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	PI Last Name:
	
	
	Reviewer Name:
	

	Protocol Number:
	
	
	Review Date:
	


Reviewer Criteria

	 FORMCHECKBOX 


	I do not have a conflicting interest1


1See IRB Guidance 14.1: Institutional Review Board Conflict of Interest Policy
	EXPEDITED REVIEW CHECKLIST


Background/Applicability: Please check and confirm that A, C, and D apply.  

 FORMCHECKBOX 
 
(A) This research activity (1) presents no more than minimal risk to research participants, and (2) involves

          
only procedures listed in one or more of the following categories, listed below that the Institutional Review Board (IRB) may review through the expedited review procedure authorized by the federal regulations. The

          
activities listed should not be deemed to be of minimal risk simply because they are included on this

          
list. Inclusion on this list merely means that the activity is eligible for review through the expedited

         
review procedure when the specific circumstances of the proposed research involve no more than

         
minimal risk to human subjects.  


Minimal risk is defined as *“Minimal risk” means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves from those ordinarily encountered in daily life or during the performance of routine physical or psychological examination or tests


(B) The categories in this list apply regardless of the age of subjects, except as noted

 FORMCHECKBOX 


(C)  This research activity does not involve the identification of the research participants and/or

          
their responses that would reasonably place them at risk of criminal or civil liability or be damaging to their’ financial standing, employability, insurability, reputation, or be stigmatizing, unless

          
reasonable and appropriate protections will be implemented so that risks related to invasion of

          
privacy and breach of confidentiality are no greater than minimal.  

 FORMCHECKBOX 

(D) This research activity does not involve classified research involving research participants.


(E)  IRBs and PIs are reminded that the standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review—expedited or convened—utilized by the IRB.

(F) 
Categories one (1) through seven (7) pertain to both initial and continuing IRB review.

	CRITERIA FOR APPROVAL

	1. CONTINUING REVIEW APPLICATION SUBMISSION
	YES
	NO

	Are any significant new findings and/or interim reports provided? 

    ( Answer only if previous answer  is YES, is there any significant info that may change a subject’s 

       willingness to participate?
	 FORMCHECKBOX 

(   FORMCHECKBOX 

	 FORMCHECKBOX 

(   FORMCHECKBOX 


	Comments/Questions for the PI to address – specify if required or suggested:




	2. SUBJECT ENROLLMENT 
	YES
	NO

	Is the enrollment rate as planned or reasonable to meet the goals of the study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If enrollment is notably slow? 

    ( Answer only if previous answer  is YES is adequate justification/explanation provided to 

       continue with the study
	 FORMCHECKBOX 

(   FORMCHECKBOX 

	 FORMCHECKBOX 

(   FORMCHECKBOX 


	Is there a notable rate of subject withdrawals?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Comments/Questions for the PI to address– specify if required or suggested:




See Section 4 of CCI Policy titled, Conflicts of Interest: Clinical Research for IRB member conflict of interest guidelines

	3. UNANTICIPATED EVENTS PRESENTING RISKS TO SUBJECTS OR OTHERS
	YES
	NO

	Were any subject complaints documented for this study and raise concern?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Have there been any unanticipated events since the protocol was first approved?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	    ( Answer only if previous answer  is YES: 
        ( Have all unanticipated events been reviewed by CCI?                                                   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

           Reviewer may reference complete file or online CCI database, as needed  
        (  Do any of these events alter the risk/benefit ratio?                                                        FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

        (  Should other subjects be informed of the events and/or change to risk/benefit ratio?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

 (  Should the consent or protocol be amended to include new information resulting        FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

            from the events?

	Comments/Questions for the PI to address – specify if required or suggested:




	4. PROTOCOL DEVIATIONS
	YES
	NO

	Has the PI submitted any new deviations as part of this submission?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     ( Answer only if previous answer is YES: 

         ( Do the reported deviations alter the risk/benefit ratio?                                            FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO                         

         ( Are any protocol changes required or recommended to prevent similar events in the future?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO          

         ( Are all the appropriate study materials updated and included for review?                                 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO

	Comments/Questions for the PI to address– specify if required or suggested:




	5. REGULATORY REVIEW CRITERIA
	YES
	NO
	N/A

	Do the risks (physical, emotional, financial, legal or social) continue to be minimized by procedures that are consistent with sound research design? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do the risks (physical, emotional, financial, legal or social) continue to be minimized by using procedures already performed on participants for treatment or diagnostic criteria?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do the risks (physical, emotional, financial, legal or social) continue to be reasonable in relationship to anticipated benefits?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Does subject selection remain equitable? Consider the purpose of the research, the setting in which the research will be conducted, the involvement of populations vulnerable to coercion or undue influence, inclusion and exclusion criteria, and recruitment and payment methods.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	If the study involves vulnerable subjects, do study procedures continue to ensure adequate safeguards for vulnerable subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Do study procedures to protect confidentiality continue to be adequate? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Do study procedures ensuring privacy continue to be adequate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Is there is a Data Safety Monitoring Plan (DSMP)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	· Answer only if previous answer is YES , 

