INITIAL REVIEW - PRIMARY REVIEWER WORKSHEET


The following items must be addressed in your review for the VAWNYHS IRB and Research & Development Committee  

Reviewer Name:





DUE DATE:


Title of Study:

Principal Investigator Name: 
              NOTE:  All regulatory criteria are given a “Yes or NO” answer. Other questions that are NOT regulatory are permitted to have a “NA” response.
1.  Study Summary and Comments (may be attached separately)

2. Vulnerable Participants:

[image: image2.wmf]NO

[image: image1.wmf]YES

   [image: image3.wmf]NA (No vulnerable subjects)


a) Will some or all of the participants likely to be vulnerable to coercion or undue influence?  

[image: image4.wmf]YES

       [image: image5.wmf]NO


If YES, describe reasons for including vulnerable participants (prisoners, pregnant women, fetuses, children, mentally disabled, economically or educationally disadvantage and those likely to be vulnerable to coercion or undue influence) 

b) Describe additional safeguards which have been included in the study to protect the rights and welfare of Participants likely to be vulnerable to coercion or undue influence. (Note: If the research involves adults with impaired decision making- complete the Enrolling Participants Who May Be Incompetent or Have Impaired Decision Making Capacity (IDMC) form)

3. Is the selection of participants equitable?
·     Consider the purpose of the research.

·     Consider the setting in which the research will be conducted.

·     Consider the involvement of populations vulnerable to coercion or undue influence.

·    Consider inclusion and exclusion criteria.

·    Consider recruitment and payment methods.

[image: image6.wmf]YES

        FORMCHECKBOX 
[image: image7.wmf]NO (provide comments below)


4. Anticipated benefits:
 What benefits to participants and to science are anticipated?

5. Safety: & Provision for Monitoring the Data Collected to Ensure the Safety of Participants:

If the research involves more than minimal risk to participants, the research plan makes adequate provision for monitoring the data collected to ensure the safety of participants:

[image: image8.wmf]YES

        FORMCHECKBOX 
[image: image9.wmf]NO

       
6. Risks of Research:

a) Describe the risks of research (consider physical, psychological, social, economic and legal risks):

[image: image10.wmf]YES

     [image: image11.wmf]NO

   FORMCHECKBOX 

b)  Have the risks have been minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk?

[image: image12.wmf]YES

        FORMCHECKBOX 
[image: image13.wmf]NO


c) Have the risks have been minimized, whenever appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes?
[image: image14.wmf]YES

        FORMCHECKBOX 
[image: image15.wmf]NO

       

d) Risks to participants are reasonable in relation to anticipated benefits, if any, to     participants, and the importance of the knowledge that may reasonably be expected to result.

[image: image16.wmf]YES

       [image: image17.wmf]NO


e) Risk level:



 FORMCHECKBOX 
   No more than Minimal Risk 


 FORMCHECKBOX 
   Moderate Risk 



 FORMCHECKBOX 
   High Risk 

f) Continuing review interval based on level of risk:

[image: image18.wmf]1 Year

    [image: image19.wmf]6 Month

s

    [image: image20.wmf]3 Months

  

If the risk level for this project is more than moderate or if the recommended continuing review interval is more frequent than annual, provide the rationale for the recommended continuing review interval based on level of risk 

Provide Rationale: 

 7. Methods to Obtain Data (select all that apply):

	[image: image21.wmf]Clinical Evaluation

 [image: image22.wmf]Imaging tests

 [image: image23.wmf]Interviews

 [image: image24.wmf]Lab tests

 [image: image25.wmf]Questionnaires

[image: image26.wmf]Medical Record Reviews

[image: image27.wmf]Other (list below)




8. Privacy:
a) The Setting, Methods and Circumstances for identifying participants for recruitment and obtaining information about participants and conducting the research respect the individual’s Privacy and are appropriate to the nature of the information being sought.

[image: image28.wmf]YES

        FORMCHECKBOX 
[image: image29.wmf]NO


b) There are adequate provisions to protect the privacy interests of participants:

[image: image30.wmf]Yes

 [image: image31.wmf]No


(Privacy interests relate to whether people feel comfortable with intrusions on what they want to keep to themselves. Those intrusions may be about information but they might not involve information. Examples of non-informational privacy interests: physical, emotional and psychological privacy)

9. Confidentiality:
a) Methods to protect data confidentiality (select all that apply):

[image: image32.wmf]Anonymous data collection

    [image: image33.wmf]Coding of data

  [image: image34.wmf]Destruction of link

 [image: image35.wmf]Password protected access

[image: image36.wmf]Storage of data in locked areas

 [image: image37.wmf]Other (list below)


b) Are there adequate provisions to maintain the confidentiality of data?

