8b CONTINUING REVIEW WORKSHEET
CH 18

HIC Protocol #: ________________   Principal Investigator: _____________________ 
PI Title______________________________
Date of Request: _________ HIC Receipt Date: ____________ Lapse Date: __________ 
Reviewed By: _______________	  Date: ________________
Review is expedited because it meets 46.110(a): “The List” at 8 (b).
____Still open to enrollment
____No subjects have been enrolled at Yale and 
____No additional risks have been identified.

Brief Description of Protocol:





Conflict Of Interest?  ___ YES	 ___ NO If yes, who? ___________________________
Previously Managed By Committee     		___YES	     ___NO
Activity Managed:  Disclosure in Consent	___YES	     ___NO
Investigator Role Limited 			___YES	     ___NO
De Minimis (no action required by Committee)   ___YES                  ___NO

Consent Process & Form

1) Any change to the consent process from initial review? ___ Yes  ___ No
If yes, explain:

2) Consent document and consent process continue to meet regulatory criteria for legally effective consent as documented at initial review?   ___ Yes  ___ No

	
HIPAA Finding:
______ Waiver of Authorization for Recruitment is required
______ Authorization is required
______ Compound Authorization is used
______ Waiver of Authorization is required
______ HIPAA not applicable as no PHI is collected
Are any of these forms included?  ____Yes ____No

Vulnerable Populations  _____ Yes _____ No
If yes, indicate which one(s) from the following list:
_____ Children					_____ Non English Speaking
_____ Decisionally Impaired			_____ Employees
_____ Females of Child Bearing Potential	_____ Students
_____ Pregnant Women/Fetuses/Placenta
Appropriate Provisions made? _____ Yes _____ No  
FINDINGS: _________________________

Is there a Certificate of Confidentiality? _____Yes  _____No 
Is the Certificate still valid? _____Yes  _____No       If yes,  lapse date of Certificate:_____________________ 

Confidentiality Concerns:

Are the methods and procedures used to safeguard the confidentiality of subjects and the security of their data adequate? (For example, locked file cabinets with access limited to study personnel; removal of subject identifiers from study data.)
Yes _________ No________

If no, explain: 

If electronic storage, ensure that the code linking subjects to their information is not stored on the same computer as the data.

Are there mechanisms in place to ensure proper use and continued protection of these data after data collection is complete?
Yes _________    No:__________

If no, explain:


        Data and Safety Monitoring Plan

Risk Assessment: ________________ Any change from initial risk assessment? ___Yes ___No

Is there a Data and Safety Monitoring Plan sufficient for level of risk? 
		_____YES	_____NO

ENCLOSURES:                      
            	HIC Application_______			       	Waiver of HIPAA____ (only needed if newly granted)                     
Form 5R_____                                                	RAF ____                  
	# of consent forms____                                  	Form 14 _____
# of assent forms ____                                   	Form 15_____            
# of parent permission forms____                  	Recruitment ads _______          
# of Compound Authorization Forms______        Other_________________         

Other Issues:
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