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Combined checklist for MTN-003 and MTN-015

	MTN-003                        PTID:                            Visit Code:   

	 Visit
	Semi-Annual      

	MTN-015                        PTID:                            Visit Code:

	Non-ART  

Visit
	Month 1


	Month 3
	Semi-Annual                               


	Annual



	ART Visit
	Week 2
	Month 1
	Month 3
	Semi-Annual
	Annual

	
	

	Initials
	Procedures
	Required Visits

	
	Review relevant documentation from previous and current visits.
	All visits

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

	
	Explain exam procedures to participant and answer any questions.
	All visits

	
	Position and drape participant comfortably.
	All visits

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

	
	Inspect external genitalia; identify all normal and abnormal findings.
	All visits

	
	Insert speculum, using warm water as lubricant if needed.  
	All visits

	
	Inspect cervix and vagina; identify all normal and abnormal findings.
	All visits

	
	Collect vaginal fluid for rapid BV test.  Using the cotton swab from an OSOM kit, swab fluid from lateral vaginal wall or posterior fornix, place swab in labeled tube (plain), and cap tube.  If clinically indicated and required for both studies, use a tube labeled for MTN-003.  Prepare certified copy of results for MTN-015.
	As clinically indicated



	
	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 required for both studies, use a tube labeled for MTN-003. Prepare a certified copy of results for MTN-015. 
	MTN-003: Annual

MTN-015: Annual, at other visits if clinically indicated

	
	Collect vaginal fluid (1 swab) from lateral vaginal wall for KOH wet mount for candidiasis. Place swab in labeled tube proceed immediately to sub-steps listed here OR place the swab in a labeled glass or plastic tube containing approximately six drops (100 µL) of saline to allow for non-immediate slide preparation and evaluation:

· Smear vaginal fluids from the swab onto two labeled slides

· Apply KOH to one slide, perform whiff test, then apply coverslip

· Apply saline to the second slide, emulsify, then apply coverslip

· Immediately evaluate saline slide for trichomonads, yeast buds, pseudohyphae, and clue cells

· Evaluate KOH slide for yeast buds and pseudohyphae

· If indicated for MTN-003, record findings on MTN-003 Vaginal Test Results form, prepare a certified copy for the MTN-015 study notebook and transcribe results on to the MTN-015 Sexually Transmitted Diseases Results form.  

	As clinically indicated



	
	Collect 3 vaginal fluid swabs (dacron swabs) from posterior fornix for biomarker analyses at MTN NL. After tip of swab is saturated, place in labeled cryovial (PBS) and cap vial.

· For MTN-003: Place 1 swab in labeled cryovial and document according to MTN-003 site SOPs

· For MTN-015: Place 2 swabs in labeled cryovial and document according to MTN-015 site SOPs


	All visits

	
	Collect vaginal fluid (1 swab) from lateral vaginal wall for pH assessment.  Swab fluid onto pH strip. Record pH on MTN-003 Vaginal Test Results form.  Prepare certified copy for MTN-015 study notebook and transcribe results onto MTN-015 Sexually Transmitted Diseases Results form.
	All visits

	
	Collect endocervical cells for biomarker analyses at MTN NL: 

· Remove cervical mucus with large cotton swab to expose cell layer (discard swab).

· Insert dacron swab ~1 cm into endocervical canal and rotate two full turns. 

· Withdraw swab, place in a MTN-003 labeled cryovial (PBS), and cap vial.
	MTN-003: All visits

	
	Collect CVL for archive. Label with MTN-015 specimen label.
      If blood is present, do not perform the CVL.

      If no evidence of blood, introduce 10 cc of saline into the vagina taking care not to induce bleeding on the cervical face.

      With the pipette, wash the cervix and vagina with the introduced saline as per site SOP.

      Remove all CVL carefully with the pipelle and place into vial.
      Place the vial on ice or in the refrigerator until processed by the lab.


	MTN-015 Non-ART: All visits

MTN-015 ART:  Month 3, Semi-Annual, Annual

	
	Collect ecto- and endocervical cells for Pap smear per site SOPs. If performed for MTN-003, label specimen with MTN-003 specimen label and transcribe results onto MTN-003 Pap Test Result form and place a certified copy of result in the MTN-015 study notebook.
	MTN-003: As indicated
MTN-015: 6 month intervals in the first year post-seroconversion; annually if initial tests are negative

	
	Remove speculum and perform bimanual exam. 
	All visits

	
	Document exam per site SOPs:

· Record all exam findings on MTN-003 Pelvic Exam Diagrams form.

· Record abnormal exam findings on MTN-003 Follow-Up Pelvic Exam form.

· Record all pelvic specimen test results on MTN-003 Vaginal Test Results form.

· Make certified copies of all MTN-003 forms to file in MTN-015 study notebook.  Transcribe results onto MTN-015 Sexually Transmitted Diseases form as needed. 
· If pelvic exam, or components of pelvic exam, are not conducted for MTN-003, make certified copies of MTN-015 forms to file in MTN-003 study notebook.  Record AEs for MTN-003 as needed. 
	All visits

	
	Record slides and swabs collected for assessment at the MTN NL on both MTN-003 and MTN-015 LDMS Specimen Tracking Sheets and Specimen Storage forms.
	All visits

	
	File original checklist in MTN-003 study binder; prepare a certified copy of this checklist to file in the MTN-015 study binder.
	All visits
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