IRB PRIMARY REVIEWER WORKSHEET – AMENDMENT 


Review type: 
[image: image1.wmf]FULL BOARD

     [image: image2.wmf]EXPEDITED

    
Minor change(s) in previously approved research during the period for which approval is authorized.  Minor means that the changes produce no more than minimal risk to the subjects. {38CFR16.110(b)(2)}

The following items must be addressed in your review and presentation to the IRB.  
Reviewer:[image: image3.wmf]

 Date:[image: image4.wmf]

 PI & MIRB ID#:[image: image5.wmf]


· This request involves changes in the following (select all that apply) 

	   Protocol 
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[image: image7.wmf]Inclusion/exclusion criteria


[image: image8.wmf]Increase in number of subjects


[image: image9.wmf]Decrease in number of subjects


[image: image10.wmf]Co-investigators or research staff


[image: image11.wmf]Principal investigator


[image: image12.wmf]Other change to protocol


	 FORMCHECKBOX 
[image: image13.wmf]Subject payment or payment schedule


[image: image14.wmf]Investigator's brochure


[image: image15.wmf]Informed consent document
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[image: image17.wmf]Data collection tool(s)/questionnaires
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· Was the change initiated without IRB review and approval to eliminate apparent immediate hazards to participants?

[image: image20.wmf]YES (document below whether the change is consistent   

with ensuring the participants' continued welfare)

      FORMCHECKBOX 
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· When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects:
[image: image23.wmf]YES

       [image: image24.wmf]NO

       [image: image25.wmf]Not Applicable


· Does the proposed amendment change the scope, research objectives or methods?  

[image: image26.wmf]YES

        FORMCHECKBOX 
[image: image27.wmf]NO


· Does the proposed amendment increase risks to subjects?   
[image: image28.wmf]YES

        FORMCHECKBOX 
[image: image29.wmf]NO


· Do the proposed changes include information that may affect the subject’s willingness to participate?  

[image: image30.wmf]YES

        FORMCHECKBOX 
[image: image31.wmf]NO


· When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data (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; CONFIDENTIALITY - 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, are there adequate provisions to maintain the confidentiality of data?):
[image: image32.wmf]YES

       [image: image33.wmf]NO

       

· Additional safeguards have been included in the study to protect the rights and welfare of subjects likely to be vulnerable to coercion

[image: image34.wmf]YES

  [image: image35.wmf]NO

 [image: image36.wmf]NA (No vulnerable subjects)

   

SELECT “A” or “B”:

[image: image37.wmf]A)  No information has arisen which may relate to the subjects 

willingness to contiue participation 


[image: image38.wmf]B)  Information has arisen which may relate to the subjects willingness 

to contiue participation and has been or will be provided to participants


· Subject selection is equitable (consider inclusion and exclusion criteria, recruitment methods, purpose of research, setting in which the research will be conducted):

[image: image39.wmf]YES

        FORMCHECKBOX 
[image: image40.wmf]NO (provide comments below)
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· Risks have been minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk:

[image: image42.wmf]YES

       [image: image43.wmf]NO


· Risks have been minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes:

[image: image44.wmf]YES

       [image: image45.wmf]NO

       [image: image46.wmf]Not Applicable


· Risks (select the appropriate response):

[image: image47.wmf]to participants are reasonable in relationship to the potential benefits, if any, to participants, and the 

importance of the knowledge that may be expected to result (including consideration of the validity of 

the research design)

[image: image48.wmf]to participants are NOT reasonable in relationship to the potential benefits, if any, to 

participants, and the importance of the knowledge that may be expected to result 

(including consideration of the validity of the research design) 


COMPLETE THIS SECTION IF CHANGES TO THE INFORMED CONSENT DOCUMENT ARE PROPOSED
· The currently approved or proposed consent document is still accurate and complete  

[image: image49.wmf]YES

  [image: image50.wmf]NO (document what is needed in the section on basic and additional elements)


· Basic elements of informed consent are present (refer to  pages 7 & 8 of the Reviewer’s Reference for the listing of elements):   
[image: image51.wmf]YES

  [image: image52.wmf]NO (document what is not present)

 [image: image53.wmf]NA (consent waiver for non-FDA research or 

meets exemption)
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· Additional elements of informed consent as required are present (refer to page 8 of the Reviewer’s Reference for the listing of elements):  FORMCHECKBOX 

[image: image55.wmf]YES

  [image: image56.wmf]NO (document what is not present)

 [image: image57.wmf]NA (consent waiver for non-FDA research or 

meets exemption)

   
[image: image58.wmf]


· The Informed Consent Process Is Appropriate.  Consider:
1. Waiting period between informing the prospective subjects and obtaining the consent
2. Steps planned to minimize the possibility of coercion or undue influence
3. The language that will be used by those obtaining consent
4. The language that is understood by the prospective subjects or the legally authorized representatives
5. Who will obtain consent
6. The timing of obtaining informed consent.
7. The setting in which consent will be obtained
[image: image59.wmf]YES

  [image: image60.wmf]NO

 [image: image61.wmf]NA (consent waiver for non-FDA research or 

meets exemption)
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· Documentation of Informed Consent is appropriate (refer to pages 10-11 of the Reviewer’s Reference Guide for the regulatory requirements)
[image: image63.wmf]YES

  [image: image64.wmf]NO (document what is not present)

 [image: image65.wmf]NA (consent waiver for non-FDA research or 

meets exemption)
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· Additional comments, as applicable, regarding proposed changes:

[image: image67.wmf]


Select the appropriate box 
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[image: image69.wmf]MODIFICATIONS required (include details) to secure IRB approval with 

subsequent review by:



[image: image70.wmf]Full IRB Review

  [image: image71.wmf]Administrative Review

 

[image: image72.wmf]MODIFICATIONS required: Suspend enrollment (Full Board review only - 

document reason for recommending suspension of enrollment ) 


[image: image73.wmf]TABLE: Decison is deferred for a future meeting - major revision 

required (Full Board review only) 


[image: image74.wmf]DISAPPROVE with a request for submission of a new application (Full 

Board review only) 
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