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Learning Objectives

At the conclusion of this session, the participant will be able to:

• Summarize the rationale behind implementation-science informed 
protocol development in practice settings.

• Utilize protocol development worksheets, tools, and templates to 
address equity goals.

• Apply components of this informed, practice-driven model to a 
specific practice setting.

Golub & Furuya, et al. (2024) Applying Implementation Science to Improve Protocols and Enhance Equity: LAI Treatment as a Case Study #25539 4



Accelerating Implementation of Multilevel-strategies to 
Advance Long-Acting Injectables for Underserved Populations 

This workshop will use long-acting injectable treatment 
(LAI Tx)* as a case study to present an implementation-

science informed, practice-driven model for the 
development or refinement of programmatic protocols 

with the goal of maximizing equity. 

*focusing on injectable cabotegravir/rilpivirine (iCAB/RPV)
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THE LEARNING CONTEXT: ALAI UP



Today’s Agenda: Why & How
1. Why protocols are a critical lever for equity

2. How implementation science can help front-line implementers, 
including program directors, clinicians, and other care providers

3. Why psychology is a central (and under-emphasized) component 
of successful program implementation

4. How to use and access the ALAI UP Protocol Development Toolkit

5. Why and how the toolkit integrates key lessons from #1-#3 above                                          
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Why protocols are a 
critical lever for equity

#1
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There are huge tensions between…

• Which patients would benefit most from LAI Tx

Priorities

• Who is indicated for iCAB/RPV

Guidelines

• Potential for missed injection visits and loss to follow-up

Pitfalls

• How much time/effort it takes to get a patient on 
iCAB/RPV

Resources
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Definitions of Health Equity

Equity is the absence of avoidable, unfair, or remediable 
differences among groups of people, whether those groups 
are defined socially, economically, demographically or 
geographically. ‘Health equity’ implies that ideally everyone 
should have a fair opportunity to attain their full health 
potential and that no one should be disadvantaged from 
achieving this potential because of social position or other 
socially determined circumstances.

World Health Organization (WHO) & 
Centers for Disease Control and Prevention (CDC) 
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Definitions of Health Equity 2

Equity is the absence of avoidable, unfair, or remediable 
differences among groups of people, whether those groups 
are defined socially, economically, demographically or 
geographically. ‘Health equity’ implies that ideally everyone 
should have a fair opportunity to attain their full health 
potential and that no one should be disadvantaged from 
achieving this potential because of social position or other 
socially determined circumstances.

World Health Organization (WHO) & 
Centers for Disease Control and Prevention (CDC) 
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Definitions of Health Equity 3

Health equity is the principle underlying a commitment 
to reduce — and, ultimately, eliminate — disparities in 
health and in its determinants, including social 
determinants. Pursuing health equity means striving for 
the highest possible standard of health for all people 
and giving special attention to the needs of those at 
greatest risk of poor health, based on social conditions.

Dr. Paula Braverman, Public Health Reports

Golub & Furuya, et al. (2024) Applying Implementation Science to Improve Protocols and Enhance Equity: LAI Treatment as a Case Study #25539 11



Definitions of Health Equity 4

Health equity is the principle underlying a commitment 
to reduce — and, ultimately, eliminate — disparities in 
health and in its determinants, including social 
determinants. Pursuing health equity means striving for 
the highest possible standard of health for all people 
and giving special attention to the needs of those at 
greatest risk of poor health, based on social conditions.

Dr. Paula Braverman, Public Health Reports
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Centering equity

We need to design client-focused systems with equity as 
the primary goal, not the secondary problem to be solved.

How do we reduce 
disparities in the system? 

versus

What system would 
ensure equity? 
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Equity Questions for LAI Tx Programs

1. How can the structure and content of our LAI Tx implementation 
programs increase fair and just opportunities for PWH to be as healthy as 
possible?

2. How can our LAI Tx protocols and programs reduce disparities in health 
and its determinants for PWH?

3. What are the potential pitfalls that would cause LAI Tx implementation to 
disadvantage certain patients because of socially determined 
circumstances?

4. What would it mean for LAI Tx programs to be developed with special 
attention to the PWH at greatest risk of poor health?
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What is a Protocol?

A formal record of the established procedure or course of action to be 
adopted by people working within a particular organization or program.

