PTID: _______________________

Date(s) of Enrollment Visit(s):______________________________

Enrollment Visit Checklist: Partner, Day 0

This visit must be performed with both the index and Partner present.

	Will the Enrollment procedures listed below this box be conducted on the same day as Screening Part 2?

Yes (Continue with Enrollment procedures listed below this box.

No ( Perform procedures (a-c) listed in this box.  


a.________
Confirm that the HIV-negative test for the Partner was conducted within 14 days.  If not, repeat HIV  


(initials/date)
testing

b.________
Confirm that the Partner meets all eligibility criteria.


(initials/date)


· If the couple is not eligible based on any entrance criteria, STOP procedures.  Inform the couple of their ineligibility.  Document the reason for ineligibility in the Screening Log.  Retain documentation completed thus far, but do not fax any forms to SCHARP.


1.________
Administer Partner Enrollment and Specimen Storage (where applicable) Informed Consent 

(initials/date)
(non-DF) forms per site SOP.  Answer all questions; obtain all signatures or marks and dates, and offer the participants a copy of the consent form to keep.  A witness should be present if participant is illiterate.  Document the informed consent process.

· If either member of the couple does not consent to enrollment, STOP enrollment procedures.

2.________
Complete the Partner Enrollment (PEN-1, DF) form.


(initials/date)
3.________
Review and update information on Locator Forms (non-DF).

(initials/date)
4.________
Complete the Partner Demographics (PDM-1, DF) and Site‑Specific Demographics (DF) forms.


(initials/date)


5.________
Collect blood and urine samples for analysis and storage according to the protocol, SSP Manual, 


(initials/date)
and local SOPs.  Complete the Partner Specimen Collection (PSC-1, DF) form.

6.________
Perform a complete medical history on the Partner.  Document medical history for the Partner in a 


(initials/date)
signed and dated chart note.  Perform a complete physical exam, including signs and symptoms.  Document physical exam in a signed and dated chart note. 
7.________
FOR WOMEN, perform a genital and pelvic exam, including endocervical swab or urine sample for


(initials/date)
STD diagnosis. NOTE: An FDA-approved GC/CT assay must be used. If an FDA-approved assay is not available for urine samples, an endocervical swab must be collected. In addition, swab any genital ulcer(s) for STD differentiation. If the Partner is treated for symptoms of a STD, complete the Partner Symptomatic Sexually Transmitted Diseases (PSS-1, DF) form.  Complete the Partner Sexually Transmitted Diseases (PST-1, DF) form.
8.________
FOR MEN, perform a genital exam; swab any genital ulcer(s) for STD differentiation. If the Partner is

(initials/date)
treated for symptoms of a STD, complete the Partner Symptomatic Sexually Transmitted Diseases (PSS-1, DF) form. Determine circumcision status.  Complete the Partner Sexually Transmitted Diseases (PST-1, DF) and the Partner Circumcision Assessment (PCA-1) form.
9.________
Provide treatment for conditions found via medical exam, if clinically indicated.  Document in a signed 


(initials/date)
and dated chart note.

10.________
Administer the Partner Sexual History Assessment (PSX-1, DF) form.  NOTE: The counselor 


(initials/date)
performing the sexual history assessment MUST NOT perform the couples HIV counseling.

Enrollment Visit Checklist: Partner, Day 0 (continued)

11.________
Perform couples HIV counseling per site SOP.  An original or a certified copy of the completed Couples 

(initials/date)
Counseling Checklist (non-DF) should be included with the Partner’s source documentation.
12.________
Schedule next Follow-up Visit. (One month later if couple is assigned to delayed ART arm, two weeks 

(initials/date)
later if couple is assigned to immediate ART arm.).  If applicable, provide compensation.

13.________
Document the visit in a signed and dated chart note.


(initials/date)

14.________
Review all forms for this visit for completeness and accuracy, including non-DataFax forms.


(initials/date)

15.________
Submit DataFax forms to SCHARP.

(initials/date)

IF INDEX CASE IS RANDOMIZED TO RECEIVE ART IMMEDIATELY

16.________
Provide adherence counseling according to the site SOP.  An original or a certified copy of the completed 


(initials/date)
Adherence Counseling Checklist (non-DF) should be included with the Partner’s source documentation.

Initial and date when completed, write N/A (not applicable), or ND (not done) next to each item.

DF= DataFax Form; non-DF= non-DataFax Form
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