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If this is an Interim visit, indicate “not done” and initial all procedures that are not applicable for this visit.
1._____
Review chart notes, previous pelvic exam forms and other relevant documentation from previous visit(s).  

2._____ 
Make sure that there are a sufficient number of clean, sterile swabs available for specimen collection.

3._____
Using a pencil, write the PTID and specimen collection date on the frosted side of four microscope slides (2 vaginal Gram stain and 2 for wet mount), as well as a fifth slide if a Pap smear specimen will be collected. Then affix a SCHARP-provided PTID label to the other side of each slide (under the pencil markings) and write the specimen collection date and visit code in ink on each label. Write the type of specimen on both the frosted side of the slides, and on the SCHARP-provided label (e.g, “V” for vaginal, “C” for cervical GSS).

4._____
Affix a SCHARP-provided PTID label to a glass or plastic tube containing approximately six drops (100 µL) of saline.  Write the specimen collection date and visit code in ink on the label.

5._____
Affix a SCHARP-provided PTID label to a cryovial containing pbs medium for the cervical swabs intended for cytokine and chemokine testing. Write the specimen collection date and visit code in ink on the label(s) and indicate (by writing on the label, or with a separate label affixed to the tube(s) that the specimens are “cervical”.

6._____
For US sites only: Affix a SCHARP-provided PTID label to the appropriate glass or plastic tube containing transport medium and place in kits for the quantitative culture. Write the specimen collection date and visit code in ink on the label, and indicate (by writing on the label), or with a separate label affixed to the tube) that the specimen is “vaginal”.

7._____
Explain the exam procedures to the participant and answer any participant questions.  

8._____
Position and drape the participant comfortably.

9._____
Palpate inguinal lymph nodes. Document abnormal findings in items 1-1a of the Follow-up Pelvic Exam form.

10._____
Inspect external genitalia: 

10a.____
Naked eye exam ( Note all findings on the Pelvic Exam Diagrams.  Document any abnormal findings only in items 1-1a of the Follow-up Pelvic Exam form.

10b.____
Colposcopic exam ( Note all findings on the Pelvic Exam Diagrams.  Document any abnormal findings only in items 2-2a of the Follow-up Pelvic Exam form.

11._____
Insert speculum, using warm water only as lubricant if needed. Observe general state of the vagina and cervix.  
12._____
Assess for homogenous discharge.  Record observation on the Pelvic Laboratory Results form.

13.____
Place pH strip against the lateral vaginal wall until moistened.  Alternatively, collect vaginal fluids from the lateral vaginal wall via swab and swab fluids onto the pH strip.  Record on the Pelvic Laboratory Results form.

14.____
Swab vaginal fluids from the lateral vaginal wall for vaginal Gram stain. Do not place the swab in saline, transport medium, or a transport container prior to slide preparation (see also SSP Section 12.6.3):

14a.____
Roll each swab across two labeled slides and then allow the specimens to air dry. Check to make sure  the slides are labeled “vaginal”. 

14b.____
Document specimen collection on the Follow-up Pelvic Exam form and the LDMS Specimen Tracking Sheet.

15.____
For US sites only: Swab vaginal fluids from the lateral vaginal wall for quantitative vaginal culture assessment at the Central Laboratory. Place the swab in the appropriate collection tube containing transport medium and labeled “vaginal”.

15a.___ Document specimen collection on the Follow-up Pelvic Exam form and the LDMS Specimen Tracking Sheet.

16.____
Swab vaginal fluids from the lateral vaginal wall for wet prep; proceed immediately to Step 12a or placed the swab in a glass or plastic tube containing approximately six drops (100 µL) of saline to allow for non-immediate slide preparation and evaluation, as follows (see also SSP Section 12.6.2):

16a.____
Smear vaginal fluids from the swab onto two labeled slides. 

16b.____
Apply KOH to one slide, perform whiff test, then apply coverslip. 

16c.____
Apply saline to the second slide, emulsify, and apply coverslip.  Immediately evaluate for trichomonads, yeast buds, pseudohyphae, and clue cells.  

16d.____
Evaluate KOH slide for yeast buds and pseudohyphae.  

16e.____
If slides are read in-clinic by clinical staff, record results directly onto the Pelvic Laboratory Results form.  If slides are read by lab staff (either in the local lab or a designated in-clinic lab area) complete testing logs and then transcribe results onto the Pelvic Laboratory Results form.

17.____
Collect two cervical swabs for cytokine and chemokine testing at the Central Laboratory. Place the swabs in the appropriate labeled collection tubes containing transport medium and labeled “cervical”.

17a. ____
Document specimen collection on the Follow-up Pelvic Exam form and the LDMS Specimen Tracking Sheet
18.____
Clean the cervix so there is no mucus. Insert dry, sterile swab and rotate within the cervical canal for cervical Gram stain. Do not place the swab in saline, transport medium, or a transport container prior to slide preparation (see also SSP Section 12.6.3):

18a.____
Roll the swab across a labeled slide and then allow the specimen to air dry. Check to make sure the slide is labeled “cervical”.

18b.____
Document the specimen collection on the Follow-up Pelvic Exam form and the LDMS Specimen Tracking Sheet.
19.____
Inspect cervix and vagina: 

19a.___
Naked eye exam ( Note all findings on the Pelvic Exam Diagrams.  Document any abnormal findings only in items 1-1a of the Follow-up Pelvic Exam form. 
19b.___
Colposcopic exam ( Note all findings on the Pelvic Exam Diagrams.  Document any abnormal findings only in items 2-2a of the Follow-up Pelvic Exam form. Document the degree of cervical ectopy in items 10-10a of the Follow-up Pelvic Exam form. 

20.____
If bleeding, blood, and/or blood-tinged discharge are observed, and the source of bleeding cannot be identified, complete a Genital Bleeding Assessment form. 

21.____
If one or more genital ulcers are observed:

21a.____
Swab the base of each observed ulcer using a plastic shaft Dracon swab. If a cluster of ulcers is observed, each ulcer in the cluster should be sampled with the same swab.  Otherwise a different swab should be used for each ulcer.

21b.____
Place (each) swab in a cryovial labeled with a SCHARP-provided PTID label. Write in the specimen collection date and visit code. Label each cryovial with the location, i.e. vulvar or perineal, of the ulcer(s). Break off the end of each swab to allow closure of the cryovials and securely attach the caps.

21c.____
Document specimen collection on the Follow-up Pelvic Exam form and the LDMS Specimen Tracking Sheet
22.____
Perform bimanual exam.  Document all findings on the Pelvic Exam Diagrams. Document any abnormal findings in items 1-1a of the Follow-up Pelvic Exam form.
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