different sites is adequate.

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

30. RISK DETERMINATION

____ (a) Risks to participants were minimized using procedures that were consistent with sound research design and that did not unnecessarily expose participants to risk.

____ (b) Risks to participants were minimized by using procedures already being performed on the participants for diagnostic or treatment purposes.

____ (c) Risks to participants are reasonable in relation to the potential benefits, if any, to

participants and the importance of the knowledge that might be expected to result.

_____ (A) NO RISK

_____ (B) MINIMAL RISK

_____ (C) GREATER THAN MINIMAL RISK WITH POTENTIAL DIRECT BENEFIT

_____ (D) GREATER THAN MINIMAL RISK & NO DIRECT BENEFIT BUT HAS

POTENTIAL TO YIELD GENERALIZABLE KNOWLEDGE ABOUT THE SUBJECTS DISORDER OR CONDITION

31. Investigator’s CONFLICT OF INTREST


____ Any apparent or potential financial COI that need to be resolved or managed.
____ Any apparent or potential scientific COI that need to be resolved or managed

32. PARTICIPANT OUTREACH: The investigator has a means to provide the prospective participant with contact persons, both as relevant part of the research team and independent of the team.

 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A

33. TELEPHONE CONTACT WITH SUBJECTS: 

____ Initial contact with potential subjects is in person and/or by letter prior to any telephone contact.


____ The scope of telephone contacts with subjects is limited to topics outlined in IRB-approved protocols and informed consent forms.
IRB-Recommended frequency of interval based on the degree of risk: __________ months
Summary:

Provide a summary assessment of the research proposal. (Attach separate sheet when necessary)

Please list any changes, modifications, or clarification required of the research protocol, consent form, or IRB application. If the research is to be deferred or disapproved, please also

provide a brief description.

IRB MEMBER CONFLICT OF INTEREST:

 FORMCHECKBOX 
 Check here if you (the reviewer) have no financial or scientific conflict of interest with

this protocol. Otherwise identify any conflicts of interest with this protocol by providing details.



     
Reviewer Name: ______________________________________

    FOR EXPEDITED REVIEW, SIGN AND DATE THIS FORM.

VA Medical Center

New York Harbor Healthcare System (NYHHS)

Items Checked are Elements Found in Consent Form

1. ______ A statement that the study involves research.
2. ______ An explanation of the purpose of the research.
3. ______ The expected duration of the subject's participation.
4. ______ A description of the procedures to be followed.
5. ______ Identification of any experimental procedures vs. standard care.
6. ______ A description of any reasonably foreseeable risks or discomforts to the subject including

for example, privacy risks (legal, employment and social).
7. ______ A description of any benefits to the subject or to others, which may reasonably be expected from research.
8. ______ A disclosure of appropriate alternative procedures or courses of treatment (if any) that

might be advantageous to the subject.
9. ______ A statement describing the extent (if any) to which confidentiality of records identifying

the subject will be maintained.
10. ______ If appropriate, a statement that Federal agencies such as the Food and Drug Administration (FDA), the Office for Human Research Protection (OHRP) and the Government Accounting Office (GAO) may have access to the records. [VHA Handbook 1200.5 App. C]. If an FDA-regulated test article is involved, the FDA requires a statement that the FDA may choose to inspect research records that include the subject’s individual medical records. [21 CFR 50.25 (1) (5)]

11. ______ For research involving more than minimal risk, an explanation as to whether any

compensation exists if injury occurs.
12. ______ For research involving more than minimal risk, an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of or where further information may be obtained.[38 CFR 17.85]

13. ______ An explanation of whom to contact for answers to pertinent questions about research and research subjects' rights.
Contact information for subjects:

_ To obtain answers to questions about the research.
_ To voice concerns or complaints about the research.
_ To obtain answers to questions about their rights as a research participant.
_ In the event the research staff could not be reached.
_ In the event the subject wishes to talk to someone other than the research staff.
_ In the event the of a research-related injury.
14. ______ A statement that participation is voluntary.
15. ______ A statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.
16. ______ A statement that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
17. ______ Include information concerning the amount of payment to subjects.
18. ______ Include information concerning the schedule of payments to subjects.
19. ______ Do not include any exculpatory language through which the subject or the subject's legally authorized representative is made to waive or to appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.
20. ______ * If appropriate, a statement that the particular treatment or procedure may involve risks to the subjects (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable.
21. ______ * Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent if appropriate.
22. ______ * Any additional costs to the subject that may result from participation in the research,

consistent with the Federal laws concerning veteran’s eligibility for medical care and treatment.
23. ______ * The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.
24. ______ * A statement that significant new findings developed during the course of the research

which may relate to the subject’s willingness to continue participation will be provided to the subject.
25. ______ * The approximate number of subjects involved in the study.
26. ______ A statement that a veteran-subject will not be required to pay for care received as a subject in a VA research project except as follows:

