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Overview

• HIV Pre/Post Test

• HIV and STI Risk Reduction

• Contraceptive 

• Product Use Instructions

• Protocol Adherence

• Additional Counseling Materials



Counseling Techniques

• Utilize Participant-Centered Approaches

• Non-judgmental

• Collaborative partnership

• Respectful of the participants’ ability to choose

• Encompasses more listening and eliciting than telling 

• Tailored to participants’ needs which change over time



HIV Pre- and Post-Test and 
Risk Reduction Counseling

• HIV testing is required at :

– Screening

– Enrollment 

– Visit 10/ PUEV 

– All other visits, if clinically indicated

• HIV pre-test and post-test is provided in 
conjunction with HIV testing

• HIV/STI risk reduction counseling required at 
same visits



HIV infection status at screening will be assessed using 
an FDA-approved HIV test

If at Screening or Enrollment,  the test is negative, the 
participant will be considered HIV-negative and eligible 
enrollment.

If at Screening or Enrollment, the test is positive or 
indeterminate , this participant is not eligible for 
enrollment. 

If the confirmatory test is negative or indeterminate, 
contact the LC for guidance. Additional testing is 
required.

If during follow up, the test is positive or 
indeterminate, study participation will be discontinued. 

An FDA-approved confirmatory test must be performed. 

If the confirmatory test is positive, the participant is 
considered HIV-positive.  



In the event of an HIV positive result…

• Refer participants to local care and treatment services 

• Provide additional counseling and other support services, as 
needed

• Discontinue screening attempt, or follow-up visits, and 
terminate participant from the study

• Offer additional laboratory testing (HIV RNA and HIV drug 
resistance testing) at the discretion of IoR and MTN LC



STI/HIV Risk Reduction Counseling

• Assess knowledge of relevant information

• Ensure readiness for HIV testing and understanding of test 
results

• Dispel any misconceptions

• Re-emphasize confidentiality

• Emphasize risk-reduction (identification of risk 
factors/barriers to risk reduction and strategies/action plans 
to try to address)

• Offer skills building (e.g. how to use condoms, discuss 
sensitive issues with partners/others)



• Worksheet provides an overview 
of the minimum requirements 
expected for each HIV testing and 
risk reduction counseling session

• Assess participant knowledge of 
relevant information, dispel any 
misconceptions, ensure 
participant readiness for HIV 
testing, ensure participant  
understanding of test results

• Guides the participant in 
identifying risk factors, barriers to 
risk reduction and developing 
strategies and action plans to 
reduce/eliminate risk



HIV/STI Risk Reduction Counseling Considerations

• Will you incorporate risk-reduction counseling before 
or after the test results are given?

• Will the same person conduct pre- and post-test and 
risk reduction counseling?

• What kinds of questions might you ask to assess 
participant understanding?  

• How will you avoid repetition during follow up 
counseling sessions? 



Contraceptive Counseling

• Required starting at Screening through Visit 10/PUEV

• At screening:
– Intended to assess eligibility criteria (per participant report)

– Provide rationale for contraceptive requirement and obtain accurate 
information about use

– Confirms pregnancy intentions and willingness to use an effective 
contraceptive method

– Discuss which methods are acceptable for study purposes and 
emphasize that women who cannot commit to using one of these 
methods for the duration of the study should not enroll



Contraceptive Counseling

• During follow-up:

– Counseling may be abbreviated  

– Issues discussed at the previous session should be 
reviewed 

– Determine if the participant has any issues with current 
method  

– If participant decides to stop contraceptive use, they may 
remain in the study, and continue using study product





In the event of a positive pregnancy test result…

• Participant will be referred to local health care 
services and may return to the research clinic 
for additional counseling, as needed

• Follow-up visits will be discontinued and the 
participant will be terminated from the study

• Optional Procedure: 

– Participants who become pregnant while on study 
product may be offered enrollment in MTN-016*



Product Use Counseling 

• Product use instructions should be reviewed at the 
Enrollment Visit and all visits through Visit 10/PUEV as 
needed

• Provide copy of illustrated instructions to each participant in 
the event the ring is removed/expulsed and the participant 
needs to reinsert it at home
– Page 1: VR Use Instructions

– Page 2: VR Important Information

• For participants who have difficulty inserting the VR, study 
staff should provide further information and guidance to 
address the difficulty encountered. 
– After guidance is provided, the participant should try again to insert 

the VR. If unable, study staff may insert the VR for the participant. 







Protocol Adherence Counseling

• Required at every scheduled study visit, per protocol; content 
may be targeted towards participants’ need, given frequency 
of the sessions 

• Worksheet provided to guide and document counseling 
session

• Study Adherence Guideline sheet provided to aid in provision 
of counseling 
– Given to take home at Enrollment

– Reviewed/offered at every visit follow-up visit through Visit 10/PUEV

• Focuses on explaining prohibited medications and practices 
participants should refrain from engaging in during the course of 
study participation







Documentation 

• All counseling activities (including but not limited to 
participant questions, risk reduction strategies, action 
plans, etc.) should be recorded on the worksheet 
and/or in chart notes to support review and 
appropriate follow up at subsequent visits

• Documentation should be sufficient and detailed 
enough to inform and guide subsequent counseling 
sessions

• Be sure to engage in the discussion rather than 
focusing on taking notes

• Summarize the session once complete