 Clinical protocols are guidelines for how to proceed in certain situations 
and provide health acre practitioners with parameters in which to operate. 
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Types of Protocols
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Protocols have four key benefits

1. Provide logistical support to staff
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Protocols have four key benefits

1. Provide logistical support to staff

2. Promote intuitional memory and 
continuity
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Protocols have four key benefits

1. Provide logistical support to staff

2. Promote intuitional memory and 
continuity

3. Ensure an intentional and 
consistent patient experience
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Protocols have four key benefits

1. Provide logistical support to staff

2. Promote intuitional memory and 
continuity

3. Ensure an intentional and consistent 
patient experience

4. Protect individuals and organizations 
against unconscious bias
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Equity Questions for LAI Tx PROTOCOLS

1. How can the structure and content of our LAI Tx implementation 
programs increase fair and just opportunities for PWH to be as healthy as 
possible?

2. How can our LAI Tx protocols and programs reduce disparities in health 
and its determinants for PWH?

3. What are the potential pitfalls that would cause LAI Tx implementation to 
disadvantage certain patients because of socially determined 
circumstances?

4. What would it mean for LAI Tx programs to be developed with special 
attention to the PWH at greatest risk of poor health?
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How implementation 
science can help

#2
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Barriers to Protocol Development

• There is nothing worse than staring at a blank screen

• Time

• Resources, information, and materials exist…but it’s 
takes time, energy, and effort to find them, evaluate 
them, and distill them.

• Time

• It’s hard to know what level of detail to include or 
what issues to address

• Time
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Implementation science is the “application and integration of 
research evidence [and methods] into practice and policy.”

How can we apply research findings and 
tools to make this process better?

Allotey, P., Reidpath, D.D., Ghalib, H. et al. Efficacious, effective, and embedded interventions: 
Implementation research in infectious disease control. BMC Public Health 8, 343 (2008). 
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4 Key Contributions of IS for Practice

1. Synthesize research on key barriers and facilitators that should be 
considered when developing protocols

2. Identify best practices from existing (and analogous) programs that 
prevent sites from having to reinvent the wheel 

3. Provide a framework and tools to structure programs and protocols 

4. Define metrics that can help evaluate whether or not the protocol is 
working to enhance intervention adoption and promote health 
equity and why
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"Whilst it has been thrilling to anticipate the transition of 
patients from oral ART to injectable therapies, and ultimately 

increase adherence and improve outcomes, what the 
clinical trial did not prepare providers for were the piles 

of denied insurance claims, appeal letters, clinician burnout 
and workflow that does not necessarily ‘flow’.”

Johnson and Sawkin, 2022
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Psychology as a central 
(and under-emphasized) 
component of successful 
program implementation

#3
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Program implementation is a psychological process that 
is treated as a logistical one.
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Implementation as a psychological process…

• The health care setting, context and “theater” impacts patient expectancies 
and experience
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Implementation as a psychological process… 2

• The health care setting, context and “theater” impacts patient expectancies 
and experience

• The health care environment impacts staff’s ability to deliver high quality 
care
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Implementation as a psychological process… 3

• The health care setting, context and “theater” impacts patient expectancies 
and experience

• The health care environment impacts staff’s ability to deliver high quality 
care

• Patient-provider interactions                                                                                       
shape engagement
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Implementation as a psychological process… 4

• The health care setting, context and “theater” impacts patient expectancies 
and experience

• The health care environment impacts staff’s ability to deliver high quality 
care

• Patient-provider interactions shape engagement

• Every component of patient interactions communicate WHO and WHAT is 
valued in our health care system and WHO and WHAT is stigmatized.
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Stigma occurs in situations in which power is exercised.
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How many visits 
do I need to 

make before the 
first injection?

Will my provider 
judge me or 

withhold care if I 
miss an injection 

appointment?

Why am I (am I not) 
being offered LAI Tx?

What am I asked 
to sign or “prove” 

to get access to 
LAI Tx?
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How to use and access 
the ALAI UP Protocol 
Development Toolkit

#4
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Protocol Toolkit: Definition

The ALAI UP Protocol Toolkit is a set of documents, 
worksheets, and templates designed to help sites 

develop and implement an equitable LAI Tx program. 

The first generation of ALAI UP resources are specific to 
iCAB/RPV.

