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SSP Manual References

• Protocol Section 7.2 and Table 7 (Screening Visit)

• Section 4:  Informed Consent

• Section 5: Study Procedures

• Section 9: Laboratory Considerations

• Section 10: Counseling  Considerations



Screening Considerations

• Conducted to determine participant eligibility

• Administration of Informed Consent must be done 
before any other procedure

• May only be re-screened a maximum of one time if 

– All screening and enrollment procedures are not 
completed within 45 days of providing informed consent 
or if screened out due to IoR/designee discretion 
(Consultation with the PSRT is required)

• Screening process will be discontinued when 
ineligibility is determined



Administrative Procedures

Locator 
Information 
Collection 

Informed 
Consent 

Administration

Comprehension 
Assessment

PTID Assignment

Demographic 
Information 
Collection

Next Visit 
Scheduling

Eligibility 
Assessment

Reimbursement 
Provision

*  If indicated



Counseling Procedures

• HIV Pre-and Post Test

• HIV/STI Risk Reduction

• Protocol Adherence

• Contraceptive Counseling



Clinical Evaluations

Physical Exam (comprehensive)

Pelvic Exam

Rectal Exam

Medical History Review

Menstrual History Review 

Medication History Review

Referrals/Rx for UTIs/RTIs/STIs



Laboratory Evaluations

Blood

CBC with diff./platelets

Chemistries (ALT/AST/Creatinine)

Syphilis Serology

HIV-1/2 Testing

HSV 1/2 Serology

Hepatitis B Surface Antigen

Hepatitis C Antibody

Coagulation (PT/INR)

Urine

hCG (pregnancy)

NAAT for GC/CT

Dipstick UA*

Urine Culture*

Vaginal

NAAT for GC/CT

Pap Test*

Rectal

HSV 1/2 detection*

NAAT for GC/CT



SCREENING VISIT TOOLS



Informed Consent Coversheet



IC Comprehension Assessment



Visit Checklist



ELIGIBILITY ASSESSMENT



Eligibility Determination

• All eligibility criteria are initially assessed at 
Screening.

• All eligibility criteria are confirmed on the day of 
Enrollment. 

• It is the responsibility of the site Investigator of 
Record (IoR) and other designated staff to ensure 
that only participants who meet the study eligibility 
criteria be enrolled in the study. 



Screening 
Behavioral 
Eligibility 

Worksheet
Recommended 
source document 
for assessing 
eligibility criteria 
which are based 
on self-report



Screening and Enrollment Log

List ALL reasons the participant fails screening, especially if there is more than 

one reason.  Codes on the lower part of the log will help abbreviate 
documentation. 



Required Documentation for Screen 
Failures

• Completed ICF

• All source documentation complete up until the time that ineligibility was 
determined indicating what procedures were or were not completed 
and/or screen failure reasons and date of ineligibility determination 
noted. 

– Visit Checklist

– Eligibility Checklist

– Chart notes

– Completed Screening and Enrollment Log

– Completed Eligibility Criteria CRF with screen failure reason(s) noted 

• Necessary referrals on file (as appropriate) and documentation that any 
clinically significant abnormalities (labs, etc.) were communicated to the 
participant (even if referral is not necessary)



Trivia



• Calendar with study visit schedule

• Sample gel applicator

• Gel Use Instructions

• Blood collection tubes

• Study Information Booklet

Name at least 3 “visual aids” that may be used 
during the informed consent discussion?



All screening procedures must take place 
within how many days before Enrollment?

1. 15

2. 30

3. 45

4. 56



Schedule Next Visit Considerations

Negotiate visit date with participant keeping in 
mind:

• 45-day screening and enrollment period 

• Time required to receive lab test results

• Current genital symptoms / time to resolution 
following treatment



How long are participants required to abstain 
from receptive sexual activity?

a) 5 days prior to enrollment and throughout study 
participation

b) 24 hours prior to each study visit and during study product 
use periods

c) 72 hours prior to each study visit, during the study product 
use period and 72 hours after biopsy collection



What is the timeframe in which a participant cannot 
participate in any other research study prior to Enrollment?

1. 90 days

2. 60 days

3. 45 days



Name 2 products that are prohibited?

• Hormone replacement therapy

• Anticoagulants



Questions? Comments?




