MTN-025 IC/EC REVIEWED NOTE

 








PTID: ____________________________

INITIAL Informed Consent (IC) Criteria Review (Initial Consent = all initial consent forms signed up to and including date of Month 1 visit; note that all consents are ideally completed by the end of Enrollment visit.  DECLINER population has a single consent form, to be completed at the DECLINER screening and enrollment visit.  A participant may participate in the DECLINER population and subsequently enroll in the main HOPE trial.


	Date Reviewed

DD/MMM/YYYY e.g. 26/AUG/2016
	IC Reviewed (Select all that apply)
	IC Violation Detected
	Protocol Version
	IC Version & Version Date 
	Reviewed by:
	Comments

	
	 FORMCHECKBOX 
 Screening IC
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 PPD 
 FORMCHECKBOX 
 FHI
	

	
	 FORMCHECKBOX 
 Enrollment IC


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 PPD 
 FORMCHECKBOX 
 FHI
	

	
	 FORMCHECKBOX 
 Sample Storage IC or  FORMCHECKBOX 
 N/A (site does not have standalone storage consent)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 PPD 
 FORMCHECKBOX 
 FHI
	

	
	 FORMCHECKBOX 
 DECLINER Screening and Enrollment IC
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 PPD 
 FORMCHECKBOX 
 FHI
	


Eligibility (EC) Criteria Review (Inclusion/Exclusion Criteria)
	Eligibility Criteria Reviewed?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Eligibility Criteria Violation Noted?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Comments: 


	Eligibility Criteria Reviewed (DECLINER)?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Eligibility Criteria Violation Noted (DECLINER)?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Comments: 



SUBSEQUENT Informed Consent Review (Subsequent Consent = all consents reviewed after the Initial Informed Consent Review)
	Date Reviewed

DD/MMM/YYYY e.g. 26/AUG/2016
	IC Reviewed (One per line) 
	A51 (Subsequent IC Issue) noted?
	Version & Version Date 
	Reviewed By:
	Comments 

	
	 FORMCHECKBOX 
 Screening IC  FORMCHECKBOX 
 Enrollment IC
 FORMCHECKBOX 
 Sample Storage IC  FORMCHECKBOX 
 Other (Specify)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 PPD 

 FORMCHECKBOX 
 FHI
	

	
	 FORMCHECKBOX 
 Screening IC  FORMCHECKBOX 
 Enrollment IC
 FORMCHECKBOX 
 Sample Storage IC  FORMCHECKBOX 
 Other (Specify)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 PPD 

 FORMCHECKBOX 
 FHI
	

	
	 FORMCHECKBOX 
 Screening IC  FORMCHECKBOX 
 Enrollment IC
 FORMCHECKBOX 
 Sample Storage IC  FORMCHECKBOX 
 Other (Specify)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 PPD 

 FORMCHECKBOX 
 FHI
	

	
	 FORMCHECKBOX 
 Screening IC  FORMCHECKBOX 
 Enrollment IC
 FORMCHECKBOX 
 Sample Storage IC  FORMCHECKBOX 
 Other (Specify)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 PPD 

 FORMCHECKBOX 
 FHI
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