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Instructions: Complete form for Enrollment and Yearly visits, partner seroconversion, and as clinically needed.

Alternate Collection Date

Not done/
Not collected dd MMM yy
|:| 1. REQUIRED AT SCREENING VISIT ONLY:
otherwise as clinically needed negative  positive
la. HepatitiS B ..cooocvveeveeieceeereeeeeeens |:| |:|
dd MMM yy yes no
2. Was a genital ulcer swab collected? [] []
Not done/
Not collected dd MMM yy
|:| 3. VAGINAL WET PREP STUDIES
Not done negative  positive
|:| 3a. Homogeneous vaginal discharge.... |:| |:|
If > 4.5 mark
D 3b. pH . as positive. > D
] 3C. Whff teSt...orreeeieieeeeeeeeeveeeree e [] []
] 3d. Clue cells > 20% .....covcuereeererannn. [] []
[] 3e. Trichomonads..........cccococevevevevereren. [] []
[] 3f.  Buds and/or hyphae (yeast) ........... [] []
Not done/
Not collected dd MMM Yy
|:| 4. STD SEROLOGY . .
non-reactive reactive
4a. Syphilis screening test (RPR, VDRL) |:|
dal. Ti _ If non-reactive,
al. Titer 1. go to item 5a.
4b. Syphilis confirmatory test negative  positive
(FTA-ABS, MHA-TP, TP-PA) |:| |:|
Not done/ . .
Notocolferlied dd MMM yy S OTHER STD TESTS negative  positive

D 5a. N. Gonorrhea.......cccccoeeurnene. |:| |:|
|:| 5b. C. Trachomatis ...........c......... |:| |:|
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Index Sexually Transmitted Diseases (IST-1)

Record specimen test results on this form as they become available from the local lab. Fax this form to
SCHARP DataFax when results for all collected specimens are available and recorded.

Item-specific Instructions:

» Initial Specimen Collection Date: Record the date that the first specimen(s) was collected (NOT the date
results were reported or recorded on the form) for this visit. Complete date required.

» Alternate Collection Date: This date is to be completed ONLY if the specimen was collected on a different
day than the rest of the specimens. A specimen collected for the same visit but on a different day should be
recorded on the same form only when obtained within the same visit window. Complete date required.

* Results Reporting

« Ifaspecimen was collected but results are not available because the specimen was lost or damaged, line
through the results and write an explanation on the comments line.

« If the site lab does not produce test results in the units used on this form, the results must be converted
before the laboratory CRF is faxed to SCHARP. Refer to Study Specific Procedures (SSP) for conver-
sion instructions.

e It may be necessary to round the result reported by the lab up or down to the level of precision allowed
on the CRF. For example, a lab-reported hemoglobin value of 11.06 g/dL would be recorded as 11.1 g/
dL.

» If the site lab does not produce test results in the units used on this form, first perform the conver-
sion, then round the converted result if necessary.

e ltem 2: Genital ulcer swabs are collected and sent to the HPTN Central Lab.
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