Golub & Furuya, et al. (2024) Applying Implementation Science to Improve Protocols and Enhance Equity: LAI Treatment as a Case Study #25539 36



Protocol Toolkit: 5 Guiding principles

1 It is important for sites to 
have patient- and 
provider-facing resources 
that are not created by 
and branded by pharma. 
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Protocol Toolkit: 5 Guiding principles

2 Programs work best when 
they have direct and 
articulated links between 
actions and goals.
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Protocol Toolkit: 5 Guiding principles

3 Programs benefit from a set 
of questions that help them 
articulate their values, 
priorities, capacities, and 
constraints. 
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Protocol Toolkit: 5 Guiding principles

4 Programs need detailed, 
customizable, adaptive 
resources.
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Protocol Toolkit: 5 Guiding principles

5 Resources should be guided 
by a framework that breaks 
down the complex process 
of LAI Tx implementation 
into manageable and 
coherent chunks.
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Protocol Toolkit: Building Blocks

Engaging 
Patients 

Processes by which a 
site makes priority 
patients aware of 

iCAB/RPV and helps 
them decide whether 

or not to take it

Navigating 
Coverage & Cost 

Processes that 
facilitate coverage of 
the cost of iCAB/RPV, 

including: benefits 
investigation, coverage 

coordination and 
navigation, and site-
level reimbursement

Procurement
 & Storage

Logistical tasks related 
to iCAB/RPV 

administration, 
including: medication 

receipt, storage, 
temperature 

monitoring and visit 
preparation

Prescribing & 
Administering

Processes completed 
by clinical staff to 

provide iCAB/RPV to 
patients, including: 

prescription, injection, 
monitoring and 

patient education

Supporting 
Retention

Strategies (e.g., 
support services, 

proactive planning, 
patient tracking) that 

increase the likelihood 
of sustaining patients 
on iCAB/RPV and/or 

retaining them in care
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Protocol Toolkit: Components

5 Protocol Overviews & Worksheets 
(1 set per bucket): 

Facilitate discussion and documentation of key 
decision points and action items that are crucial in 

building an equitable LAI Tx protocol. 

Protocol Template 
Facilitates codification of decisions into 

policy. Answers from the worksheets can be 
“plugged in” to their corresponding 

placeholder in the Protocol Template.
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ALAI UP Worksheets

Designed to 
facilitate 

conversation and 
decision-making

Correspond 
directly to 

components of 
the Protocol 

Template
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ALAI UP Protocol Template

Standard information is 
already filled in

Common actions are 
outlined with italic 

indicators of where to 
fill in: staff members, 
locations, or specific 

procedures
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ALAI UP Protocol Template

Provides a template for 
decision-making

Bullets and italics are 
designed to help 

concretize policies
Some sections may 

help you consider new 
protocol components
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ALAI UP Protocol Template

Individual components 
can be edited, added, 

or deleted for your 
particular setting

Certain sections 
can be deleted if 
they don’t apply
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Choose Your Own Adventure

This process is designed to 
be helpful for settings at any 

and all stages of program 
and protocol development
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Block #1: Engaging Patients

Example
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ENGAGING 
PATIENTS

Overview

Engaging Patients refers to the processes by which a site makes patients 
aware of iCAB/RPV and helps them decide whether or not to take it. 

The process includes: 
a) ensuring that patients are aware of iCAB/RPV as a treatment 

option;
b) proactively educating priority patients about the availability of 

iCAB/RPV at the site;
c) providing decision-making counseling to help patients decide 

whether iCAB/RPV is the right choice for them physically, 
emotionally, socially, and financially; 

d) identifying the appropriate staff who will screen for medical 
eligibility and/or navigate insurance coverage; and 

e) offering wrap-around supports to increase iCAB/RPV access and 
sustainability
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Engaging Patients: Key Decision Points

Which patients 
will be prioritized 
for education and 

engagement?

How will they be 
identified and 
contacted for 

patient 
education?

Which staff will be 
primarily 

responsible for the 
different awareness 

and education 
activities?

What logistical and 
other supports are 
you able to offer?

Will you use a 
formal “shared 
commitments” 

document? 
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Example from Worksheet
A1a. Identify which patients are highest priority for active 
engagement at your site

High Low
Not 

Eligible
Rationale

Patients who have been reliably virally suppressed (HIV-1 RNA < 50 copies/mL) 
for at least three months and express interest in switching to iCAB/RPV

Patients who have had challenges maintaining viral suppression

Patients under the age of 18

Patients who have trouble taking daily oral medications as prescribed

Patients who have challenges keeping scheduled appointments 

Patients who need supportive services (e.g., case management, housing, food, 
transportation, etc.)