[image: image38.wmf]Yes

 [image: image39.wmf]No

 

(Consider the USE of personally identifiable data and the NATURE, PROBABILITY, AND MAGNITUDE OF HARMS that would be likely to result from a disclosure of collected information outside the research)

10. Resources:
The investigator has adequate resources requested/available that are necessary for human research protection, care of research participants, and safety during the conduct of the research in terms of the following:

	Adequate Facilities
	[image: image40.wmf]YES

      FORMCHECKBOX 
[image: image41.wmf]NO



	Adequate Numbers of Qualified Staff
	[image: image42.wmf]YES

      FORMCHECKBOX 
[image: image43.wmf]NO



	Availability of medical or psychological resources that participants might require as a consequence of the research
	[image: image44.wmf]YES

      FORMCHECKBOX 
[image: image45.wmf]NO

     [image: image46.wmf]Not Applicable



	Are non-veterans being entered into the research?
	[image: image47.wmf]YES

      FORMCHECKBOX 
[image: image48.wmf]NO

     

	If YES, are there insufficient veterans available to complete the study? (If NO, the research cannot be approved).
	[image: image49.wmf]YES

      FORMCHECKBOX 
[image: image50.wmf]NO



	Access to a population that would allow recruitment of the required number of participants
	[image: image51.wmf]YES

      FORMCHECKBOX 
[image: image52.wmf]NO

     [image: image53.wmf]Not Applicable



	Sufficient Time To Complete Study
	[image: image54.wmf]YES

      FORMCHECKBOX 
[image: image55.wmf]NO



	A process to assure persons assisting with the research are adequately informed of protocol and their research related duties and functions
	[image: image56.wmf]YES

      FORMCHECKBOX 
[image: image57.wmf]NO

     [image: image58.wmf]Not Applicable




 FORMCHECKBOX 
11.  Informed Consent: COMPLETE THIS SECTION IF INFORMED CONSENT       DOCUMENT IS Submitted

[image: image59.wmf]NA (consent waiver for non-FDA research or 

meets exemption)


a)  Basic elements of informed consent are present:   

      A statement that the study involves research. 

      An explanation of the purposes of the research. 

      An explanation of the expected duration of the participant’s participation. 

      A description of the procedures to be followed.

      Identification of any procedures that are experimental. (May be omitted if there are none.)
      A description of any reasonably foreseeable risks or discomforts to the participant. (May be omitted if there are none.)
      A description of any benefits to the participant or to others, which may reasonably be expected from the research. (May be omitted if there are none.)
      A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant. (May be omitted if there are none.)
      A statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained. (May be omitted if confidentiality will not be maintained.)
      A statement that notes the possibility that the Food and Drug Administration may inspect the records. (May be omitted for research that is not FDA-regulated.)
      An explanation as to whether compensation is available if injury occurs. (May be omitted if the research involves no more than minimal risk.)
      If compensation is available when injury occurs, an explanation as to what it consists of or where further information may be obtained. (May be omitted if the research involves no more than minimal risk.)
      An explanation as to whether any medical treatments are available if injury occurs. (May be omitted if the research involves no more than minimal risk.)
      If medical treatments are available when injury occurs, an explanation as to what it consists of or where further information may be obtained. (May be omitted if the research involves no more than minimal risk.)
      An explanation of whom to contact for answers to pertinent questions about the research. 

      An explanation of whom to contact for answers to pertinent questions about the research participants’ rights. 

      An explanation of whom to contact in the event of a research-related injury to the participant. (Note: May not be omitted just because the research involves no more than minimal risk.)
      Contact information for the research team for questions, concerns, or complaints. 
      Contact information for someone independent of the research team for problems, concerns, questions, information, or input.

      A statement that participation is voluntary.

      A statement that refusal to participate will involve no penalty or loss of benefits to which the participant is otherwise entitled. 

      A statement that the participant can discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled. 

   A statement that in the event of a research-related injury the VA had to provide necessary medical treatment to a participant injured by participation.

    A statement that a veteran-participant would not be required to pay for care received as a participant in a VA research project except in accordance with federal law and that certain veterans were required to pay co-payments for medical care and services provided by VA.


Basic elements of informed consent are present:                                                           [image: image60.wmf]YES

  [image: image61.wmf]NO (document what is not present)

         
Describe missing elements:
b) Additional elements of informed consent as required are present:  FORMCHECKBOX 

    A statement that the particular treatment or procedure may involve risks to the participant, which are currently unforeseeable. (Look for when research involves investigational drugs/devices, novel procedures involving risk, or where a goal of the research is to define safety.)

      A statement that if the participant is or becomes pregnant, the particular treatment or procedure may involve risks to the embryo or fetus, which are currently unforeseeable. (Look for when the research involves pregnant women or women of childbearing potential, and the effect of the procedures have not been evaluated in pregnancy or a goal of the research is to define safety in pregnancy.)

      Anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent. (Look for when the protocol mentions this as a possibility.)

      Any additional costs to the participant that may result from participation in the research. (Look for when additional costs are expected.)

      The consequences of a participant’s decision to withdraw from the research. (Look for when withdrawal from the research will have adverse consequence.)

      Procedures for orderly termination of participation by the participant. (Look for when such procedures are part of the protocol.)

      A statement that significant new findings developed during the course of the research which may relate to the participant’s willingness to continue participation will be provided to the participant. (Look for on long-term clinical trials.)

      The approximate number of participants involved in the study.

      The amount and schedule of all payments. 
Other

      No statements similar to “Compensation will not be provided.”

      No signature line for legally authorized representative or parent, when the research is not approved for cognitively impaired adults or children.
      Additional elements of informed consent as required are present 
[image: image62.wmf]YES

  [image: image63.wmf]NO (document what is not present)

   
Describe missing elements:
 c)  Check the box to identify type of Consent: ( LONG Form or ( SHORT Form.

ONLY COMPLETE when the LONG form of consent is used, any item NOT YES, should be addressed below. 

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

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

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

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

       (Yes (No  (NA 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 was placed under the witness’s signature line.

Comments:

ONLY COMPLETE when the SHORT form of consent is used any item NOT YES, should be addressed below. 

   (Yes  The consent document (short form) states that the elements of disclosure required by regulations had been presented orally to the participant or the participant’s legally authorized representative.
(Yes  A written summary (equivalent to the information in the long form of consent documentation) embodies the basic and appropriate additional elements of disclosure.

 (Yes  There will be a witness to the oral presentation. (This must be a witness to the entire presentation, not just the signature as typical for a long form of documentation.)

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

(Yes  The participant or the participant’s legally authorized representative will sign and date the short form.

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

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

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

(Yes A copy of the summary will be given to the participant or the representative.

Comments:

 d) Is the Informed Consent Process Appropriate?     
[image: image64.wmf]YES

  [image: image65.wmf]NO

 [image: image66.wmf]NA (consent waiver for non-FDA research or 

meets exemption)

 

  Consider:

1. Waiting period between informing the prospective participants and obtaining the consent

2. The language that will be used by those obtaining consent

3. The language that is understood by the prospective participants or the legally authorized representatives

4. Who will obtain consent

5. The timing of obtaining informed consent.

6. The setting in which consent will be obtained

7. The amount and timing of payments to participants 

Checking Yes for 11 (d) indicates a determination that the consent process meets the following five regulatory requirements:

1. The investigator may not involve a human being as a participant in research unless the investigator has obtained the legally effective informed consent of the participant or the participant’s legally authorized representative.

2. The consent process provides sufficient opportunity to consider whether to participate.

3. The consent process minimizes the possibility of coercion or undue influence.

4. The consent discussion is in language understandable to the participant or the representative.

5. The consent discussion is free of exculpatory language. (Language through which the participants or the representative is made to waive or 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.)

Comments:

12. Waiver of Informed Consent     

[image: image67.wmf]NA (consent waiver for non-FDA research or 

No waiver of consent requested


NOTE: A waiver of the requirement to obtain informed consent may not be granted for FDA regulated research


[image: image68.wmf]This is NOT FDA regulated research


a) Waiver of the requirement to obtain consent is requested.
(45CFR46.116D /38CFR16.116)

Are ALL of the following criteria satisfied?    

[image: image69.wmf]YES

       [image: image70.wmf]NO,  waiver of informed consent not approved


1) The research involves no more than minimal risk to the participants; 

2) The waiver or alteration will not adversely affect the rights and welfare of the participants; 

3) The research could not practicably be carried out without the waiver or alteration; and 
4) Whenever appropriate, the participants will be provided with additional pertinent information after participation.  

If yes, describe how the protocol specific characteristics of this study meet each of the 4 consent waiver criteria above.  In particular, address practicability.

13.  Waiver of Written Informed Consent
[image: image71.wmf]NA (consent waiver for non-FDA research or 

No waiver requested


a) For Non-FDA regulated research:
If waiver of documentation of consent (signed consent form) is requested for Non-FDA regulated research (45CFR46.117(c)/38CFR16.117(c)) mark whether 1 or 2 is satisfied: 
[image: image72.wmf]1) The only record linking the subject and the research would be the 

consent document, and the principal risk would be the potential harm 

resulting from a breach of confidentiality.  Each subject will be asked 

whether the subject wants documentation linking the subject with the 

research, and the subject's wishes will govern


[image: image73.wmf]2) The research presents no more than minimal risk of harm to 

subjects, and involves no procedures for which written consent is 

normally required outside of the research context


b) For FDA regulated research:  

If waiver of documentation of consent (signed consent form) is requested for FDA regulated research mark whether 1 or 2 is satisfied for waiver of the requirement for written documentation of consent (signed consent form waiver).