(a) those veterans who are required to pay co-payments for medical care and services provided by VA [38 USC 1710 (f) and (g)].
(b) Investigators need to note charges will not be made for medical services, including

transportation, furnished as part of a VA-approved research study [38 CFR 17.102].
27. ______ * If the investigators believe that the human biologic specimens obtained could be part of, or lead to the development of a commercially valuable product, or if the specimens are to be retained after the end of the study, current VA policy and Veterans Health Administration (VHA) regulations must be followed.

NOTE: If genetic testing is to be done, VA requirements pertaining to genetic testing must also be met.

28. Waiver of requirement for a signed informed consent is approved based on:

_____ The only record linking the subject and the research is the consent document.

_____ The research presents no more than minimal risk of harm to subject and involves no

procedures for which written consent is normally required outside of the research context.

_____ The research is not an FDA-regulated study.
29. ______ Records retention are in accordance with the VA’s Records Retention Schedule.
30. ______ The participant’s Medical Records should be flagged to protect subject’s safety. (CPRS Flag)


 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No 

 FORMCHECKBOX 
N/A
31.  If   NO above, indicate reason below. 

(1) ____  The participant’s involvement is:



 FORMCHECKBOX 
(a) Only one encounter


 FORMCHECKBOX 
(b) Only the use of a questionnaire


 FORMCHECKBOX 
    (c) The use of previously collected biological specimens. 

(2) ____  This is a minimal risk study and the identification of the patient as a subject in it would place the subject at greater than minimal risk.

32. For research involving subjects who are mentally ill or subjects with impaired decision-making capacity, the following requirements are met:

_____ Only incompetent persons or persons with impaired decision making capacity are suitable as research subjects.


_____ The proposed research entails no significant risks, tangible or intangible, or there is a greater possibility of direct benefit vs.  risk of harm to the participant.


_____ The participant’s representatives will be given descriptions of both proposed research studies and the roles and obligations of the person’s representatives to protect the incompetent subject or persons with impaired decision making capacity.

_____ The research proposed and adequate plan for the assessment of the capacity to consent. 

33. _____ Assent of the participants is required and an adequate plan for assent is approved.

*Additional elements of informed consent as applicable. 

VA Medical Center

New York Harbor Healthcare System (NYHHS)

Informed Consent Waivers Checklist
	WAIVER OF INFORMED CONSENT  

One of the following is true:

	     1.  The consent process is waived based on:

     The research involves no more than minimal risk to the participants.

(State reasons here)
     The waiver or alteration will not adversely affect the rights and welfare of the participants.
(State reasons here)
     The research could not practicably be carried out without the waiver or alteration.
(State reasons here)
     One of the following is true:

     Providing participants’ additional pertinent information after participation is not appropriate.

(State reasons here)
     Participants will be provided with additional pertinent information after participation.

     The research does not involve non-viable neonates as participants.

     The research is NOT subject to FDA regulation (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)
    2.   The consent process is waived based on:

     The research or demonstration project is to be conducted by or subject to the approval of state or local government officials.

     The research is designed to study, evaluate, or otherwise examine:

     Public benefit or service programs

     Procedures for obtaining benefits or services under those programs 

     Possible changes in or alternatives to those programs or procedures

     Possible changes in methods or levels of payment for benefits or services under those programs

     The research could not practicably be carried out without the waiver or alteration.

(State reasons here)
     The research does not involve non-viable neonates as participants.

     The research is NOT subject to FDA regulation (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)
     3.  The consent process is waived based on: 
                                                           
     The study involves an in vitro diagnostic device investigation. 

     The testing is noninvasive

     The testing does not require an invasive sampling procedure that presents significant risk.

     The testing does not by design or intention introduce energy into a subject.

     The device is not used as a diagnostic procedure without confirmation of the diagnosis by another medically established diagnostic product or procedure.

     Either of the following is true:

     For a product in the laboratory research phase of development, and not represented as an effective in vitro diagnostic product, all labeling bears the statement, prominently placed: “For Research Use Only. Not for use in diagnostic procedures.”

