
Visit Visit Code ACASI 

Questionnaire  to 

administer 

Administer to: 

Enrollment 3.0 Enrollment All enrolled participants 

Month 3**  6.0 First Quarterly 

Oral 

Oral participants who had unused 

study product* in their possession 

at any time in the past 4 weeks 

Months 6, 9, 15, 18, 

21, 27, 30, 33 

9.0, 12.0, 18.0, 21.0, 

24.0, 30.0, 33.0, 36.0 

Regular 

Quarterly Oral 

Oral participants who had unused 

study product* in their possession 

at any time in the past 4 weeks 

Months 12, 24, and 

36/PUEV/Early 

Termination  

15.0, 27.0, 39.0/visit 

code associated with 

study month when 

PUEV/Early 

Termination occurs*** 

Annual/PUEV 

Oral 

Oral participants who are 

completing an annual visit, 

scheduled PUEV, or early 

termination visit, and who 

possessed unused study product* 

at any time in the past 4 weeks 

Scheduled Study Exit 

(SEV) 

89.0 Product Hold/ 

Discontinuers/

SEV 

All participants who are 

completing a scheduled SEV 

ACASI visits where 

participant has not 

had unused study 

product in her 

possession for the 

past 4 weeks 

 

Visit code associated 

with study month when 

visit occurs*** 

Product Hold/ 

Discontinuers/

SEV 

 

All participants who have not had 

any unused study product* in their 

possession in the past 4 weeks 

due to participant choice or 

product hold/discontinuation  

* Includes expired study product 

** If a participant misses her Month 3 Visit, administer the First Quarterly Oral ACASI questionnaire at Month 6. If the participant misses her Month 6 Visit, or is administered the Product 
Hold/Discontinuers/SEV questionnaire at Month 6, administer the First Quarterly questionnaire at Month 9. If the same participant misses her Month 9 Visit, or is administered the Product 
Hold/Discontinuers/SEV questionnaire at Month 9, then the First Quarterly questionnaire is considered missed. Resume administration of ACASI questionnaires per the above schedule. 

***Refer to SSP Section Table 14-2 for the list of visit codes assigned to each study visit.  
 

ACASI Questionnaire Schedule - Oral 



Visit Visit Code ACASI Questionnaire  

to administer 

Administer to: 

Enrollment 3.0 Enrollment All enrolled participants 

Month 3**  6.0 First Quarterly 

Vaginal 

Vaginal participants who had 

unused study product* in their 

possession at any time in the past 

4 weeks 

Months 6, 9, 15, 18, 

21, 27, 30, 33 

9.0, 12.0, 18.0, 21.0, 

24.0, 30.0, 33.0, 36.0 

Regular Quarterly 

Vaginal 

Vaginal participants who had 

unused study product* in their 

possession at any time in the past 

4 weeks 

Months 12, 24, and 

36/PUEV/Early 

Termination  

15.0, 27.0, 39.0/visit 

code associated 

with study month 

when PUEV/Early 

Termination 

occurs*** 

Annual/PUEV 

Vaginal 

Vaginal participants who are 

completing an annual visit, 

scheduled PUEV, or early 

termination visit, and who 

possessed unused study product* 

at any time in the past 4 weeks 

Scheduled Study 

Exit (SEV) 

89.0 Product Hold/ 

Discontinuers/SEV 

All participants who are 

completing a scheduled SEV 

ACASI visits where 

participant has not 

had unused study 

product in her 

possession for the 

past 4 weeks 

 

Visit code 

associated with 

study month when 

visit occurs*** 

Product Hold/ 

Discontinuers/SEV 

 

All participants who have not had 

any unused study product* in 

their possession in the past 4 

weeks due to participant choice 

or product hold/discontinuation  

* Includes expired study product 

** If a participant misses her Month 3 Visit, administer the First Quarterly Vaginal ACASI questionnaire at Month 6. If the participant misses her Month 6 Visit, or is administered the Product 
Hold/Discontinuers/SEV questionnaire at Month 6, administer the First Quarterly questionnaire at Month 9. If the same participant misses her Month 9 Visit, or is administered the Product 
Hold/Discontinuers/SEV questionnaire at Month 9, then the First Quarterly questionnaire is considered missed. Resume administration of ACASI questionnaires per the above schedule. 

***Refer to SSP Section Table 14-2 for the list of visit codes assigned to each study visit.  
 

ACASI Questionnaire Schedule - Vaginal 


