AMENDMENT CHECKLIST FOR REVIEWERS
Instructions:  Complete this checklist as you review the protocol.  Indicate whether the Principle Investigator (PI) has given adequate consideration and safeguards to the each of the areas.
	IRB Number:          PI Name:         Protocol Title:       

	Description of proposed changes:      


IRB PROGRAM COORDINATOR RECOMMENDATIONS
	Are requested modifications minor and/or fit categories 1-7 on the list of categories qualifications for expedited review?
	 FORMCHECKBOX 
 Yes FORMCHECKBOX 
  No

	If No, address the conditions for approval:      

	Based on the revision, are there significant new findings that might relate to or affect a subject’s willingness to continue participation?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, has the information been provided to subjects in a revised consent/permission form or by some other method?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Is the requested modification consistent with ensuring subjects continued welfare?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Considering the requested modifications, does the research still meet the requirements for approval in accordance with 45 CFR 46.111?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	NOTE: If No, this must be referred to the full board for review.

	Will an investigational device or drug be added to the study?


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	NOTE: If Yes, complete the checklist for Investigational Drug and/or Investigational Device.


	Are prisoners being added?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, have the prisoner representative review and sign below.

	 FORMCHECKBOX 
  Expedited Approval (requested changes are minor and do not increase risks to subjects)

 FORMCHECKBOX 
  Expedited Approval with Explicit Conditions (further clarification/changes requested)

 FORMCHECKBOX 
  Refer to Full Board


IRB Reviewer(s) Signature(s)                                        



Date:      

FULL BOARD REVIEWER
	Does the reviewer have a real or perceived conflict of interest in the IRB review of this study?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Note: If Yes, stop here and contact Office of Research Support. 471-8871

	Does this amendment increase the risk level, relative to participant benefits?
	 FORMCHECKBOX 
 Yes FORMCHECKBOX 
  No

	If Yes, Describe:      

	Does the amendment request approval for additional subjects?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Does the amendment involve changes to payments to subjects which could unduly influence their participation? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Describe:      
	

	Does the amendment involve changes to or addition of a new consent form?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Describe:      

	If No, does the amendment request a waiver of informed consent or documentation of informed consent?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If either of the waivers was approved does it still apply?
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Does the amendment involve a change in the recruitment and consent process (including telephone scripts, ads, brochures, letters, and compensation)?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, is it fully described, appropriate, non-coercive, and does the consent form contain all the required elements as described at 45 CFR 46.116?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Does the amendment necessitate additional procedures for protecting privacy of study participants and confidentiality of study data?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If No, Clarify:      

	Does the amendment involve the addition of one or more vulnerable populations?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Describe:      

	Does the amendment involve the addition of a drug or device?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Describe:      

	Does this amendment require a change to the grant application/protocol?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Describe:      

	Are there any new ethical issues regarding the study that are a result of this proposed amendment?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	If Yes, Describe:      
	

	Have all significant new findings that might relate to the participant’s willingness to continue participation been provided to the participant?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A

	Considering the requested modifications, does the research still meet the requirements for approval in accordance with 45 CFR 45.111? See the IRB Members Guide:
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	http://www.utexas.edu/research/rsc/humansubjects/forms/irb_members_guide.pdf
	


REVIEWER RECOMMENDATIONS

	 FORMCHECKBOX 
  Approval

 FORMCHECKBOX 
  Approval with Explicit Conditions **

 FORMCHECKBOX 
  Tabled **

 FORMCHECKBOX 
  Disapproval **
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	** List the conditions for approval or reasons for Tabling/Disapproval:      


     










     

Reviewer (Print Name) 



Reviewer’s Signature                               Date
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