[image: image74.wmf]1) The research presents no more than minimal risk of harm to subjects and 

involves no procedures for which written consent is normally required outside 

the research context.

[image: image75.wmf]2) The study meets the criteria for approval as planned emergency 

research per the Investigational Drugs, Devices and Biologics SOP.


c) If the requirement for written documentation of consent (signed consent form) is to be waived, describe how the specific characteristics of this study meet the applicable criteria above for either non-FDA regulated or FDA regulated research.

 d)  When the requirement for written documentation of consent is to be waived, a written description of the information that will be provided to participants has been submitted to the IRB and meets the basic elements and applicable additional elements of consent.

[image: image76.wmf]YES

        FORMCHECKBOX 
[image: image77.wmf]NO


  e)  When the requirement for written documentation of consent is to be waived, should the investigator be required to provide participants with a written statement regarding the research?

[image: image78.wmf]YES

        FORMCHECKBOX 
[image: image79.wmf]NO

      [image: image80.wmf]Provide instructions below if statement is to be required


14.  HIPPA
a) HIPAA authorization is present and complete:  FORMCHECKBOX 

[image: image81.wmf]YES

 FORMCHECKBOX 
       [image: image82.wmf]NO (document what is not present)

 [image: image83.wmf]NA (HIPAA waiver is requested)

[image: image84.wmf]No personally identifiable information will be collected


b) HIPAA waiver request 
i) Are ALL of the following criteria satisfied? 

[image: image85.wmf]YES

        FORMCHECKBOX 
[image: image86.wmf]NO

        FORMCHECKBOX 

1. The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements: 

a. An adequate plan to protect the identifiers from improper use and disclosure; 
b. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and
c. Adequate written assurances that the requested information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule

2. The research could not practicably be conducted without the waiver or alteration; and

3. The research could not practicably be conducted without access to and use of the requested information

ii) If yes, describe how the protocol specific characteristics of this study meet the 3 criteria for approval of the HIPAA waiver of authorization.  

15.  Research Investigational  Drugs, Devices and Radioactive Investigational Drugs:
Complete if the study involves a research drug, device, or radioactive investigational drug.

a) Investigational New Drug (IND): If the protocol includes use of a drug, complete the IND Checklist provided.


[image: image87.wmf]YES

        FORMCHECKBOX 
[image: image88.wmf]NO

[image: image89.wmf]Not Applicable


   b) Investigational Device Exemption (IDE): If the protocol includes use of a device         complete the IDE Checklist provided.

[image: image90.wmf]YES

        FORMCHECKBOX 
[image: image91.wmf]NO

[image: image92.wmf]Not Applicable


· Has the investigator provided adequate plans for receipt, storage, security, dispensing, and use of the investigational device?
[image: image93.wmf]YES

        FORMCHECKBOX 
[image: image94.wmf]NO


· Are the investigators plans adequate to ensure that only authorized personnel will be able to use or dispense the device and that the device will be used only in participants who have consented to be in the research? 
[image: image95.wmf]YES

        FORMCHECKBOX 
[image: image96.wmf]NO


c) Radioactive Investigational Drugs require approval from the VAWNYHS Radiation Safety Committee; does the protocol include a copy or reference of this request?
[image: image97.wmf]YES

        FORMCHECKBOX 
[image: image98.wmf]NO

[image: image99.wmf]Not Applicable


Comments:
16. Documentation in Medical Record:


Does the medical record need to be flagged to protect the participant’s safety by indicating participation in the study and the source of more information on the study? (Yes (No ---If NO, indicate the reason why:

· Participation in the study involves only one encounter

· Participation in the study involves the use of a questionnaire or previously collected biological specimens.

· Identification as a participant in a particular study will place the participant at greater than minimal risk.  
_____________________________________________________________________________
Prospect of Benefit for the research project:

 FORMCHECKBOX 
   Prospect for direct benefit to participant

 FORMCHECKBOX 
   Little prospect for benefit to the participant, but likely to yield generalizable knowledge

 FORMCHECKBOX 
   No prospect for direct benefit to participants, but likely to yield generalizable knowledge

 FORMCHECKBOX 
   No prospect for direct benefit to participants and unlikely to yield generalizable knowledge 

Primary Reviewer’s Recommendation: 

 FORMCHECKBOX 
   APPROVE with no changes
 FORMCHECKBOX 
   APPROVE pending minor changes 

 FORMCHECKBOX 
   TABLE pending substantive changes 

 FORMCHECKBOX 
   DISAPPROVE 

REVIEWER’S SIGNATURE:_________________________________     Date:_________
Primary Reviewer Conflict of Interest:

Indicate by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No 

_____________________________________________________________________________

_____________________________________

______________

  AO, Research and Development             

            Date
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