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DISCLAIMER 
 
Review of approaches -- from published work 
 
Content/slides not reviewed by iPrEx or VOICE teams 
 
Experiences and insights shared -- my own views and 
may not reflect those of either study team 
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Lessons Learned 
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Hindsight 
Forward Progress 



Nov 2009- 
NSC disseminated 

iPrEx RCT  
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Early Approach to Supporting Product Use 
 Framing Product Use 

Critical to success of trial 

Messages of need for adherence at each visit 
Often by multiple staff  

Barriers focused 
Identify non-adherence 
Ask about reasons 
Reinforce adherence  
Offer strategies 
Variable by site- some used pill-count to identify non-adherence and trigger additional discussions 

Core team tracking of pill-count adherence 
Sites reinforced for high rates 

SOCIAL CONTRACT 



Early Approach to Supporting Product Use 
 Framing Product Use 

Critical to success of trial 

Adherence Messages at each visit 
Often by multiple staff  

Barriers focused 
Identify non-adherence 
Ask about reasons 
Reinforce adherence  
Offer strategies 
Variable by site- some used pill-count to identify non-adherence and trigger additional discussions 

Core team tracking of pill-count adherence 
Sites reinforced for high rates 

SOCIAL CONTRACT 

Priority is on trial 
success 
Staff want/need you to 
adhere 
Non-adherence is bad 
Reporting non-
adherence makes people 
upset and visit longer 
Using drug does not 
protect you personally 

Participants 
Participants share drive 
for trial success 
Participants want to 
adhere but lose site of 
importance or lack skills 
Participants report non-
adherence openly 
A good site has good 
sample adherence 

Study/Team 



REVISED Approach to Supporting Product Use 
 Try to change the social contract SOCIAL CONTRACT 

Priority is on YOU and 
your contributions 
Staff want/need you to 
be honest 
Non-adherence happens 
Reporting non-
adherence is OK 
Using drug does not 
protect you personally 

Participants 
Participants have 
different reasons for 
participating 
Participants may not 
want to take drug; 
struggle to take it for 
social, personal, 
community and 
structural reasons 
Participants may not 
report non-adherence  
A good site has good 
open discourse around 
adherence 

Study/Team 
Priority is on trial 
success 
Staff want/need you to 
adhere 
Non-adherence is bad 
Reporting non-
adherence makes people 
upset and visit longer 
Using drug does not 
protect you personally 

Participants 
Participants share drive 
for trial success 
Participants want to 
adhere but lose site of 
importance or lack skills 
Participants report non-
adherence openly 
A good site has good 
sample adherence 

Study/Team 



REVISED Approach to Supporting Product Use 
 The Adherence Working Group developed Next Step Counseling and Neutral Assessment 

A strategy to shift thinking about adherence globally 

Engaged all team members at all sites 

Included structural changes to procedures as well as efforts to promote buy in at all levels 

  



 Neutral Assessment 
  
 Next Step Counseling 
  

 

…..the approach 

Amico AIDS and Behavior 2012 



INFORMATION
•Accurate knowledge of what adherence 
and non-adherence is
•Knowledge of confidentiality of data 
collected via various sources
•Knowledge of research protocol relating 
to adherence
•Mis-information or faulty heuristics about 
recommended protocol, protocol for non-
adherence, and use/misuse of non-
adherence reports {essentially- what will 
happen specifically to people if/when 
they report non-adherence}

MOTIVATION
•Attitudes towards and beliefs about 
perceived consequences of reporting 
non-adherence to interviewer, to 
adherence counselor, and on surveys 
(separately) to
Ø Individual participant
ØParticipant’s continued involvement in 

the project
ØAccess to project related benefits
ØResults from the project/RCT
{How will participant feel or react to 
what they perceive the consequences 
of reporting non-adherence are}

•Beliefs about
ØOther participants’ reports of non-

adherence or concealing non-
adherence from interviewer, 
adherence counselor, and on surveys 
(separately) {How normal is it to 
conceal non-adherence?}

•Affective beliefs and experiences [added 
here as a possible influencer of 
motivation though perhaps not nested] 
associated with reporting non-adherence 
and reporting perfect adherence to 
interviewer, adherence counselor, and 
on surveys. 

