	Enrollment Product Use Counseling Checklist

	Instructions:  Designated staff are to use this checklist for documentation of any product use counseling provided to participants at Enrollment.  

	PTID:
	Visit Date:

	(  De-brief with participant about her ring insertion experience:

•
Was she able to insert the ring?

•
Did she have any difficulties?

•
Does she have any questions?

•
Does she have any concerns about possibly re-inserting the ring at home if necessary?

•
Would she like any additional information or instructions?

	(  Remind participant the ring should not be removed at anytime during the entire 28-day period of the vaginal ring use even during menses, except as directed during study visits.

	(  Discuss key adherence messages to the participant

(   If the ring accidentally comes out of the vagina before their next clinic visit, it should be rinsed with clean water and re-inserted in the vagina immediately.

(   If participants have any problems putting the ring back in the vagina, they should contact and/or come to the clinic. 

(   Always wash hands with clean water and soap before and after re-inserting or removing the vaginal ring, or when checking to ensure the ring is correctly in place. 

(   Remove ring immediately if she experiences any of the following:

        rash, itching, or other skin trouble, joint pain, or difficulty breathing occurs as these may be signs of an allergic reaction 



	(  Provide instructions to contact study staff:

· To report symptoms or problems she may be experiencing

· Needs additional counseling 

· Has any other problems, concerns, or questions (such as partner or family issues)




______________

Staff Initials and Date
	Enrollment Protocol Adherence Counseling Checklist

	PTID:
	Visit Date:

	(    Agrees to abstain from sexual activity including engaging in Receptive Intercourse   

       (penile, anal, and/or oral) during study participation


	(    Agrees to refrain from using the following products in order to protect the integrity of the lower genital tract and reduce the possibility of adverse events due to agents other than the study vaginal rings: 

(  Tampons

(  Spermicide
(  Female Condoms

(  Contraceptive Vaginal Rings

(  Diaphragms

(  Vaginal Medications for the treatment of STIs

(  CYP3A Inducers and/or Inhibitors

(  Sex toys (vibrators, dildos, etc.)
(  Lubricants
(  Douching 
(  Menstrual, Cervical Caps or any other vaginal barrier method


Additional Counselors Notes:__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

_______________

Staff Initials and Date
	Follow Up Product Use Counseling Checklist

	PTID:
	Visit Date:

	(  Discuss and assess adherence to vaginal ring use since the last counseling session based on participant report. Examine the following:

What were the participant’s experiences with the ring since the last counseling session?

What are things that seem to have made keeping the ring in or re-inserting (if applicable) easy or challenging? 

Note how often the participant reports having removed or expelled the study ring.
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________



	(  Reinforce key adherence messages, if necessary
(   Refrain from removing the ring for the entire period of 28 days except when instructed by clinic staff. The ring should remain in place during menstruation.  
(   If the ring accidentally comes out of the vagina before their next clinic visit, it should be rinsed with clean water and put it back in the vagina. 
(   If participants have any problems putting the ring back in the vagina, they should contact and/or come to the clinic. 
(   Participants should always wash their hands with clean water and soap before and after re-inserting or removing the vaginal ring, or when checking to ensure the ring is correctly in place. 
(   If the participant, experiences any of the following the VR should be removed immediately and the study site staff should be contacted: rash, itching, or other skin trouble, joint pain, or difficulty breathing occurs as these may be signs of an allergic reaction or any other problems (i.e. partner or family issues). 



	(  Provide instructions to contact study staff if you have any questions, problems or need another study vaginal ring between visits.
· Problems re-inserting in the vaginal ring

· Any other problems (such as partner or family issues)

	(  Remind participant to:

· Record on her appointment card (or other designated site-specific document) the days and times the ring was out of her vagina prior to her next study visit. (Days 7, 14, 21 and 28)

· Bring appointment card to next visit




_______________

Staff Initials and Date
	Follow Up Protocol Adherence Counseling Checklist

	PTID:
	Visit Date:

	(    Agree she is abstaining from sexual activity including engaging in Receptive Intercourse   

       (penile, anal, and/or oral)



	(    Agree she is refraining from using the following products: 

(  Tampons

(  Spermicide
(  Female Condoms

(  Contraceptive Vaginal Rings

(  Diaphragms

(  Vaginal Medications for the treatment of STIs

(  CYP3A Inducers and/or Inhibitors

(  Sex toys (vibrators, dildos, etc.)
(  Lubricants
(  Douching 
(  Menstrual, Cervical Caps or any other vaginal barrier method


Additional Counselors Notes:_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
_______________

Staff Initials and Date

	Contraceptive Counseling Checklist

	Review participant’s reproductive history documentation and previous entries on this flow sheet to inform and guide contraceptive counseling provided at each visit. For all protocol specified acceptable methods of contraception, discuss: how each method is taken or administered, mechanism of action, and level of effectiveness.

	PTID:
	Visit Date:

	What method of contraception is she currently using?



	Has she experienced any issues/questions/concerns regarding your current form of contraception?


	Issues to follow up at next visit:


	Does she intent to continue using the method listed above throughout study participation?