     For a product being shipped or delivered for product testing prior to full commercial marketing (for example, for use on specimens derived from humans to compare the usefulness of the product with other products or procedures which are in current use or recognized as useful), all labeling bears the statement, prominently placed: “For Investigational Use Only. The performance characteristics of this product have not been established.”

     The study uses one of more of the following leftover specimens:

     Specimens collected for routine clinical care or analysis that would have been discarded

     Specimens obtained from specimen repositories

     Leftover specimens that were previously collected for other research purposes

     The specimens are not individually identifiable as both of the following are true:

     The identity of the subject is not known to the investigator or any other individuals associated with the investigation, including the sponsor

     Neither the investigator nor any other individuals associated with the investigation, including the sponsor can readily ascertain the identity of the subject 

     One of the following is true:

     Specimens are not coded

     All of the following are true:

     A number, letter, symbol, or combination thereof (i.e., the code) has replaced identifying information (such as name or social security number) that would enable the investigator or any other individuals associated with the investigation, including the sponsor to readily ascertain the identity of the individual to whom the specimen pertains

     A key to decipher the code exists, enabling linkage of the identifying information to the specimen

     Either of the following are true:

     The specimens are not accompanied by clinical information

     Clinical information that accompanies the specimens does not make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor

· The individuals caring for the patients are different from those conducting the investigation and do not share information about the patient with those conducting the investigation
     The individuals caring for the patients are do not share information about the patient with those conducting the investigation

     The specimens are provided to the investigator(s) without identifiers

     The supplier of the specimens has established policies and procedures to prevent the release of personal information

     The study has been reviewed by an IRB in accordance with 21 CFR Part 56, except for determining compliance with 21 CFR Part 50

     The research is NOT subject to DHHS regulation (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)



	WAIVER OF WRITTEN DOCUMENTATION OF CONSENT  

One of the following is true:

	· Informed consent is waived. (Complete checklist Waiver or Alteration of Requirement to Obtain Informed Consent)
· Written documentation of informed consent is waived based on:

· The only record linking the participant and the research would be the consent document.

(State reasons here and document in minutes)
· The principal risk would be potential harm resulting from a breach of confidentiality. 

(State reasons here and document in minutes)
· Each participant will be asked whether he or she wants documentation linking the participant with the research, and the participant’s wishes will govern. 

(State reasons here and document in minutes)
· The consent process is appropriate. (See Informed Consent Requirements)
· When used requested by the participants consent documentation will be appropriate. (See Written Documentation of Informed Consent)
· The research is NOT subject to FDA regulation (See Determining Whether a Proposed Activity is Human Research According to DHHS or FDA Regulatory Definitions)
· One of the following is true:

· An information sheet disclosing the required and appropriate additional elements of consent disclosure will be provided to participants not requesting documentation of consent; OR

· An information sheet disclosing the required and appropriate additional elements of consent disclosure is inappropriate for participants not requesting documentation of consent.

· Written documentation of informed consent is waived based on:

· The research involves no more than minimal risk to the participants.

(State reasons here and document in minutes)
· That the research involved no procedures for which written consent is normally required outside of the research context.

(State reasons here and document in minutes)
· The consent process is appropriate. (See Informed Consent Requirements)
· One of the following is true:

· An information sheet disclosing the required and appropriate additional elements of consent disclosure will be provided to participants; OR

· An information sheet disclosing the required and appropriate additional elements of consent disclosure is inappropriate.




VA Medical Center

New York Harbor Healthcare System (NYHHS)

IRB Continuing Review Determinations

Yes N/A

 FORMCHECKBOX 
    FORMCHECKBOX 
  Continuing review occurred within the IRB-determined approval period Date: _________
 FORMCHECKBOX 
    FORMCHECKBOX 
  Subjects were enrolled and the following items reviewed:

____ Number

____ Gender information

____ Minority and /or Ethnic representation

____ Injuries reported due to participation in research

____ Subjects withdrawn and the reason for withdrawal

____ Inclusion and exclusion criteria

____ Recruitment methods

____ Vulnerable Population

____ [Subjects with diminished decision-making capacity were

evaluated with proper documentation]

 FORMCHECKBOX 
    FORMCHECKBOX 
  No subjects were enrolled since the last report however there are indications for potential enrollment by 







Date: _____________
 FORMCHECKBOX 
    FORMCHECKBOX 
  Reviewed research findings to date including:

