
MTN-017 
Study Specific Training 

 

 Counseling Considerations 



Overview 

• Collection of Rectal Biopsies 
• HIV Pre- and Post-Test 
• STI/HIV Risk Reduction 
• Product Use Instructions  
• Product Use Adherence* 
• Protocol Adherence 
 
 
*Note: Product Use Adherence Counseling will be covered in 
separate training 



Counseling on Collection of Rectal Biopsies 
 

When required? 
◦ Screening 
◦ Enrollment 
◦ Period End Visits 

 



HIV Pre- and Post-Test Counseling 

 When is HIV testing required? 
◦ Screening 
◦ Enrollment 
◦ Every visit except Initiate Periods 2 & 3 
◦ As clinically indicated  

 HIV pre-test and post-test is provided in 
conjunction with a participant’s HIV test; 
therefore, counseling is required at these visits 
as well 
 



HIV Pre- and Post-Test Counseling 
Guidelines 
 HIV Testing Algorithm in protocol 

Appendix II 
 Participant-centered approaches: 
◦ assess participant knowledge of relevant 

information 
◦ dispel any misconceptions 
◦ ensure participant readiness for HIV testing 
◦ ensure participant understanding of test 

results 
◦ re-emphasize confidentiality 



Introduce the 
participant to 
the session 

Assess 
participant 
knowledge 

Assess 
risk behaviors 

Provide  
communication  

about  
what the test 
results mean 



STI/HIV Risk Reduction Counseling 

At which visit is STI/HIV risk 
reduction counseling required? 
 

Please describe how risk 
reduction counseling will be 
done. 



Provision of Product Use 
Instructions  

 
 

Provision of Product Use and 
Adherence Counseling* 

 
 



Product Use Counseling  

Required at Enrollment/Initiate and 
Mid Period visits. 

Regimen specific 
Key messages are outlined in SSP 

Section 6.3 and Product Use 
Instructions 
 
 



PRODUCT USE INSTRUCTIONS  
 
COUNSELING WORKSHEET 

Documentation of debrief regarding 
his/her first dose/insertion or 
simulation of first insertion of 

product 

 

Provided at Initiate and Mid-Period Visits 

Accompanies the provision and verbal 
overview of the product use instructions  

General overview of key important 
messages 



 

PRODUCT USE INSTRUCTIONS: GEL  



PRODUCT USE INSTRUCTIONS:  
 

BEFORE AND AFTER SEX 

 

No RAI in the preceding 6 days, participants should receive instructions to apply gel using 
the BAT 24 regimen on the 6-7th day or use 2 doses of product at least once per week on 

a day that is convenient for them (Per CM #02) 



PRODUCT USE INSTRUCTIONS:  
 

DAILY USE 



PRODUCT USE INSTRUCTIONS: TABLET 

See 21 November 2013  
Official Memo 



PRODUCT USE INSTRUCTIONS:  
 

TABLET 



FIRST DOSE  
 

VS.  
 

SIMULATION OF FIRST 
DOSE 



First Dose at Start of Each Product 
Use Regimen  

 All study participants will complete their first 
use or simulation of their first use at the study 
clinic during their Initiate Period Visits.  

 Simulation of product use refers to inserting an 
empty applicator (an applicator without any gel) 
to allow participant to practice applicator 
insertion prior to leaving the clinic.  



First Dose at Start of Each Product 
Use Regimen  
 For participants initiating the daily rectal gel 

regimen:  
◦ First insertion could be insertion of first dose or 

simulated insertion, depending on participant’s 
preference and level of comfort.   
◦ Participants can chose to do the first insertion 

either: 
 in a private space, with study staff standing by in case 

the participant requests guidance or technical 
assistance. 

 in a private space with direct staff observation of the 
gel insertion.   



First Dose at Start of Each Product 
Use Regimen  
 For participants initiating the RAI-

associated rectal gel regimen: 
◦ First insertion should be simulated only. 
◦ Participant should be provided clear 

instructions that first use should occur 
around the time of sex. 

