
IRB Staff Review Checklist –New Protocol
	FUNDING SOURCE
	SUBPART

	 FORMCHECKBOX 
  Defense
	 FORMCHECKBOX 
 B

	 FORMCHECKBOX 
  ED
	 FORMCHECKBOX 
 C

	 FORMCHECKBOX 
  EPA
	 FORMCHECKBOX 
 D

	 FORMCHECKBOX 
  FDA
	

	 FORMCHECKBOX 
  NIJ
	

	 FORMCHECKBOX 
  NIH
	

	 FORMCHECKBOX 
       
	

	 FORMCHECKBOX 
       
	


	RPI Name:      

	Protocol #:      

	Project Title:       


	Office Reviewer:       FORMTEXT 


	IRB Track:      


	Reason for Review:      

	Category with qualifier:      


	
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Office Reviewers:  Check each section of the IRB form and indicate “OK” when appropriate. If there is an unresolved issue indicate !!! (“attention”) to alert the IRB member.

	1.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 1: Is RPI eligible to serve as RPI? 

NOTE:      

	2.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 3: Check co-PI status/affiliation. (Are agreements necessary or IRB approval from other institutions required?)

NOTE:      

	3.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 5D: Contact information for funding official if externally funded.

NOTE:      

	4.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 6: Is conflict management plan required?

NOTE:      

	5.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 7: Research objectives and significance reasonably clear?

NOTE:      

	6.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 8: Are performance site listed and IRB boxes checked properly?

 FORMCHECKBOX 
 Collaborating institution  (US)
 FORMCHECKBOX 
 Carle
 FORMCHECKBOX 
 Site(s) outside of US
     FORMCHECKBOX 
 IRB approval?
       FORMCHECKBOX 
  IRB approval required?
       FORMCHECKBOX 
 IRB/EC?
     FORMCHECKBOX 
 Authorization Agreement?
       FORMCHECKBOX 
  Other local permission?
       FORMCHECKBOX 
  PI qualifications?
       FORMCHECKBOX 
  Qualified IRB reviewer*
NOTE:      

	7.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 9c: Are anticipated numbers broken down and totaled correctly?
NOTE:      

	8.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 9D: Are age ranges correctly indicated?

NOTE:      

	9.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 9E: Targeted special or vulnerable population box marked appropriately?

NOTE:      

	10
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 10A: Recruitment plan clear?

NOTE:      

	11.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 10A: Are recruiting materials attached and consistent with information in application?
NOTE:      

	12.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 10B:   FORMCHECKBOX 
 Is withheld information described accurately and justified?
                           FORMCHECKBOX 
 Debriefing form attached?
                           FORMCHECKBOX 
 Does degree of information withheld require a waiver or alteration of informed consent?

NOTE:      

	13.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 10C: Is PHI collected and reviewed or to be reviewed at another institution?

                        FORMCHECKBOX 
 HIPAA Authorization submitted?

                        FORMCHECKBOX 
 HIPAA Waiver requested?

NOTE:      

	14.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 10D: Are Illinois schools used?  (OSSUR communication documented?)
NOTE:      

	17.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 11: Are inclusion/exclusion criteria described accurately?

NOTE:      

	18.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 12: Are the research procedures clear and completely explained?
NOTE:       

	19.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 13: Are Research Equipment forms attached (if appropriate)?

NOTE:      

	20.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 14: Are Device forms attached if appropriate?

NOTE:      

	21.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 14: Are Drugs and Biologics forms attached if appropriate?

NOTE:      

	22.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 15: Are current BIC forms attached, if appropriate?

NOTE:      

	23.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 16: Are all measures listed and attached?
NOTE:      

	24.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	 Section 17: Subject remuneration section completed accurately, proration explanation correct?

NOTE:      

	26.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 18: Are costs to subjects described? (Check consent information.)
NOTE:      

	27.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 19A: Are taping and imaging boxes checked appropriately?

NOTE:      

	28.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 19B: Is the data collection procedure clear and consistent with section 12?

NOTE:      

	29.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 19C: Is the explanation of how confidential data will be stored clear?

NOTE:      

	30.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 19D: Is training/experience of research staff related to confidentiality of data and privacy interests described and consistent?

NOTE:      

	31.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 19D: IRB training documentation verified?

NOTE:      

	32.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 19G: Description of protection of privacy provided?

NOTE:      

	33.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 20A: Are consent boxes checked correctly? (If consent waivers are indicated are the                             waiver applications complete?)
NOTE:      

	34.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 20B and C: If proxy is checked is this explained in Section 20C?

NOTE:      

	35.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 20D: Is the informed consent process described adequately?

NOTE:      

	36.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 20D: Is the assent process described for children?

NOTE:      

	37.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 21A: Are (obvious) risks clearly described?

