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	PTID:
	Visit Date:
	Visit Code:  2.0

	
	 FORMCHECKBOX 

	Confirm identity and check for co-enrollment in other studies. 

	
	 FORMCHECKBOX 

	Review/ update Locator Information.

	
	 FORMCHECKBOX 

	Provide available test results from screening visit.

	
	 FORMCHECKBOX 

	Confirm eligibility by reviewing test results received since the Screening Visit. Ensure the “Screening Visit” column of the Eligibility Checklist is complete.

	If the participant is not eligible, STOP enrollment procedures.  Inform the participant of her ineligibility.  Document the reason for ineligibility in the Screening and Enrollment Log and in the participant chart notes.  Retain documentation completed thus far, but do not fax any forms to SCHARP DataFax.

	
	 FORMCHECKBOX 

	Obtain written consent for Enrollment and Specimen Storage.

If the individual does not consent for Enrollment, STOP enrollment procedures.

	
	 FORMCHECKBOX 

	Collect urine samples for:
· Pregnancy testing
· Dipstick urinalysis (if clinically indicated; see item below)
· Urine culture (if clinically indicated; see item below)
Note: Participant should not have urinated within one hour prior to urine collection. Instruct participant not to clean the labia prior to specimen collection.

	
	 FORMCHECKBOX 

	Provide Counseling:
· HIV pre- and post-test
· Contraceptive
· HIV/STI risk reduction
· Protocol adherence


	
	 FORMCHECKBOX 

	Collect blood samples for:
· HIV-1 serology
· CBC with differential and platelets
· Chemistries (Creatinine, AST, ALT)
· Plasma archive
Note: Plasma archive must be collected prior to randomization.

	
	 FORMCHECKBOX 

	Administer Enrollment Behavioral Eligibility form. 

Note: Questionnaires must be administered prior to randomization.


	
	 FORMCHECKBOX 

	Administer CASI Baseline Questionnaire.

Note: Questionnaires must be administered prior to randomization.

	
	 FORMCHECKBOX 

	If clinically indicated, treat or prescribe treatment for symptomatic UTI/RTIs/STIs or refer for other findings.  Stop screening procedures.  Inform the participant that she is not eligible to enroll at this time.

	
	 FORMCHECKBOX 

	If the participant is pregnant, refer for care per site SOP.  Stop screening procedures.  Inform the participant that she is not eligible to enroll at this time.

	
	 FORMCHECKBOX 

	Review/update Baseline Medical History Questions sheet,  and Medical History Log,  

	
	 FORMCHECKBOX 

	Review/update Concomitant Medications Log form

	
	 FORMCHECKBOX 

	Perform complete Physical Exam. Document findings on Physical Exam form. (See Protocol Section 7.8).

	
	 FORMCHECKBOX 

	Perform and document pelvic exam, collect pelvic samples (See Pelvic Exam Checklist). Document findings on the following forms: Pelvic Exam, Pelvic Exam Diagrams and Cervical Ectopy. 
Required pelvic samples: 
· Vaginal pH
· Quantitative vaginal culture
· Gram Stain
· Biomarker assessment and PD
· Tear Test Strips
If clinically indicated: 
· Rapid test for Trichomonas
· Saline wet mount for BV
· KOH wet mount for candidiasis
· NAAT for GC/CT


	
	 FORMCHECKBOX 

	Transcribe all ongoing medical conditions on the Medical History Log to the Pre-Existing Conditions form. 

	
	 FORMCHECKBOX 

	Confirm eligibility – complete/review the “Enrollment Visit” column of the Eligibility Checklist. 

	
	 FORMCHECKBOX 

	Verify documentation of enrollment informed consent and assign next sequential Randomization Envelope to participant per site SOPs.  PARTICIPANT IS NOW ENROLLED IN THE STUDY.

	
	 FORMCHECKBOX 

	Open the assigned envelope and confirm that the envelope number printed on the prescription contained in the envelope corresponds with the number on the outside of the envelope. 
· Inform participant of her post-product tear test strip and cervical tissue PK collection random assignment (Day 31, 35, or 42)
· Complete prescription.

	 Following Randomization:  

	
	 FORMCHECKBOX 

	Give completed white original prescription to participant to bring to pharmacy to obtain study product. Retain envelope and yellow copy of prescription in participant’s study notebook. 

	
	 FORMCHECKBOX 

	Verify participant received study product.  Review product insertion and product use instructions with participant in detail, using visual aids as needed.

	
	 FORMCHECKBOX 

	Draw blood for PK Hr. 0 (within 15 minutes prior to VR insertion) time point. 

	
	 FORMCHECKBOX 

	Ask participant if she has any questions about the product use instructions.  If so, address each question.

	
	 FORMCHECKBOX 

	Ask participant if she is ready to insert her VR now.
· If yes, proceed.
· If no, note and address all questions and concerns in chart notes, then proceed.

	
	 FORMCHECKBOX 

	Pelvic exam by clinician to check placement of study VR.

	
	 FORMCHECKBOX 

	Draw blood for PK at time points following VR insertion: 
· Hrs 1
· Hrs 2 
· Hrs 4
· Hrs 6

	
	 FORMCHECKBOX 

	Provide Product-use counseling. 

	 For All Participants:  

	     
	 FORMCHECKBOX 

	Review all case report forms completed up to this point for completion (i.e. Enrollment Behavioral Eligibility, Pelvic Exam Diagrams, Physical Exam, etc).

	
	 FORMCHECKBOX 

	Provide participant reimbursement.

	
	 FORMCHECKBOX 

	Create follow up visit schedule and schedule next visit.

	
	 FORMCHECKBOX 

	Complete all required DataFax and non-DataFax forms; fax to SCHARP required DataFax forms from the Screening and Enrollment Visits as listed below:
· Cervical Ectopy
· Concomitant Medications Log
· Demographics (from Screening Visit)
· Pelvic Exam 
· Pharmacokinetics Specimens
· Tear Test Strip Weights
· Laboratory Results 
· Pre-existing Conditions
· Eligibility Criteria
· Enrollment
· Specimen Storage
· (non-DataFax) Enrollment Behavioral Eligibility
· (non-DataFax) Physical Exam
· (non-DataFax) Pelvic Exams Diagram
· (non-DataFax) LDMS Specimen Tracking Sheet
· (non-DataFax) LDMS Specimen Tracking Sheet (Enrollment and Day 28 Blood PK) Note: site may complete one sheet per PK blood specimen, so that one sheet can accompany each specimen to the lab for processing once it is collected. 
If applicable:
·  (non-DataFax) Genital Bleeding Assessment
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