Screening and Enrollment
page 1 of 1
[image: image1.png]


MTN-015 Gynecologic Exam

Page 1 of 1

	PTID
	Visit 

Date
	Visit 

Code

	
	

	Initials
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	· Palpate inguinal lymph nodes 

· Inspect external genitalia
· Insert speculum, inspect vagina and cervix, and assess for signs of STI/RTI

Vaginal pH and rapid trichomonas test are required at Screening and Enrollment, Annual follow-up visits and at the Final visit.  At other follow-up visits, perform these procedures only if clinically indicated.  If these procedures are not required or clinically indicated at today’s visit, record “NA” beside the items, initial and date.
If vaginal pH, trichomonas, BV, or Candida results are available from MTN parent study within past 30 days; prepare certified copies of these results for MTN-015 file and transcribe results onto STD results form.  
· Assess vaginal pH 

· Collect vaginal fluid for rapid trichomonas test. Using the rayon swab from an OSOM kit, swab fluid from lateral vaginal wall or posterior fornix, place swab in labeled tube (plain), and cap tube.
·  If indicated (symptomatic), collect swab for vaginal saline and/or KOH wet mounts for evaluation of vaginitis (yeast, trichomonas or BV) from the lateral vaginal wall. Record findings on Sexually Transmitted Diseases Results form
· Collect two (2) vaginal fluid swabs from the posterior fornix for archive EXCEPT AT ART WEEK 2 
· Collect CVL for archive EXCEPT AT ART WEEK 2 
· If indicated, collect ecto- and endocervical cells for Pap smear [Note: pap smears should be done at 6 month intervals in the first year after seroconversion, and then annually thereafter]
· Perform bimanual exam
· Document exam per site SOP for source documentation
· Record vaginal swabs and CVL collection on LDMS Specimen Tracking Sheet and Specimen Storage form
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