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	PTID:
	Visit Date:
	Visit Code:  

	
	 FORMCHECKBOX 

	Review relevant documentation from previous and current visits.

	
	 FORMCHECKBOX 

	Prepare exam equipment and specimen collection supplies; label as needed.

	
	 FORMCHECKBOX 

	Explain exam procedures to participant and answer any questions.

	
	 FORMCHECKBOX 

	Document first day of last menstrual period:

      

	
	 FORMCHECKBOX 

	Position and drape participant comfortably.

	
	 FORMCHECKBOX 

	Palpate inguinal lymph nodes; identify all normal and abnormal findings.

	
	 FORMCHECKBOX 

	Perform naked eye exam of external genitalia, including the perineum, perianal area, and the epithelial lining of the introitus.  Note all findings on the Pelvic Exam Diagrams.  Document abnormal findings in items 1-1a on the Pelvic Exam case report form.

	
	 FORMCHECKBOX 

	For IVR Group participants, if a colposcopy is required or indicated at this visit, remove IVR and place it in a sterile petri dish.  If the used study IVR will not be re-inserted, prepare for biofilm assessment.

	
	 FORMCHECKBOX 

	For the Enrollment, Week-12, Week-16 Visits, and when clinically indicated:  

· Colposcopic exam of external genitalia ( Identify all normal and abnormal findings.  Save any image(s) of abnormalities electronically if guidance from PSRT is required (capture of images is optional).

	
	 FORMCHECKBOX 

	Insert speculum, using warm water as lubricant if needed.

For IVR Group participants:

If possible and if colp is not being performed, leave the study IVR in place during the pelvic exams.  If the participant experiences discomfort when inserting the speculum with the ring in place, it is acceptable for the clinician to remove the study IVR and place in a sterile petri dish.  

	
	 FORMCHECKBOX 

	For the Week-4, Week-8 Visits, and Interim visit when clinically indicated, perform naked eye exam of the cervix and vagina; assess for cervical ectopy and abnormal discharge.  

	
	 FORMCHECKBOX 

	For the Screening Visit, and when clinically indicated:

Collect vaginal fluid from the lateral vaginal wall or the posterior fornix for rapid trichomonas test.  Using the rayon swab from an OSOM kit, swab fluid from lateral vaginal wall, place swab in labeled tube (plain), and cap tube. 

	
	 FORMCHECKBOX 

	If clinically indicated, collect vaginal fluid (1 swab) from lateral vaginal wall or posterior fornix for KOH wet mount for candidiasis or saline wet mount for clue cells (BV).  Place swab in labeled tube (saline) and cap tube. 

	
	 FORMCHECKBOX 

	At all scheduled visits: 

Collect vaginal fluid from lateral vaginal wall away from any abnormalities for vaginal flora assessment. 

For India site: collect 1 flocked swab, place in cryovial, break off shaft of swab, cap tightly.

For US sites: collect 2 Dacron swabs, place both swabs in 1 Port-a-cul tube, break off shaft of swab, and cap tube.

	
	 FORMCHECKBOX 

	If clinically indicated, collect vaginal fluid (1 swab) from lateral vaginal wall for pH per local standards.

	
	 FORMCHECKBOX 

	At all scheduled visits (not completed for Interim Visits):

Collect vaginal fluid (1 swab) from the lateral vaginal wall for Gram stain evaluation.  Roll swab across two slides and air dry. 

	
	 FORMCHECKBOX 

	For the Screening Visit, and when clinically indicated:

Collect sample (1 dry swab) from the cervical canal away from any abnormalities for NAAT for GC/CT. 

	
	 FORMCHECKBOX 

	For the Enrollment and Week-16 visits (US sites only):

Collect sample (1 dry swab) from the cervical canal away from any abnormalities for innate factors testing.

	
	 FORMCHECKBOX 

	If clinically indicated:

Collect ecto- and endocervical cells for Pap smear per site SOPs.

( NOT required if documented normal Pap within 12 months prior to screening

	
	 FORMCHECKBOX 

	If clinically indicted, obstructions may be removed via lavage with sterile, isotonic, non-bacteriostatic saline.  Avoid contact between the pipette and the epithelium.  Do not use a dry swab to remove any obstruction at any time.

	
	 FORMCHECKBOX 

	For the Enrollment, Week-12, Week-16 Visits, and when clinically indicated, perform colposcopic exam:  

· Perform colposcopic exam of the cervix, fornices (anterior, right lateral, left lateral, and posterior), and adjacent cervical trunk using appropriate magnification.  Save any image(s) of abnormalities electronically if guidance from PSRT is required (capture of images is optional).

	
	 FORMCHECKBOX 

	If clinically indicated, swab suspected herpes lesions with a Dacron swab.  Place swab in labeled tube (viral transport media), break off shaft of swab, and cap tube. 

	
	 FORMCHECKBOX 

	Perform exam of lower vagina with colposcope (for visits where colposcopy is performed) or with naked eye, as the speculum is removed. Identify and document all findings.

	
	 FORMCHECKBOX 

	If clinically indicated, perform bimanual exam.

	
	 FORMCHECKBOX 

	For IVR Group participants, at Week-4, Week-8, and when indicated at Interim visits:

Rinse the used study IVR and reinsert, or insert a new study IVR.

	
	 FORMCHECKBOX 

	Record slides and swabs collected for assessment at the MTN NL on LDMS Specimen Tracking Sheet and Specimen Storage/PK form.

	
	 FORMCHECKBOX 

	Complete all applicable DataFax and non-DataFax forms.  

· Note all findings on the non-DataFax Pelvic Exam Diagrams form.  

· Document abnormal findings only on the Pelvic Exam case report form, Pre-existing Conditions form (at Enrollment visit only), the Follow-up Medical History Log and AE Log (during follow-up), and in chart notes as applicable.
· For IVR Group participants, at Week-4, Week-8, and Week-12, the Pelvic Exam Ring Assessment form.  
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