Patients who come to your site asking to switch to iCAB/RPV
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Worksheet  Template
A1a. Identify which patients are highest priority for active 
engagement at your site

High Low
Not 

Eligible
Rationale

Patients who have been reliably virally suppressed (HIV-1 RNA < 50 copies/mL) 
for at least three months and express interest in switching to iCAB/RPV

Patients who have had challenges maintaining viral suppression

Patients under the age of 18

Patients who have trouble taking daily oral medications as prescribed

Patients who have challenges keeping scheduled appointments 

Patients who need supportive services (e.g., case management, housing, food, 
transportation, etc.)

Patients who come to your site asking to switch to iCAB/RPV
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Sample Content from the 
Five Building Blocks

Examples
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Engaging Patients

• Priority Populations and Eligibility Criteria

• Components of iCAB/RPV Engagement
o General Awareness
o Targeted Education
o Shared Decision-making Counseling

• Plans for which patients get which types of engagement, when and how

• Plans for which staff are responsible for each type of engagement 
strategy
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Navigation Cost and Coverage

• Process for coverage investigation
o Specific methods the apply to investigations done by pharmacy 

partner, site staff, ViiV connect
• Financial eligibility capacity 

o Sites’ capacity to serve patients with pharmacy benefits, medical 
benefits, ADAP coverage, or uninsured

• Process for financial eligibility discussions with patients

• Processes for coordination prescription billing and determining cost for 
each benefit type  

• Processes for coverage tracking and coordination of billing
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Procurement and Storage

• Processes for procurement of medication from pharmacy and/or 
specialty distributor

• Processes for procurement of oral lead-in and/or oral bridge 
medication

• Protocols for medication storage and temperature monitoring

• Processes for ordering and stocking additional supplies
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Prescribing & Administering
• Medical Eligibility and Contraindications
• Treatment and referral of non-eligible patients
• Shared Commitments discussions
• Recommendations for oral lead in
• Site-preferred dosing schedule (q4 week/q8 week)
• Protocols for scheduling visits in injection window
• Oral bridging and appointment reminder protocols
• Labs and medical monitoring
• Dosing for missed or delayed injections
• Injection logistics and administration
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Supporting Retention

• Protocols for communication before and after injection visit

• Protocol for reminder calls before visits

• Protocol for check-in calls post-injection

• Protocols for rescheduling and managing missed appointments

• Provision of Supportive Services to enhance engagement and retention
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PLEASE REMEMBER!!!!

We make 
suggestions.

You make 
decisions.



Questions? Comments? Complaints?
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Why and how the 
protocol toolkit integrates 

key lessons

#5
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Equity Example – Wrap-around support

Developing a Protocol for Enhanced Supportive Services for LAI Tx patients

What system would 
ensure equity? 

• We often build materials/resources for the 
“easiest” or lowest need patients, and 
then work towards building more 
comprehensive or high-intensity services. 

• What would it mean to design an LAI ART 
“Cadillac” program as the default, and 
then remove services not needed by better 
resourced clients? 
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Equity Example – Wrap-around support 2

Developing a Protocol for Enhanced Supportive Services for LAI Tx patients

1. Traditional (existing?) supports 
• Mental Health Counseling
• Substance Use Counseling
• Case Management
• Transportation
• Food/Housing Assistance
• Gender Affirming Care

2. Supports specific to the LAI Tx process
• Injection visit care pack
• Post-visit check-ins 
• Intensive reminder supports
• Proactive insurance/financial navigation
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IS Example – Stakeholder Engagement
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• How can you best balance concerns of different members of your 
team? 

• How much does the patients’ desire for iCAB/RPV take precedence 
over other stakeholders’ concerns?

• How do you ensure that stakeholders’ concerns are as devoid of 
underlying unconscious bias as possible?

• What is your role for ambivalent patients? How much should 
providers try to “convince” or motivate patients toward iCAB/RPV?  

Learning from successes and challenges of past implementation 
to proactively avoid pitfalls…



Psych Example -- Patient Experience

Engaging 
Patients 

Am I being 
judged for my 
past treatment 

outcomes or life 
circumstances?

Navigating 
Coverage & Cost 

Does the 
health care 
system care 
about me? 

Procurement
 & Storage

Is the treatment 
available to me 
when I come to 

the clinic? 

