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OBJECTIVES

 To describe six key challenges and potential responses 



CHALLENGE #1: REACHING TARGET POPULATION
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Suppressed HIV viral load

Opioids not the primary drug

Contact information

Fears of others learning 
about HIV status, substance use

Internalized stigma

Lengthy procedures

Fear of research

Treatment preference

Concerns about randomization

Housing and transportation

Criminal justice involvement

Unaware of opportunity
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RESPONSE #1: OPTIMIZE RECRUITMENT UPFRONT 

Clinician-facing 
recruitment 
materials and 
engagement 
strategies

Direct 
research 
driven 
efforts

Patient -
facing 

recruitment 
materials



RESPONSE #1: OPTIMIZE RECRUITMENT UPFRONT 



RESPONSE #1: MONITOR PROGRESS  

 Define targets 

 Understand the underlying 
denominator (even if imperfect*) 

 Monitor

 Refine strategies

Edelman et al Journal Addiction Med, in press
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Mission

Expectations

Monitoring 
and feedback 

It is okay to 
break-up and 

pivot!
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CHALLENGE #2: 
RETENTION

Missing data especially problematic 
if not missing at random

Threatens validity, reliability and 
usability of results 

Makes Denise very unhappy! 



RESPONSE #2: OPTIMIZE RETENTION 

 Outward mail with first class postage, 
personalized letter 

 Self-sampling kits
 Telephone reminders compared to postal 

reminders 
 Prenotification cards compared to no card
 Addition of monetary rewards with 

prenotification or reminder letters  
 Peer-led follow-up strategy compared to 

usual follow-up 
 Optimized information 
 Pen at recruitment 

As it stands, there is nothing in the evidence base with high certainty evidence that can be applied to trials to improve retention



RESPONSE #2: 
OPTIMIZE 
RETENTION

 Collect and track detailed locator information

 Develop strong relationship between research staff and participants 

 Minimize barriers to participation 

 Be persistent, creative. and flexible in retention efforts

 Retention bonuses 

 Contact payments

 Study branded materials – backpack, magnets, snacks, etc. 

 Contact different times of day and by different methods

 Mail personalized letters 

 Confirm and share phone number at study enrollment

 Retention journal

 Hold standing retention meetings



CHALLENGE #3: STAFFING   

 New contexts may require extra 
training for experienced coordinators 

 “Interventionist” buy-in may be variable 

 Life happens – sickness, vacation, job 
transitions! 

Research 
coordinators

Social workers, 
nurses,               

case managers

Physicians

Clinical 
pharmacists

Drug 
counselors

Harm 
reduction and 

outreach 
workers



RESPONSE #3: PREVENT AND PREPARE FOR STAFFING 

 Detailed manuals (MOPs), update as you go

 Checklist for onboarding new staff

 Record training sessions + couple with role 
play/quizzes

 Participate in staff selection as possible and 
assess “buy-in” and address concerns

 Build in back-up with cross-training 



CHALLENGE #4: 
INTERVENTIONISTS 
DO NOT ALWAYS 
FOLLOW 
PROTOCOL
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 Build in structures to facilitate protocol adherence and with 
input (or even better created) by the interventionists from 
the beginning

 Address any potential biases up front, invite questions  

 Regular calls with site interventionists and coordinating 
center team to review:
 fidelity monitoring findings and give feedback 
 discuss shared experiences and co-learning 
 insights into challenges with intervention delivery

 Use lessons learned to inform future implementation work

 Turn gaps into advocacy



RESPONSE #4: PROTOCOL GAPS AS OPPORTUNITIES TO ADVOCATE



CHALLENGE #5: UNEXPECTED DISRUPTIONS 



RESPONSE #5: STAY MISSION DRIVEN

Be realistic Use infrastructure 
to gain relevant 

insights

Revisit ability to 
meet recruitment 

targets and 
impact on study 

goals

Modify protocol 
as needed,          

publish protocol 
papers

Report 
transparently and 

capture 
systematically 

(clinicaltrials.gov, 
FRAMES)  

Engage 
stakeholders – 
funders, team 

members

Get external 
input                             

(e.g., data safety 
monitoring board) 
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RESPONSE #5: STAY MISSION DRIVEN

Edelman et al Contemp Clinc Trials 2021

Among 320 (632) PWH who smoke and are receiving care in one 
of three health systems HIV clinics:

 Aim 1. To identify the optimal adaptive intervention to promote 
confirmed smoking reduction (eCO-confirmed abstinence).

 Aim 2. To identify the impact of various tobacco treatment regimens 
(NRT, oral meds, CM) on HIV-related biomarkers over time, including 
promoting improvements in: 1) CD4 count; 2) HIV viral load suppression; 
and 3) VACS Index scores.

Among key stakeholders, including participants, clinicians, staff, and 
leadership at each site:

 Aim 3. To conduct an implementation-focused evaluation of a clinical 
pharmacist-delivered intervention involving nicotine replacement therapy, 
oral tobacco treatment medication, and contingency management



RESPONSE #5: TRACK AND REPORT SYSTEMATICALLY



CHALLENGE #6: 
COMMUNITY 
MISTRUST



RESPONSE #6: COMMUNICATE AND SHARE RESOURCES AND 
KNOWLEDGE

CREATE OPPORTUNITIES FOR 
MUTUAL LEARNING

SHARE RESOURCES, INCLUDING 
FUNDING 

BE PRESENT AND 
COMMUNICATE

INVITE TO PARTICIPATE IN 
DISSEMINATION ACTIVITIES AND 

SHARE FINDINGS WITH 
PARTICIPANTS AND PARTNERS



SUMMARY

 Research is messy, there will be challenges along the way

 Build in mini-PDSA cycles within research processes and use this to iterate processes 
and inform next steps 

 Sharing these experiences 

 Celebrate successes! 
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