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Visit Code: 2.0
Date: ______________________
                  
Visit Type: Enrollment
INSTRUCTIONS:  Enter staff initials next to each procedure completed.  Do not initial procedures another staff member completed.  If other staff members are not available to initial next to each procedure they completed themselves, add a  note on the checklist documenting who completed the procedure initial, date this entry, e.g., “done by {staff initials}” or “done by nurse.”  If a procedure listed on the checklist is not performed, enter “ND” for “not done” or “NA” for “not applicable” beside the item and record the reason why (if not self-explanatory); initial and date this entry.

	Enrollment Visit Checklist

	Procedures:
	Staff

Initials
	Comments:

	1. 
	Confirm participant identity and PTID. 


	
	

	2. 
	Verify participant is within 56-day screening window.

· WITHIN 56 days from screening visit ==> CONTINUE.

· OUTSIDE 56 days from screening visit ==> STOP. Not eligible to enroll.
	
	

	3. 
	Verify participant will not have menses throughout study participation:
· No menses expected during study participation ==> CONTINUE.
· Menses expected during study participation ==> STOP. Reschedule enrollment, if possible.
	
	

	4. 
	Check for co-enrollment in other studies per site SOPs:

· NOT enrolled in another study ( CONTINUE.

· Enrolled in another study ( STOP. ASSESS ELIGIBILITY.
	
	

	5. 
	Review/update locator information and re-assess adequacy per site SOPs.
	
	

	6. 
	Review elements of informed consent.  Explain procedures to be performed at today’s visit. 
	
	

	7. 
	Provide and explain all prior screening test results.  
	
	

	8. 
	Assess behavioral eligibility and document on Enrollment Behavioral Eligibility Worksheet

· ELIGIBLE ( CONTINUE.

· NOT ELIGIBLE  ( STOP.
	
	

	9. 
	Administer Sexual Practices Assessment CRF and Vaginal Practices CRF.
	
	

	10. 
	Collect urine (15-60 mL) for the following testing. Complete [add site-specific laboratory testing source document] upon receipt of lab test results:
· hCG (pregnancy testing)
If indicated: 
· Dipstick urinalysis and/or urine culture
· NAAT for GC/CT 

NOTE: If participant is symptomatic and is diagnosed with a UTI, she must complete treatment and all symptoms must resolve before she is eligible for enrollment.
	
	

	11. 
	Perform pregnancy test:

· NOT pregnant ( CONTINUE.  

· Pregnant ( STOP. NOT ELIGIBLE.
	
	

	12. 
	If more than 30 days has passed since the Screening Visit, provide and document HIV pre-test counseling per site SOPs

	
	

	13. 
	· Collect blood:

· 2 x 10 mL lavender top (EDTA) tube If clinically indicated or HIV testing is needed, collect:
· 1 x 5 mL red top (no additive) tube

· 1 x 10 mL red top (no additive) tube

	
	

	14. 
	If more than 30 days has passed since the Screening Visit, perform and document rapid HIV test (s) per site SOPs. 
	
	

	15. 
	Prepare 4 mL blood in lavender top (EDTA) tube; refrigerate pending delivery to lab for plasma archive.  
	
	

	16. 
	Prepare 10 mL blood for pre-ring insertion DPV level.
	
	

	17. 
	If HIV rapid test is conducted, provide HIV test results and post-test counseling, including:

· Provide referrals if needed/requested

· Offer HIV counseling and testing for partner(s)
· Provide condoms

	
	

	18. 
	Review participant’s baseline medical, childbearing, menstrual, lactation history, and current medications, to verify and/or update all information recorded at the Screening Visit.  Document all updates on relevant source documents, the Pregnancy and Lactation History CRF, the Baseline Menstrual History CRF, and the Pre-Existing Conditions CRF.

	
	

	19. 
	Review study contraception requirements and provide contraceptive counseling if indicated; document per site SOPs. 
	
	

	20. 
	[Prescribe/provide] contraception if indicated per site SOPs. 
	
	

	21. 
	Perform targeted physical exam– complete Physical Exam CRF.
	
	

	22. 
	Perform breast exam – complete Breast Exam CRF.
	
	

	23. 
	Perform pelvic exam per Pelvic Exam Checklist.
	
	

	24. 
	Provide and explain available exam and lab test results.
	
	

	25. 
	Determine whether participant has current UTI/RTI/STI/complication of lactation requiring treatment:

· No condition requiring treatment ( CONTINUE. 