Prescribing & 
Administering

How 
uncomfortable 
will I be during 

& after the 
injections?

Supporting 
Retention

Is my provider 
invested in helping 

me stay virally 
suppressed, even if I 

have challenges?
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Common Roadblocks 

• Lack of staff time/effort

• Stakeholder resistance

• Lack of infrastructure

• Lack of materials/resources

• Lack of training

• Process is complex & overwhelming
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“Detour” Strategies

• Protocol can be a goal or ideal

• Embrace harm reduction

• Make a running list of training, 
infrastructure and resource needs

• Identify what could be done with 
the addition of each resource

• Identify program components 
that are most values aligned

Don’t let perfect be the enemy of the good…
…but don’t “the usual” become the 

replacement for what’s right. 
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Continuing Education Credit 

If you would like to receive continuing 
education credit for this activity, please visit:

ryanwhite.cds.affinityced.com 
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https://ryanwhite.cds.affinityced.com/hub.php


Accessing the ALAI UP Toolkit

You can access the Protocol Toolkit through TargetHIV:
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Questions? Email: elizabeth.furuya@hunter.cuny.edu

https://targethiv.org/spns/alai-up
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ALAI UP PROTOCOL TOOLKIT INSTRUCTIONS 

The ALAI UP Protocol Toolkit is an interactive 
planning tool for administrators, clinicians, and 
staff at clinical sites who are interested in or are 
in the process of developing an injectable 
cabotegravir/rilpivirine (iCAB/RPV) program. 

The Toolkit breaks down the complex process of 
LAI Tx implementation into manageable and 
coherent “programmatic buckets.” It guides users 
through key decisions and equity considerations 
in clinical protocol development. 

The toolkit consists of: 
• 5 Protocol Overviews & Worksheets (1 set

per programmatic bucket)
• 1 Protocol Template

Access the ALAI UP Protocol Toolkit through 
TargetHIV or scan the QR code. 

Questions? Email 
elizabeth.furuya@hunter.cuny.edu 

STEP 1: 
Read through the “Protocol Overview” and 
complete activities in the “Protocol Worksheet” for
each programmatic bucket 
There is one overview and worksheet per 
programmatic bucket (for a total of 5 documents). 
Each of these documents aims to facilitate 
discussion and documentation of key decision 
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points and action items that are crucial in building 
an equitable LAI Tx protocol 

STEP 2: 
“Plug-in” worksheet answers to
draft a Protocol Template 
The protocol template facilitates 
codification of decisions into policy. 
Standard information is already filled 
in and answers from the worksheets 
can be “plugged in” to their 
corresponding placeholder. Individual 
components can be edited, added, or 
deleted for your particular setting. 
Furthermore, common actions are 
outlined with italic indicators of 
where to fill in: staff members, 
locations, or specific procedures 
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Other ALAI UP Sessions to Attend…

• ID:25548
• August 22, 9:45 - 11:15am
• Accelerating Implementation of 

Multilevel-strategies to Advance 
Long-Acting Injectables for 
Underserved Populations

TA Motivational Interviewing Clinical Monitoring

Community Engagement Resource Development

CE Credit

• ID: 25551
• August 22, 9:45 - 11:15am 
• Specifying implementation 

strategies to accelerate 
equitable implementation of 
long-acting injectable 
antiretroviral therapy

Implementation Science Equity

CE Credit Interactive Workshop

• ID: 25560
• August 22, 9:45 - 11:15am
• Models for Implementing LAI 

ART with a Lens on Equity

Real World Experiences Equity

CE Credit
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Other sessions by me…
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Tomorrow (August 22)
2:45pm – 4:15pm



Other ALAI UP Sessions that have already occured

• ID:25536
• August 20, 4:30 - 6:00pm
• Educational Approaches about 

Long-Acting Injectable Treatment 
for HIV that Enhance Equity: 
Benefits, Challenges, and 
Strategies

Patient Education Equity

• ID: 25539
• August 21 – 5:15-6:15pm
• Applying Implementation 

Science to Improve Protocols 
and Enhance Equity: LAI 
Treatment as a Case Study

Equity Protocol Development

Implementation Science

• ID: 25552
• August 21, 5:15 - 6:15pm
• Clinical Monitoring for Real-

World Delivery of Long-Acting 
Injectable Antiretroviral Therapy 
(LAI ART)

Clinical Monitoring Equity Data
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