             (   is the study adequately following the approved plan

             (    are there any notable observations or concerns that should be raised to the Committee?         
	 FORMCHECKBOX 
 FORMCHECKBOX 

	 FORMCHECKBOX 


 FORMCHECKBOX 
    
	

	Should there be verification from sources other than the investigator that no material changes have taken place since prior IRB review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Comments/Questions for the PI to address– specify if required or suggested:




	6. CHECKLIST OF INFORMED CONSENT/ASSENT ELEMENTS & LANGUAGE

        Is there an informed consent document     FORMCHECKBOX 
  yes       FORMCHECKBOX 
 no  ( if yes complete questions 8 and 9) 

	Are all consent forms included with the application? e.g. case and controls, translated consents
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO

	Overall, is consent/assent written in a language easily understandable to the subject and/or guardian, and void of any exculpatory language?
	 FORMCHECKBOX 
 YES
	  FORMCHECKBOX 
 NO

	Will the investigator obtain the legally effective consent of the participant or the participants legally

authorized representative?
	 FORMCHECKBOX 
 YES


	 FORMCHECKBOX 
 NO



	Does the consent process provide prospective participants or legally authorized representatives

sufficient opportunity to consider whether to participate and minimize possibility of undue influence?
	 FORMCHECKBOX 
 YES


	 FORMCHECKBOX 
 NO



	Will individuals communicating information to the participant or legally authorized representative

provide information in a language understandable to the participant?
	 FORMCHECKBOX 
 YES


	 FORMCHECKBOX 
 NO


	If consent has not been translated, should it be?

* Please specify language consent should be translated into, as needed. 
	 FORMCHECKBOX 
 YES


	 FORMCHECKBOX 
 NO



	(The Consent document continues to embody the basic and appropriate additional elements of consent as listed below:

	A statement that the study involves research.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	An explanation of the purposes of the research.     
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	An explanation of the expected duration of the participant’s participation.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	A description of the procedures to be followed.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	Identification of procedures that are experimental. (May be omitted if there are none.)   
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	A description of any reasonably foreseeable risks or discomforts to the participant.  

(May be omitted if there are none.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	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.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	A disclosure of appropriate alternative procedures or courses of treatment, if any, that may be available to the participant. (May be omitted if there are none.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	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.)
	 FORMCHECKBOX 
 YES


	 FORMCHECKBOX 
 NO


	 FORMCHECKBOX 
 NA



	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.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	An explanation as to whether compensation is available if injury occurs. (May be omitted if the research involves no more than minimal risk.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	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.)     
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	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.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	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.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	An explanation of whom to contact for answers to pertinent questions about the research.    
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	An explanation of whom to contact for answers to pertinent questions about the research participants’ rights.        
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	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.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	Contact information for the research team for questions, concerns, or complaints.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	Contact information for someone independent of the research team for problems, concerns,     
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	A statement that participation is voluntary.  
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

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

	A statement that the participant can discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	A statement that identifiers might be removed from the identifiable information/biospecimens and, the information/biospecimens could be used for future research studies without additional informed consent or the information/biospecimens will not be used or distributed for future research studies
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	

	9. CHECKLIST OF ADDITIONAL INFORMED CONSENT/ASSENT ELEMENTS 

	A statement that the particular treatment or procedure may involve risks to the participant, that 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.)  
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	A statement that if the participant is or becomes pregnant, the particular treatment or procedure may involve risks to the embryo or fetus that 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.)  
	 FORMCHECKBOX 
 YES


	 FORMCHECKBOX 
 NO


	 FORMCHECKBOX 
 NA



	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.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	Any additional costs to the participant that may result from participation in the research.  (Look for when additional costs are expected.)       
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	The consequences of a participant’s decision to withdraw from the research.  (Look for when withdrawal from the research will have adverse consequence.)   
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	Procedures for orderly termination of participation by the participant. (Look for when such procedures are part of the protocol.)
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	A statement that significant new findings developed during the course of the research that may relate to the participant’s willingness to continue participation will be provided to the participant. (Look for on long-term clinical trials.)  
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	The approximate number of participants involved in the study.    
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	The amount and schedule of all payments to the participant.     
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	A statement that the subject's biospecimens  may be used for commercial profit and whether the subject will or will not share in this commercial profit;
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	Whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions;
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA

	For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NA


You may attach a marked up copy of the consent/assent forms and/or other study materials with any edits, changes, typos or suggested wording.  Circle word/phrases that need to be rewritten in lay language or clarified.  Please make clear which comments are suggestions and which are required.

Additional Comments/Questions you would like the Principal Investigator to address:
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