 



First Dose at Start of Each Product 
Use Regimen  

 For participants initiating the daily oral 
regimen: 
◦ First dose should be directly observed by 

study staff.  
◦ A private space is not required.  
◦ Study staff should remind the participant 

to leave the desiccant inside the bottles 
but discard the bottle seals. 

 



Product Use Adherence Counseling  
 Based on participant-centered strategies  
 Aim: Reinforce the value of accurate reporting of adherence to study 

product use 
 Purpose:  
◦ Gauge the participant’s understanding of product use instructions 
◦ Assess the participant’s confidence with using the study product 
◦ Identify potential obstacles to using the product and how they might 

overcome such challenges 
◦ Converge three adherence measures (product count, SMS, and PK result) 
◦ What, if anything, helped the participant to adhere to product use and 

whether these approaches might be helpful to the participant in the next 
period of the study 

 
Refer to the Participant Centered Product Adherence Counseling Manual 
available on the MTN-017 Study Implementation Materials webpage under 

Counseling Tools/Worksheets. 
 

http://www.mtnstopshiv.org/sites/default/files/attachments/Product Adherence Counseling ManualPK.pdf


Provision of Protocol Adherence 
Counseling 

 
 



Documentation of debrief 
regarding practices or 

medications participants are 
asked to refrain from using or 

engaging in 

PROTOCOL ADHERENCE  
 
COUNSELING WORKSHEET 

Required at Initiate and 
Mid Period visits 

 
Counsel the participant to 

refrain from using  
prohibited medications 

and/or engaging in certain 
practices during study 

participation 



Protocol Adherence Counseling 

 Protocol adherence counseling should also 
include: 
◦ Review of the participants’ visit schedule 
◦ How to contact the clinic staff 
◦ How to use product 
◦ SMS (how to and when) 
◦ Adhere to protocol requirements (e.g. willing 

to use condoms, not to participate in other 
research study) 



Documentation  

 All counseling activities should be 
documented in chart notes and/or on 
counseling worksheets to allow for 
appropriate follow up at the next visit. 



What are your questions?  



Case Scenario 
At the Enrollment visit, a participant was 
assigned the daily tablet regimen and 
demonstrated taking the daily tablet 
without issue. However, while at home, the 
participant reports having some difficulty 
swallowing the tablet. When he is finally 
able to swallow the tablet, he vomits.  
 
 
How would you counsel this participant? 
 



Case Scenario 

A participant reports to the study nurse 
that one dose (one applicator) was inserted 
during the RAI associated rectal gel use 
regimen as s/he planned to have sex later 
that day. However, sex did not occur as 
planned.  
 
How would you instruct this participant to 
use his/her next dose of gel?  



Case Scenario 

A participant, currently in the daily rectal 
gel regimen, mentions he forget to use one 
dose as he left the applicators at home 
while he traveled out of the city.  
 
How should this participant be counseled?   



Case Scenario 

A participant, in the RAI associated rectal 
gel use regimen, reports he intends to have 
sex multiple times over the weekend. He 
asks if he should insert his required doses 
before and after each time he has sex?  
 
How would you instruct him to use the gel?  



Case Scenario 

A participant reports having difficulty 
inserting the rectal gel applicator on his 
own. He asks if his partner can insert the 
study gel for him? 
 
 
How would you counsel this participant? 



Case Scenario 
A participant, in the RAI associated rectal 
gel use regimen, tells the study nurse that 
he did not have sex in the week prior to his 
visit. As instructed, he inserted one dose in 
the evening of the 6th day. He then had sex 
within the 12 hours of inserting the first 
dose.  
 
When should he be instructed to insert his 
next dose? 



Case Scenario 

A participant is assigned to the RAI 
associated rectal gel use regimen. Two 
weeks after the start of the period, he 
contacts the study nurse and reports that 
he stopped using the gel as instructed 
because it was too hard to remember using 
it when he wanted to have sex.  
 
How would you counsel this participant?  



Case Scenario 
A participant, in the RAI-associated rectal 
gel use regimen, inserts one dose when he 
plans to have sex. However, sex dose not 
occur and a second dose of gel is not 
inserted. The next day, the participant has 
sex, without inserting a dose of gel prior to 
having sex.  
 
When should the participant be instructed 
to insert his dose?  
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