MIAMI VAHCS IRB
REQUEST FOR AMENDMENT TO PREVIOUSLY APPROVED RESEARCH
Principal Investigator:        .

Project Title:         .
Project #:         .
Submit  3 copies of the Amendment package (including the original).   Components to be included in the Request for Amendment package are as follows:

1. Research Application form for the study to be amended. (Copy of the form submitted for original protocol review)

2. This Request form

3. Amendment documentation (either a revised protocol with changes highlighted or clearly indicated in some other way, or a revised Informed Consent (IC) with changes highlighted).   Requests which do not make clear specific changes will not be considered.
4. Revised (or new) IC(s) with changes clearly indicated with underlining or highlighting. 
5. Previously approved IC(s) (with IRB approval/expiration stamp)


Please check all that are applicable:

 FORMCHECKBOX 
 Changes to the protocol are needed. Attached is a copy of the revised protocol with the changes highlighted or otherwise clearly indicated.    The need for the proposed changes is based on the following:

     
 FORMCHECKBOX 
 Changes to the IC are needed. Attached is a copy of the revised IC form with the changes highlighted.  The need for the proposed changes is based on the following:

     
 FORMCHECKBOX 
 Changes to the IC and Protocol are needed. Attached is a copy of the revised IC form with the changes highlighted and a copy of the revised protocol with the changes highlighted or otherwise clearly indicated. The need for the proposed changes is based on the following:

     
 FORMCHECKBOX 
 Changes to other components of the IRB record are needed. Please explain. 
     
Is it likely that this change will affect the participants’ willingness to continue participation in the study?    Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If yes, this request cannot be expedited.  










     
Signature of Principal Investigator





 Date

	REVIEWER DOCUMENTATION OF EXPEDITED REVIEW OF MINOR CHANGES TO PREVIOUSLY APPROVED PROTOCOL

	I - CONFLICT OF INTEREST DISCLOSURE


As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?     FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No


**If yes, please do not perform the review and contact the IRB Office: 305 575-7000 X4462



	II – MINOR CHANGES AND REGULATORY CRITERIA
Expedited Approval of Minor Changes based on:

38 CFR Sec. 16.110(b)(2)  

Expedited review procedures for Minor changes in previously approved research during the period (of one year or less) for which approval is authorized.

A minor change is one in which, in the judgment of the IRB Reviewer, makes no substantial alteration in:

· The level of risk to subjects 

· The research design or methodology (adding procedures that are not eligible for expedited review.
· The number of subjects enrolled in the research 

· The qualifications of the research team 

· The facilities available to support safe conduct of the research

· The likelihood of subjects willingness to participate.
Any other factor that would warrant review of the proposed changes by the convened IRB 

(Please explain)       
Regulatory criteria for approval:

 FORMCHECKBOX 
    Risks to participants are minimized by using procedures which are consistent with sound research design and 

        which  do not unnecessarily expose participants to risk, and 

 FORMCHECKBOX 
    Risks to participants are minimized whenever appropriate, by using procedures already being performed on the 

         participants for diagnostic or treatment purposes. 

 FORMCHECKBOX 
    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.
 FORMCHECKBOX 
    Selection of participants is equitable taking into account the purposes of the research, the setting in which the 

         research will be conducted, the special problems of research involving vulnerable populations, the selection criteria  

        and the recruitment procedures. 

 FORMCHECKBOX 
    When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the 

         safety of participants. 

 FORMCHECKBOX 
    When appropriate, there are adequate provisions to protect the privacy of participants and to maintain the  

         confidentiality of data. 

 FORMCHECKBOX 
    When some or all of the participants are likely to be vulnerable to coercion or undue influence, additional 

         safeguards have been included in the study to protect the rights and welfare of these participants.



	III - REVIEWER DETERMINATION

EXPEDITED REVIEW OF MINOR CHANGES (check one):

 FORMCHECKBOX 
 Approved – proposed changes in the research meet the definition of minor as indicated above.

 FORMCHECKBOX 
 Refer for Full Committee Review – proposed changes in the research do not meet the definition of minor as indicated above; therefore, this submission does not qualify for Expedited Review procedures. 

Description of Changes:     


	Signature of IRB Chair or Designated Reviewer  




  Date
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