Screening Visit Counseling Checklist

PTID: ______________________________


Visit Code: _____________


Date: _________________________





Enrollment Visit Counseling Checklist

PTID: ______________________________


Visit Code: _____________


Date: _________________________





4-Week and 8-Week Follow-up Visit Counseling Checklist

PTID: ______________________________


Visit Code: _____________


Date: _________________________





 12-Week Follow-up Visit Counseling Checklist

PTID: ______________________________


Visit Code: _____________


Date: _________________________






16-Week/ Study Termination Visit Counseling Checklist

PTID: ______________________________


Visit Code: _____________


Date: _________________________







 Interim Visit Counseling Checklist

PTID: ______________________________


Visit Code: _____________


Date: _________________________



HIV Risk Reduction Counseling





Contraceptive Counseling





For all protocol accepted methods of contraception, discuss:


How each method is taken or administered


Mechanism of action


Level of effectiveness





What method of contraception are you currently using?











Have you experienced any problems with your current form of contraception?











What method do you plan to use throughout study participation?











Comments: 





Signature/Date: __________________





Signature/Date: __________________





Perform counseling per site SOPs:


HIV pre-test counseling


HIV post-test counseling


HIV risk reduction counseling








Offer condoms.














Comments: 





Contraceptive Counseling





Product Use Adherence Counseling





HIV/STI Risk Reduction Counseling





Signature/Date: __________________





Agree to abstain from: 


Spermicide


Diaphragms


Vaginal medication


Sex toys


Lubricants


Condoms that contain silicone


Menstrual cup or douching





Comments: 





Protocol Adherence Counseling





Signature/Date: __________________





Perform HIV risk reduction counseling per site SOPs. 








Offer condoms.





Comments: 





Signature/Date: __________________





Signature/Date: __________________





Wash your hands thoroughly before and after study product insertion and/ or removal.





Try not to remove the ring for the entire 12 week period of the vaginal ring regimen except as directed during study visits, even during menses. 


If the ring accidentally comes out of your vagina before your next clinic visit, clean it with warm water and put it back in your vagina.


If you have any problems putting the ring back in your vagina, call or come to the clinic.





Contact study staff if you have any questions or need another study vaginal ring between visits.





The study staff are here to help and support you.  Please contact us if you have:


Problems inserting the vaginal ring


Any other problems (such as partner or family issues)





Comments: 





What method of contraception are you currently using?

















Have you experienced any problems with your current form of contraception?

















Do you plan to continue using this method throughout study participation?














Comments: 





Contraceptive Counseling





Product Use Adherence Counseling





HIV/STI Risk Reduction Counseling





Assess adherence to study product use since the last counseling session based on participant report





Discuss challenges with product use adherence





Reinforce key adherence messages


Wash your hands thoroughly before and after study product insertion and/ or removal.


Try not to remove the ring for the entire 12 week period of the vaginal ring regimen except as directed during study visits, even during menses. 


If the ring accidentally comes out of your vagina before your next clinic visit, clean it with warm water and put it back in your vagina.


If you have any problems putting the ring back in your vagina, call or come to the clinic.


Contact study staff if you have any questions or need another study vaginal ring between visits.





The study staff are here to help and support you.  Please contact us if you have:


Problems inserting the vaginal ring


Any other problems (such as partner or family issues)





Comments: 





Signature/Date: __________________





Agree to abstain from: 


Spermicide


Diaphragms


Vaginal medication


Sex toys


Lubricants


Condoms that contain silicone


Menstrual cup or douching





Comments: 





Protocol Adherence Counseling





Signature/Date: __________________





Perform HIV risk reduction counseling per site SOPs. 








Offer condoms.





Comments: 





Signature/Date: __________________





Signature/Date: __________________





What method of contraception are you currently using?

















Have you experienced any problems with your current form of contraception?

















Do you plan to continue using this method throughout study participation?














Comments: 





Signature/Date: __________________





Agree to abstain from: 


Spermicide


Diaphragms


Vaginal medication


Sex toys


Lubricants


Condoms that contain silicone


Menstrual cup or douching





Comments: 





Protocol Adherence Counseling





Signature/Date: __________________





Perform HIV risk reduction counseling per site SOPs. 








Offer condoms.





Comments: 





HIV/STI Risk Reduction Counseling





Contraceptive Counseling





What method of contraception are you currently using?

















Have you experienced any problems with your current form of contraception?

















Do you plan to continue using this method throughout study participation?

















Comments: 





Signature/Date: __________________





Signature/Date: __________________





HIV/STI Risk Reduction Counseling





Contraceptive Counseling





What method of contraception are you currently using?

















Have you experienced any problems with your current form of contraception?

















Do you plan to continue using this method after study participation?














Comments: 





Perform counseling per site SOPs:


HIV pre-test counseling


HIV post-test counseling


HIV risk reduction counseling


 








Offer condoms.














Comments: 





Signature/Date: __________________





Signature/Date: __________________





Assess adherence to study product use since the last counseling session based on participant report





Discuss challenges with product use adherence





Reinforce key adherence messages


Wash your hands thoroughly before and after study product insertion and/ or removal.


Try not to remove the ring for the entire 12 week period of the vaginal ring regimen except as directed during study visits, even during menses. 


If the ring accidentally comes out of your vagina before your next clinic visit, clean it with warm water and put it back in your vagina.


If you have any problems putting the ring back in your vagina, call or come to the clinic.


Contact study staff if you have any questions or need another study vaginal ring between visits.





The study staff are here to help and support you.  Please contact us if you have:


Problems inserting the vaginal ring


Any other problems (such as partner or family issues)





Comments: 





HIV/STI Risk Reduction Counseling


(if indicated)





Protocol Adherence Counseling


(if indicated)





Agree to abstain from: 


Spermicide


Diaphragms


Vaginal medication


Sex toys


Lubricants


Condoms that contain silicone


Menstrual cup or douching





Comments: 





Perform HIV risk reduction counseling per site SOPs. 








Offer condoms.





Comments: 





Signature/Date: __________________





Signature/Date: __________________





What method of contraception are you currently using?

















Have you experienced any problems with your current form of contraception?

















Do you plan to continue using this method throughout study participation?











Comments: 





Signature/Date: __________________





Signature/Date: __________________





Signature/Date: __________________





Contraceptive Counseling


(if indicated)








Product Use Adherence Counseling


(if indicated)












