Administrative Protocol and Consent Form Review Checklist for NCI CIRB Protocols

IRB-HSR # __________________


IRB-HSR Staff Reviewer____________________________

PI _______________________


Sponsor______________________________________

Contact Name________________

Phone/e-mail__________________________________
CIRB Expiration Date _____________
Number of Subjects:________________________

Training Completed?
YES 
NO
If No- List names not completed:

Consent OK?  YES      NO


Comments:

Protocol OK?  YES      NO

Comments
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	Document Received
	Document Name
	Comments

	YES   NO    NA
	Investigator Agreement for NCI CIRB protocols signed and dated by PI and Department Chair
	

	YES   NO    NA
	One copy of Protocol Information Form
	

	YES   NO    NA
	Investigator’s Brochure (if applicable) Date_________
	

	YES   NO    NA
	Sponsor’s protocol         Date_________
	

	YES   NO   
	Is the PI or one of the sub-investigators an attending at UVA?
	


	Other Approvals

Received
	Approvals
	Comments

	YES   NO    NA
	GCRC ( required at time of submission)
	

	YES   NO    NA
	Radiation Safety
	

	YES   NO    NA
	Material Support Services (devices)
	

	YES   NO    NA
	IBC (Institutional Bio-safety Board)
	

	YES   NO    NA
	DHHS Secretary (DHHS funded and involves prisoners?)
	

	YES   NO    NA
	NCI CIRB
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Protocol Review:

Vulnerable Populations 

	
	
	Type
	Federal Regulation

	YES
	NO
	Minors
	______1A) 45CFR46.404/21CFR50.51-One parent with assent

______1B) 45CFR46.408/21CFR50.55.d- One parent with no assent

______2A) 45CFR46.405/21CFR50.52-One parent with assent

_____2B) 45CFR46.408/21CFR50.55.c- One parent with no assent

______3) 45CFR46.406/21CFR50.53-Two parents

______4) 45CFR46.407/21CFR50.54-Two parents

______- Did PI submit Minor’s consent?

______- Did PI submit assent? 

NOTE: Include references to 21CFR Only if protocol is regulated under an IND or IDE.  

	YES
	NO
	Pregnant Women or Fetuses
	45CFR46.204

	YES
	NO
	Neonates
	45CFR46.205

	YES
	NO
	Research involving after delivery, the placenta, the dead fetus or fetal material
	45CFR45.206

	YES
	NO
	Prisoners
	45CFR46 Subpart C

NOTE: If yes, locate Prisoner representative to attend meeting. Add CV to file. If the study is funded by DHHS/NIH and falls under 45CFR46.306 (a) (2)  document category in minutes from 45CFR46.306 under which the study is allowed to proceed. If the study is funded by DHHS/NIH and falls under 45CFR46.306 (a) (2)  C or D- must get approval from DHHS secretary first. 

	YES
	NO
	Other vulnerable populations?
	Specify:


Regulatory Issues

	
	
	Type
	Regulation

	YES
	NO
	Surrogate Consent
	IRB-HSR AG 3-15

NOTE:  Surrogate Consent not allowed if High risk Genetic Testing is planned.

	YES
	NO
	Waiver of Consent
	______ 45 CFR46.116

______ 21CFR50.23


______ 21CFR50.24 


______ 45 CFR46.116 and HIPAA 164.512(i)(2)

______ 21CFR50.23 and HIPAA 164.512(i)(2)

______ 21CFR50.24 and HIPAA 164.512(i)(2)

______ Tracking Required (Recruitment/Study/Both)

______ DUA Required       (Recruitment/Study/Both)

If tracking or DUA required provide PI with instructions. 

	YES
	NO
	Waiver of DOCUMENTATION of consent
	____45CFR46.117(c)- DHHS

____21CFR56.109(c) FDA

	YES
	NO
	Investigational Device
	Significant or Non–Significant Risk per IRB-HSR AG 3-13 and 21CFR812.2

	YES
	NO
	DSMB
	

	YES
	NO
	Tissue Banking
	

	YES
	NO
	High Risk Genetic Testing
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NCI CIRB Consent Form Checklist 

	Item
	Yes
	No
	Comments

	Participant’s Name and MR # at top of first page?
	
	
	

	Title same as protocol?
	
	
	

	IRB-HSR # and revision date in footer?
	
	
	

	Are page #s correct?
	
	
	

	Sponsorship 

Has section been added?
	
	
	

	Reproductive Risk- 

Do any additional risks need to be added?
	
	
	

	What About Confidentiality?

Was UVA template wording added?
	
	
	

	Whom Do I Call if I Have Questions?

Has UVA IRB name and 434-924-2620 been added?
	
	
	

	Where Can I Get More Information?

Has  “signed” been added?
	
	
	

	Signature Section

Has “Person Obtaining Consent” and “Date” been added to end of each signature section?
	
	
	

	Whom Do I Call if I Have a Question or Problem?

Has PI name and phone # been added?

Has UVA and Phone # been added? 
	
	
	

	Making Your Choice

Has NCI CIRB name and phone # been added? 

(in main consent and tissue banking section if applicable)
	
	
	

	Things to Think About

Has “minimal risk” been added prior to any reference to genetic testing?
	
	
	


 Revised 5-1-08
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