
Supplementary Material 

Table 3: Schedule of Visits and Evaluations for the VOICE Study  
 

SCR 1 SCR 2 ENR MLY QRT SEM ANN PUEV TERM 
 

Up to and including 56 days Day 0 Must occur -14 days or + 13 days of scheduled visit Specified in SSP  

Informed Consent X 
 

X 
      

Demographics X 
        

Locator Information/ 

Reimbursement 

X X X X X X X X X 

Behavioral Eligibility  X X X 
      

Review Screen 

Documentation 

  
X 

      

Behavioral Risk Assessment 
  

X X X X X X X 

Adherence Assessment 
   

X X X X X 
 

Prod. Sharing/Dose Recall 

    

X X X X 

 

Intravaginal Practices 

Assess. 

      

X X X 

Social Harms Assessment 

    

X X X X X 

Schedule Next Visit ▲ ▲ ▲ X X X X X ▲ 

Test Results  X X X X X X X X X 

Randomization 

  

X 

      

HIV Pre/Post-Test Couns. X ▲ X X X X X X X 

Condoms, HIV/STI Risk 

Red. Couns. 

X X X X X X X X X 

STI/UTI Treatment ▲ ▲ ▲ ▲ ▲ ▲ ▲ ▲ ▲ 

Offer HIV Test/Couns. 

Partners 

X X X X X X X X X 

Offer STI Couns./Tx. 

Partners 

▲ ▲ ▲ ▲ ▲ ▲ ▲ ▲ ▲ 

Contraceptive and 

contraception Couns. 

X X X X X X X X X 

Medical Eligibility X 

 

X 

      

Med./Mens. History/ Current 

Medications 

 

X X X X X X X X 

Weight X X 

 

■ X X X X ▲ 



Height 

 

X 

   

X X X 

 

HBsAg X 

  

▲ ▲ ▲ ▲ X ▲ 

HBsAb X 

  

▲ ▲ ▲ ▲ ▲ ▲ 

Hepatitis B Vaccination 

  

▲ ▲ ▲ ▲ ▲ ▲ ▲ 

UA (protein and glucose) X ▲ + ■ X X X X ▲ 

UA (nitrites and LE) X ▲ + ▲ ▲ ▲ ▲ ▲ ▲ 

Urine hCG,/HIV Serology X X X X X X X X X 

Urine SDA for GC/CT X ▲ 

 

▲ ▲ ▲ X X ▲ 

Rapid Test-Trichomonas 

 

X + ▲ ▲ ▲ X X ▲ 

Rapid Test-BV 

 

▲ + ▲ ▲ ▲ ▲ ▲ ▲ 

Complete Blood Count X 

  

▲ ▲ X X X ▲ 

Serum Chemistries X 

  

■ X X X X ▲ 

Plasma Archive 

  

X ▲ X X X X X 

Blood PK Analyses 

    

X X X X 

 

Syphilis Serology X ▲ 

 

▲ ▲ ▲ X X ▲ 

Physical Exam 

 

X 

 

■ X X X X ▲ 

Pelvic Exam Visual 

Inspection & Vaginal pH 

 

X + ▲ ▲ X X X ▲ 

Vaginal Wet Mount 

 

▲ + ▲ ▲ ▲ ▲ ▲ ▲ 

Vag./Endocerv. Swabs 

Storage 

 

X 

 

▲ ▲ X X X ▲ 

Gram Stain 

 

X 

   

X X X 

 

Pap Smear 

 

▲● 

 

▲● ▲● ▲● ▲● ● ▲● 

Bimanual Exam 

 

X + ▲ ▲ X X X ▲ 

Study Product, Instr., Adher.  

  

X X X X X 

  

Perceived Product 

Assessment. 

       
X 

 

 