____ Summary of subject experiences

____ Serious Adverse Event reports

____ Unanticipated problems involving risks to participants

____ Unanticipated problems involving risks to others

____ Summary of safety monitoring reports (DMC, DSMB report)

____ New identifiable risks to research subjects

____ New identifiable device risk

____ Relevant Multicenter trial reports

____ New information that may affect the subject's willingness to continue participation in the research

 FORMCHECKBOX 
    FORMCHECKBOX 
  Investigator's Brochure is updated/amended as of Date:

 FORMCHECKBOX 
    FORMCHECKBOX 
  Is there a need for verification of sources other than the PI?

 FORMCHECKBOX 
    FORMCHECKBOX 
  Is there information available regarding the research project that changes the risk/benefit ratio?

____ Adverse events

____ Complaints regarding the research

____ Other      
 FORMCHECKBOX 
    FORMCHECKBOX 
  Enrolled subjects are adequately protected through the current approved protocol.

 FORMCHECKBOX 
    FORMCHECKBOX 
  All protocol amendments since the last report were approved by the IRB.

 FORMCHECKBOX 
    FORMCHECKBOX 
  New scientific findings in the literature or other relevant findings that may impact on the research were reviewed.

  FORMCHECKBOX 
    FORMCHECKBOX 
  Were there any reports of breach in security and confidentiality of research data? If so, provisions for maintaining the confidentiality of data during and after the conclusion of the investigation are adequate.

 FORMCHECKBOX 
    FORMCHECKBOX 
  Investigator is compliant with the requirements of the VA IRB.

 FORMCHECKBOX 
    FORMCHECKBOX 
  All staff has met current training and credentialing requirements.

 FORMCHECKBOX 
    FORMCHECKBOX 
  New conflict of interest were identified and addressed appropriately.

 FORMCHECKBOX 
    FORMCHECKBOX 
  Complaints, reports of non-compliance were submitted and addressed appropriately.

VA Medical Center

New York Harbor Healthcare System (NYHHS)

Eligibility for Expedited Review

Yes No

 FORMCHECKBOX 
    FORMCHECKBOX 
  (1) Initial Review

 FORMCHECKBOX 
    FORMCHECKBOX 
  (2) Continuing Review

 FORMCHECKBOX 
    FORMCHECKBOX 
  (3) The review involves a Minor Change in approved research during the (one year or less) period of approval.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (4) The research presents no more than Minimal Risk to human subjects AND involves only procedures included in the list of Research categories (a through g) that may be reviewed through an expedited review procedure as listed in Appendix B of VHA Handbook 1200.5?

 FORMCHECKBOX 
    FORMCHECKBOX 
  (5) This is not Classified research involving human subjects.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (6) Identification of subjects and/or their responses would not put them at risk of criminal or civil liability, or be damaging to the subject's financial standing, employability, insurability, and/or reputation. If YES, END HERE.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (7) Appropriate protections are in place (implemented) so that risks related to invasion of privacy and breaches of confidentiality are minimized. If No, review by convened IRB is required.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (8) The research has been previously reviewed and approved by the IRB using expedited procedures AND conditions have not changed such that the research is no longer eligible for expedited review [e.g. protocol change, or experience showing the research to be greater than minimal risk.]

 FORMCHECKBOX 
    FORMCHECKBOX 
  (9) The research has NOT been previously reviewed and approved by the IRB using expedited procedures BUT conditions have changed to make the research eligible for expedited review under the applicability criteria and categories of research activities (a through g) that may be reviewed by expedited procedures as listed in VHA Handbook 1200.5 Appendix B.2.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (10) For this site all of the following statements apply:

____ The research is permanently closed to enrollment of new subjects;

____ All subjects have completed all research-related interventions;

____ The research at this site remain active only for long-term follow-up of subjects.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (11) No subjects have been enrolled at this site AND no additional risks have been identified anywhere.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (12) The remaining research activities at this site are limited to data analysis.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (13) The research is not conducted under an IND or IDE, and the IRB has previously determined at a convened meeting that the research involves no more than minimal risk and no additional risks have been identified since the last IRB review.

 FORMCHECKBOX 
    FORMCHECKBOX 
  (14) Research is eligible for expedited review.

EXPEDITED REVIEW CONDUCTED BY:

________________________________________

Print Name and Title

_______________________________________ _____________

Signature 






Date[image: image1]
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