Sample Worksheet for Documenting HPTN 035 Ongoing Informed Consent Comprehension Assessment

	1. PTID:


	

	2.  Name of study staff completing assessment: 


	

	3.  Date of assessment:


	

	4.  Start time of assessment:


	

	5.  Language of assessment:


	

	6.  Was the assessment conducted according to the HPTN 035 SSP Manual? 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  (
 Record and explain departures below.

	7.  According to the Ongoing Informed Consent Comprehension Checklist completed for this assessment, was the participant able to demonstrate comprehension of all checklist items? 
	 FORMCHECKBOX 
 Yes (   Skip to item 9.

 FORMCHECKBOX 
 No  (
Complete items 8a, 8b, and 9.

	8a.  For checklist items that the participant did not comprehend, was information/education/counseling provided to the participant?
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No  (
Explain below.

	8b.  For checklist items that the participant did not comprehend, was the participant able to demonstrate comprehension after receiving 

information/education/counseling?
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No  (
Explain below.

	9.  End time of assessment:


	

	Notes/Comments:



	Signature of study staff person completing assessment (and this coversheet):
	
























