NOTE:      

	38.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 21C: If more than minimal risk checked is data monitoring must be provided.
NOTE:      

	39.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 22:  Is there a statement of reasonably expected benefits from the research? 

NOTE:      

	40.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 23: Is there a reasonable risk/benefit assessment statement?

NOTE:      

	41.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 24: Must be completed if this is a multi-center study with UIUC as the lead site.

NOTE:      

	42.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Section 25: Investigator Assurance: Signature and current date.

NOTE:      


Additional Notes for IRB Review:
     
INFORMED CONSENT:


 FORMCHECKBOX 
Waiver or alteration of informed consent requested



 FORMCHECKBOX 
Waiver of documentation of informed consent requested


 FORMCHECKBOX 
 Assent written



 FORMCHECKBOX 
 Assent - oral script
	
	!!!

 FORMCHECKBOX 

	OK

 FORMCHECKBOX 

	Reviewers:  Items checked !!! indicate that there is an unresolved problem. Please provide explanation for the IRB.

	1.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	UIUC researchers’ affiliation clearly identified on ICD. (If research is conducted by a student the RPI must also be listed.)
NOTE:      

	2.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Statement that study involves research. 

NOTE:      

	3.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Purpose clearly stated.

NOTE:      

	4.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Procedures clearly stated, including duration, number of sessions, and location when appropriate.

NOTE:      

	5.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Voluntariness explained; may refuse or withdraw without penalty; alternatives to course credit if appropriate 

NOTE:      

	6.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	When appropriate there is a statement such as "The decision to participate, decline, or withdraw from participation will have no effect on the subject's grades at, status at, or future relations with the University of Illinois." (e.g., faculty staff, student, prospective students)

NOTE:      

	7.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Type of compensation and proration explained, if applicable.
NOTE:      

	8.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Risks, discomforts explained

NOTE:      

	9.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Benefits explained

NOTE:      

	10.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Statement regarding confidentiality and limitations, if any. 

NOTE:      

	11.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Dissemination statement (e.g., where, how, and to whom will results be disseminated; presented in aggregate or identifiable?)

NOTE:      

	12.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	An explanation of whom to contact in the event of a research-related injury or harm or to voice concerns or complaints.
NOTE:      

	13.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	An explanation of whom to contact for answers to pertinent questions about the research that includes contact information for researchers? 

NOTE:      

	14.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	An explanation of whom to contact for answers to pertinent questions about research participant’s rights that includes contact information for IRB? 

NOTE:      

	15.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Would additional information add meaningfully to the protection, rights, welfare of subjects? If yes, describe:       


	
	
	
	When appropriate to the research:



	16.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	The approximate number of participants involved in the study listed.

NOTE:      

	17. 
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Any additional costs to the participant that might result from participation in the research are detailed?

NOTE:      

	18.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Identification of experimental procedures, if appropriate.
NOTE:      

	19.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Procedures for orderly termination of participation by the participant are detailed.
NOTE:      

	20.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Anticipated circumstances under which the participant’s involvement in the study might be terminated by the investigator without regard to the participant’s consent.

NOTE:      

	21.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	A statement that significant new findings developed during the course of the research which might relate to the participant’s willingness to continue participation would be provided to the participant.

NOTE:      

	22.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Consequences of subject’s decision to withdraw, procedures for doing so (including specific information related to compensation. 

NOTE:      

	23.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Statement about unforeseeable risks to subject, embryo, or fetus if subject is or became pregnant? 

NOTE:      

	24.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Availability of compensation, medical treatments for injuries explained, including what they would consist of along with an explanation of whom to contact in the event of a research-related injury to the participant (along with the contact information)? 

NOTE:      

	25.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Statement that "The University does not provide compensation for any injury sustained as a result of participation in a research study, except as required by law."

NOTE:      

	
	
	
	Near the signature line:



	26.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	A statement such as "I have read and understand the above consent form and voluntarily agree to participate in this study."

NOTE: 

	27.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	A statement that "I am 18 years of age or older" when appropriate.
NOTE: 

	28.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Consent indicates that participants will be given a copy of the consent document or invites them to print one, if appropriate.

NOTE: 

	29.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Line for signature and date.
NOTE: 

	30.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	When appropriate: an area to mark 'yes' or 'no' to being audio-taped, videotaped, or photographed (if such recording is optional and hasn’t already been specified as a requirement for participation).

NOTE: 

	
	
	
	

	31.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Recommend attention to grammatical and typographical errors.

NOTE:      

	32.
	!!!

 FORMCHECKBOX 

	OK
 FORMCHECKBOX 

	Recommend attention to literacy level.

NOTE:      


Additional Notes for IRB Review:
      

Signature: ________________________________

Date: ____________________________
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