BEHAVIORAL SKILLS
• Skills and self-efficacy towards 

comfortably reporting non-
adherence

• Confidence in reporting non-
adherence across methods of 
data collection (interviewer, 
adherence counselor, survey)

• Skills in managing potentially 
negative experiences or 
consequences of reporting non-
adherence

BEHAVIORAL 
INTENTIONS TO 
REPORT NON-

ADHERENCE WHEN/
IF IT OCCURS

ACTUAL ACCURATE 
REPORTING OF 

MISSED PILLS WHEN 
ACCURATE

REPORTING PILL-TAKING
IMB

NEUTRAL ASSESSMENT 

 Separated counseling from assessment 
 Allowed participants to report non-adherence 

with no overt negative consequence 
 Trained interviewers on neutral data collection 



NEXT STEP COUNSELING 

situated 



Next Step Counseling 
A participant-centered discussion of ease and difficulty of 
pill-taking 
 Context driven 
 Focused on  
◦ forward progress/movement in small steps 
◦ the experience of pill-taking 

 NOT Focused on actual pill-taking behavior 
Repeated, cumulative exposures targeting small steps 



Motivational Interviewing 
 Embedded several MI strategies to help counselors to work WITH 
participants 

ØAmbivalence 

ØAvoid righting reflex 
ØCollaboration 

ØGuiding 

ØRespect for autonomy 



  

FIGURE 2: NSC Steps/Flow 

Amico KR et al. 2013 AIDSBEH 



An 8 Step Counseling Approach 

1: INTRODUCE  . . . the counseling session.  

2: REVIEW . . . previous experiences. 

3: EXPLORE . . . facilitators and barriers. 

4: TAILOR  . . . the discussion to the specific needs of the participant. 

5: IDENTIFY . . .  the next small step towards pill-taking-- WHAT …  

6: STRATEGIZE . . . on HOW that next small step could be made towards.   

7: AGREE ON. . .WHICH of the strategies the participant will try and develop an 
ACTION PLAN for that strategy. 

8: RECORD 

INTRODUCE

EXPLORE

REVIEW

TAILOR

IDENTIFY

STRATEGIZE

AGREE

CLOSE
DOCUMENT



INTRODUCE

EXPLORE

REVIEW

TAILOR

IDENTIFY

STRATEGIZE

AGREE

CLOSE
DOCUMENT

I would like to spend a few minutes speaking with you 
about your experiences with the study pills. Is that OK 
with you? 

Can you share with me what your experiences have 
been with the study pills?   
 
What has made using the product feel easier?  …seem 
difficult? Regardless of whether or not you use the 
product?   

Counselor guides discussion towards what appears most relevant. 

How could you see that happing?...How could you 
do that? 

Of the things we have discussed, is there a strategy 
you are willing to try between now and the next time 
we meet? 

C 
O 
N 
T 
E 
X 
T 

N 
E 
E 
D 
S 

S 
T 
R 
A 
T 

Goal 

Reiterate emphasis on easing 
use, empower, engage 

What would need to happen for….to feel a little 
easier/more manageable? 



INTRODUCE

EXPLORE

REVIEW

TAILOR

IDENTIFY

STRATEGIZE

AGREE

CLOSE
DOCUMENT



Implementation 
 

2-3 day workshops 

Practice through role plays 
Monthly team teleconference 

Booster meeting 

By the end of the study…. 
Over the final >15,000 NSC sessions with ~2000 participants 



Lessons learned 
 

 Counselors found the approach feasible  

 Moving away from assessment driven to conversational 
was liked…by most 

 Conversations/discussions did not take more time in 
general  (20m 1st, 12-14m follow-ups) 

 PrEP adherence appeared similar and different from 
adherence to open-label or known medications 
 “Unintentional” non-adherence appeared similar to ARVs, while “intentional” 

adherence appeared more unique to PrEP trial and cultures. 

1Amico AIDS and Behavior 2012 



Lessons learned 
 

 Remains unevaluated formally… 

 Adherence  
 was not dramatically changed pre/post  
 at end of study remained low in most non-US areas while 

extremely high in the US 

 Not clear  
 If ‘social contract’ was successfully renegotiated 
 If reporting/openness changed 
 If implementation was with fidelity to spirit 

Amico KR et al. Near perfect adherence in US iPrEx RCT sites: Frequency and correlates. Presented at the National Summit on HIV 
& Viral Hepatitis. November 26-28th 2012; Washington DC, USA.  



Lessons learned 

HOWEVER… 

iPrEx contributed substantially to the conversation about 
relationships between participants, studies and product 
use 

 
The NSC and NA approach helped to advise the 
development of other support strategies in clinical trails 
(and open label applications) 

 



NSC AS WELL AS OTHER APPROACHES (CARPISA ASP) HELPED RETOOL 
CONVERSATIONS… 

SETTING SOME AGENDA 

DEVELOP CONTEXT 

…for experiences with product 

IDENTIFY 

  …needs (what would need to happen to make that easier for you)… 
…barriers (what are some things that made it difficult)… 

STRATEGIZE 

…to meet needs/address barriers identified 

FOLLOW UP 







Pre-VASP VASP 

Uses product count from pharmacist in 
counseling session; reconciled product count 
and self-reported adherence. 

