MTN 024/IPM 031 Ring Use Adherence Key Messages Worksheet
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	Leave The ring inserted, all day, every day: 

The ring should be left inserted all day, every day, including during bathing and sex.

· Previous studies have shown it is not harmful to leave the ring inserted during these activities.

· If you have concerns that the ring has slipped out, you can always use your finger to check that it is still in place. It is uncommon for the ring to slip out, but this may happen.

· If you have any discomfort, you can check the placement of the ring. Wash your hands and try to gently push the ring further into your vagina. It is impossible for the ring to be pushed too far up or get lost inside the body. 
· Most women and their partners experience no discomfort with the vaginal ring in place during intercourse. Even if you or your partner may be able to feel it, it is safe to leave it inserted during sex.

· If you experience discomfort that cannot be resolved by moving the ring further up in the vagina, contact the clinic as soon as possible. If you have difficulties using the ring as directed, it is also important that you share these experiences with study staff.

	If the ring falls out or is taken out:

Somewhere  clean:  Rinse  the  ring  and  try  to  reinsert  it  as  soon  as  possible.

Somewhere dirty (such as the toilet or the ground): DO NOT re-insert it. Put it in the bag provided and contact the clinic.
· Once inserted, the ring should stay in place. It can be accidentally expelled, for example, during intercourse or with straining during a bowel movement.

· If it falls out or you remove it, do not use soap or hot water to clean the ring. Rinse only in clean water  before reinsertion. 

· If the ring falls out somewhere that is unsanitary, it is okay not to retrieve the ring. Contact or return to the clinic to get a new ring.

	Replace AND REtURN: 
After about 4 weeks, the ring should be removed and replaced with a new ring.

· Try not to remove the ring prior to your scheduled visit; the study staff will remove the ring during scheduled clinic visits. If you cannot make it to the clinic for your visit, contact the clinic as soon as possible to be rescheduled and do your best not to remove the ring.

· If the ring is used for more than 4 weeks (28 days), contact the clinic to get a new ring as soon as possible.
· Because this is an investigational study product, it is important that study staff collect all rings.  
· Please remember to bring your used ring with you when you come to the clinic for your visits. 

	Postmenopausal symptoms:

· During menopause, many women are bothered by symptoms of vaginal dryness such as irritation and burning. Vaginal dryness may cause pain when having vaginal intercourse.

· For many women, use of a vaginal lubricant can provide temporary relief from vaginal dryness. Study staff will provide you with lubricant that may be used during the study and with the ring in place. 

· Because vaginal discomfort can be caused by so many different reasons, any symptoms you experience should be discussed with and evaluated by study staff as soon as possible to determine its cause.


	Avoid: 
Other than the ring and study-provided lubricant, using any vaginal products and devices (other than male condoms) is discouraged.

· This includes lubricants (other than the study-provided lubricant), moisturizers, spermicides, female condoms, hormones (contraceptives or vaginal estrogen), diaphragms, douching products, menstrual cups, cervical caps, sex toys as well as vaginally applied medications. 
· If you cannot avoid these, please let us know so we can keep track of how the ring works in this situation.

· The reason you are asked not to use these products in your vagina is that the ring may work differently when different products are present. 
· Some vaginal products could irritate your vagina and cause you to have a bad reaction and lead to higher risk of infection.

	Do not Share: 

· If you do not use the ring assigned to you, it will be difficult for researchers to learn if the ring is safe. 
· It is important that you only insert the ring assigned to you and do not share your ring with other women.  

· Women who are not a part of this study should not use the ring provide to you. They do not have the proper medical care to determine if the ring is safe for them to use. 

	Storage: 

Used and/or dirty rings should be stored in the amber zip bag provided to you.  

· If you remove the ring and you will not immediately reinsert it, rinse the ring with clean water only and pat dry with a paper towel. Then, place the ring in the amber bag provided to you until you are able to reinsert it.

· If you will not reinsert the ring, rinse the ring with clean water only and pat dry with a paper towel.   Then place the ring in the bag provided to you and return it to the study clinic at your next visit. 

·  Be sure to store the used ring in a secure and private area out of reach of children.

	Questions or Concerns: 
The study staff is here to help and support you.  Please contact us with any questions or concerns:
· If you have discomfort with the ring or any medical problems.

· If you need another ring, or have questions about any of the information provided to you.

· If the ring comes out or you take it out and have concerns about reinserting it or any difficulties putting it back in.

· If you have problems with your partner, relatives, or other people that are related to your study participation or they have any questions.


__________

Staff Initials 

	At Enrollment: Discuss and assess expectations or concerns about adherence to product use. Does she anticipate having any difficulties? Does she have any concerns? Was she able to insert the ring? Does she have any concerns about wearing the ring at home? Would she like any additional information or instructions? 

__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
At Week 4 and Week 8: Discuss and assess adherence to 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 wearing the ring easy or challenging?

_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
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