· UTI/RTI/STI or complication of lactation requiring treatment ( STOP. MAY BE INELIGIBLE.
NOTE: If participant is symptomatic and is diagnosed with an STI/RTI, she must complete treatment and all symptoms must resolve before she is eligible for enrollment.
	
	

	26. 
	Collect breast milk to confirm eligibility and store for pre-ring insertion breast milk samples

· More than one ounce ( CONTINUE. Store for baseline samples and document storage on the Enrollment PK/PD CRF and the LDMS Tracking Sheet
· Less than one ounce ( STOP. INELIGIBLE.

	
	

	27. 
	Conduct confirmation and final determination of eligibility status by review/completion of Eligibility Checklist :

· ELIGIBLE ( CONTINUE. Document date and time of checklist sign-off as the official enrollment date/time on the Enrollment CRF.
· NOT ELIGIBLE ( STOP. Provide clinical management as needed.  Document in chart notes. Complete and fax Eligibility Criteria CRF.  
	
	

	28. 
	Complete prescription and bring white original prescription to pharmacy to obtain study product. Retain envelope and yellow copy of prescription in participant’s binder. 
	
	

	29. 
	Review product use instructions with participant in detail, using visual aids as needed.
	
	

	30. 
	Provide protocol adherence and breast milk collection counseling per counseling worksheets.
	
	

	31. 
	Insert vaginal ring (to be performed by IoR/authorized clinician). 

	
	

	32. 
	Perform digital (bimanual) exam to check vaginal ring placement.
	
	

	33. 
	Document the provision of the vaginal ring to the participant using the Clinic Study Product Accountability Log. Document date and time of ring insertion on the Enrollment CRF.
	
	

	34. 
	Provide supplies for breast milk collection.
	
	

	35. 
	Update Screening and Enrollment Log and or site-specific tracking documents. Generate participant visit calendar if not done already.
	
	

	36. 
	Collect samples approximately 3 hours after ring insertion:

· Blood for DPV level

· Breast milk for DPV level, lipids, and anti-viral activity

· Swab for cervicovaginal fluid DPV level

Document date/time of specimen collection on the Enrollment PK/PD CRF and LDMS Specimen Tracking Sheet.
	
	

	37. 
	Collect samples approximately 6 hours after ring insertion:

· Blood for DPV level

· Breast milk for DPV level, lipids, and anti-viral activity

· Swab for cervicovaginal fluid DPV level

Document date/time of specimen collection on the Enrollment PK/PD CRF and LDMS Specimen Tracking Sheet.
	
	

	38. 
	Perform QC1: while participant is still present, review the following:

· Review Enrollment Behavioral Eligibility Worksheet, Eligibility Checklist, and chart notes to ensure completion and accuracy
· Review Baseline Medical History Questions, Pregnancy and Lactation History CRF, Pre-existing Conditions CRF, and Concomitant Medications Log  CRF to ensure all conditions and medications are captured consistently 

· Review Pelvic Exam Diagrams, Pelvic Exam, Breast Exam and  Physical Exam CRF to ensure all findings are clearly documented

· Review Sexual Practices Assessment CRF and Vaginal Practices CRF to ensure completion
	
	

	39. 
	Provide contact information and instructions to report symptoms and/or request information, counseling, study product, or condoms before next visit. 
	
	

	40. 
	Schedule next visit so that sample collection occurs approximately 24 hours after ring insertion.    
	
	

	41. 
	Provide reimbursement.
	
	

	42. 
	For enrolled participants, perform QC2 on non-DataFax and DataFax forms. Fax all required DataFax forms from the Screening and Enrollment visits to SCHARP DataFax:

From Screening Visit:

· Demographics

· Laboratory Results

· Pelvic Exam

· Physical Exam
· Breast Exam
· STI Test Results
· Pregnancy and Lactation History
· Pelvic Exam Diagrams (non-DataFax)

Enrollment Visit:

· Enrollment

· Eligibility Criteria

· Laboratory Results

· Pelvic Exam

· Physical Exam
· Breast Exam

· Baseline Menstrual History
· Enrollment PK/PD
· Vaginal Specimen Storage

· Sexual Practices Assessment
· Pelvic Exam Diagrams (non-DataFax)

Log CRFs

· Pre-existing Conditions

· Concomitant Medications Log
If participant did not enroll for this screening attempt, complete and fax Eligibility Criteria CRF only to SCHARP DataFax.
	
	


Volumes shown are approximate.


Tailor this item to reflect site-specific tube types and volumes.
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