Counselors will NOT review product count prior 
to counseling session or probe about 
discrepancies in product count vs. self report. 

Asks participant how often she had been able 
to use the product and then based counseling 
on reported level of adherence.  

Counseling will focus on participant’s 
experiences using the product, and what makes 
using product easier or harder, regardless of 
how much she used it. 

Adherence plan/strategies is based on 
overcoming barriers to product use. 

Adherence plan/strategies based on addressing 
adherence-related needs. 

Uses reported adherence to determine the 
focus of the session (i.e. page 2 of the 
counseling worksheet options). 

All sessions will follow the same 8 steps, 
regardless of how much the participant has 
been using the study product. 

Reinforcement of product use instructions (10 
key messages) by the adherence counselor. 

Product use instructions (10 key messages) will 
be reviewed by the pharmacist as needed. 

Positive reinforcement of good adherence. 
Goals focus on perfect adherence. 

Maintain a neutral counseling approach. Goals 
focused on making product use manageable. 



I would like to spend a few minutes speaking with you 
about your experiences with the study {gel/pills}. Is 
that OK with you? 

Can you share with me what your experiences have 
been with the study {gel/pills}?  What has made using 
the product feel easier?  …seem difficult? Regardless 
of whether or not you use the product?   
Let me check that am I understanding, I hear you 
saying….Is that correct? 

What would need to happen for….to feel a little 
easier/more manageable? 

How could you see that happing?...How could you 
do that? 

Of the things we have discussed, is there a strategy 
you are willing to try between now and the next time 
we meet? 
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Goal 

Reiterate emphasis on easing 
use, empower, engage 



Dissemination and Implementation 

 15 Sites 

 130 Counseling staff 
 1 day workshops 

 Local mentor approach 

 Monthly calls with mentors 
 Booster visit/training at 5 months 

post workshops 

Site  • Mentor 
• Rotating Mentor 

Site • Mentor 
• Rotating Mentor 

Site • Mentor 
• Rotating Mentor 

Counselors 

Case Conf 
Notes rev 

Counselors 

Case Conf 
Notes rev 

Counselors 

Case Conf 
Notes rev 

MTN 
Trainers 

Monitoring 



Lessons learned 
 

 Adherence Counseling Monitoring and Evaluation (ACME) Project 

  



Lessons learned 
 

 ACME 

Staff Surveys 
IDIs staff 

IDIs participants 

  Counselors liked VASP, felt it promoted conversations and avoided 
lecturing, and preferred a problem solving approach 

Pharmacists were not as supportive and felt not having product 
return counts diminished intervention 

Change to VASP not appear to be a 
remarkable, noticeable change 



Product Counts  
(N=2958) 
P= 0.14 

(N=3111) 
P= 0.10 

(N=379) 
P= 0.54 

(N=78 with det drug in 
plasma at Q1) 
P= 1.0 

6 months PRE 6 months POST 
VASP 



Lessons learned 
 

 Adherence  
 was not changed pre/post  
 Could have been derailed by DSMB/Study events 
 
 ‘Social Contract’ did not appear renegotiated 
 No direct data on implementation  

 
 Adherence is ONE PIECE of the puzzle 



Lessons learned 
FEM PREP 
Facilitators: 

Support for research  
Risk reduction 
Counselor encouragement  
Routine 
Partner awareness/support 
 

Over-reporting 
Fear of disappointing staff 
Fear of being scolded  
Avoidance of being reminded to 
take the tablets 

 

VOICE-C 
Factors influencing participants: 

Preserving a healthy status (healthy and risky) 
Managing social relationships (negative 
community beliefs) 
Ambivalence towards research (distrust 
and trust) 

 
Social Ecological Factors 
 



 Some of the things I wish I had appreciated more… 

1. The difference between ART, or PrEP, adherence and study product use 

2. The inter-team dynamics at site level 
3. The vast range of approaches to study product use 

4. The areas in which motivation-based counseling were not well-matched to 
participant needs 

5. The need for supervision and true capacity building 
6. The allure of checklists and forms 

7. The tendency of our own research community to look for easy answers to 
complex situations 



MI? 
ØMotivational Interviewing 



Forward Progress 
 We are taking opportunities to gain understanding 
 Mixed methods 
 We are shifting our understanding of engaging 
participants 
 Looking closely at structural factors and community 
and action based research 
 New approaches are emerging 
  



Thank you! 
 To participants and study teams around the 
globe for their amazing contributions towards 
ending the HIV epidemic. 
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