PTID: _______________________
Date(s) of Quarterly Visit(s):_________________________________________

Follow-Up Visit Checklist: Index Case, Quarterly

1.________
Confirm status of couple.  Complete the Couples Status (CPS-1, DF) form. (If there is a new Partner,


(initials/date)
not currently enrolled in the study; begin Partner Screening and Enrollment visit procedures.)

2.________
Review and update information on Locator Form (non-DF).


(initials/date)
3.________
Administer and complete the Index Sexual History Assessment (ISX-1, DF) form.  Note: The 


(initials/date)
counselor who administers the sexual history assessment MUST NOT perform the couples counseling.

4.________
Perform couples HIV counseling per site SOP.  Complete Couples Counseling Checklist (non-DF).

(initials/date)
Note: The counselor who performs the couples counseling MUST NOT administer the sexual history assessment.

5.________
Collect blood for processing and testing for CBC, blood chemistry, LFTs, CD4 cell count, HIV viral 


(initials/date)
load and sample storage (if participant has signed specimen storage informed consent form).  Complete the Index Specimen Collection (ISC-1, DF) form.  When results are available, complete the Index Complete Hematology (ICH-1, DF), Index CD4/Viral Load Results (IFV-1, DF), and Index Complete Chemistries (ICC-1, DF) forms.

6.________
FOR WOMEN: conduct urine pregnancy test.  If positive, complete the Index Pregnancy Report 

(initials/date)
(IP-1, DF) form.
7.________
Perform a targeted physical exam, driven by signs and symptoms reported by the participant at this visit 


(initials/date)
or since the last visit.  Grade all diagnoses or signs and symptoms (if no diagnosis is possible) in the source documentation.  Perform targeted evaluation for HIV/AIDS-related conditions and STDs.  Document physical exam in a signed and dated chart note.  If applicable, complete the Index STD (IST-1, DF), Index Symptomatic Sexually Transmitted Diseases (ISS-1, DF), and/or Index Pregnancy Outcome (IPO‑1, DF) (FOR WOMEN ONLY) forms.

8.________
Perform a targeted medical history, including an assessment of concomitant medications.  Document


(initials/date)
medical history in a signed and dated chart note.  Update the Index Concomitant Medications Log (ICM‑1, DF) as needed.

9.________
Provide treatment for conditions found via medical exam or laboratory tests, if clinically indicated.  


(initials/date)
Document in a signed and dated chart note.

10.________
If a Grade 3 or higher adverse experience has occurred in the Index Case, complete the Index Adverse

(initials/date)
Event Log (IAE-1, DF).
11.________
If any HIV/AIDS-related illnesses (WHO Stage 4, severe bacterial infections, and pulmonary TB), 

(initials/date)
WHO Stage 2 and 3 clinical events, or other targeted medical conditions as per protocol Appendix IV have been identified, complete an Index When-to-Start (IWT-1-4, DF) form.

12.________
Administer Index Quality of Life (IQL-1-4, DF) form.


(initials/date)

13.________
Complete Index Follow-up Visit (IFU-1-2, DF) forms.


(initials/date)
14.________
Schedule next Follow-up Visit.  If applicable, provide compensation.


(initials/date)

Follow-Up Visit Checklist: Index Case, Quarterly (continued)
15.________
Document the visit in a signed and dated chart note.


(initials/date)

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


(initials/date)

17.________
Submit DataFax forms to SCHARP.


(initials/date)

IF INDEX CASE IS ON ART

18.________
Perform any clinical procedures or laboratory tests for toxicity management related to the ART 


(initials/date)
assigned to the participant as dictated by protocol and as clinically indicated.  Document in a signed and dated chart note.  

19.________
If the Index Case experiences a Grade 3 or higher AE after being exposed to ART, and it 


(initials/date)
qualifies as an EAE, complete DAIDS EAE Report Form (non-DF) and fax within 3 days of site awareness to RCC.
20.________
Collect study drug bottles previously dispensed and count remaining pills (if any); record on


(initials/date)
Pharmacy Accountability Record (non-DF) and on the Index Pill Count (IPC-1, DF) form.  Complete the Index Treatment Adherence (ITA-1-3, DF) from.  Determine if participant can remain on ART study drug, or if regimen needs to be modified.  Dispense additional ART.  If applicable, complete the Index Antiretroviral Treatment Regimen Log (ITX-1, DF) form.

21.________
 Administer adherence counseling per site SOPs.  Complete Adherence Counseling Checklist.

(initials/date)
(non-DF).
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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