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Implementation Strength & Support

Strengthen & support implementation of jurisdiction Ending the HIV 
Epidemic (EHE) Plans to contribute to achievement of reduction in 

new reported HIV cases by 75% by 2025

Tip: Get TAP-in TA and Training by Contacting TAP-in@caiglobal.org



Moderators

Dr. Christina Madison, 
PharmD, FCCP, AAHIVP

Founder and CEO of 
The Public Health Pharmacist 

Faculty, Pacific AETC-NV 
HIVLN Steering Committee Member

Tom Donohoe, MBA
Professor of Family Medicine

David Geffen School of Medicine at UCLA



Agenda I. Why Long Acting Injectables 
(LAIs)?

II. Evidence for LAIs

III. Steps to Successful 
Implementation

IV. Implementation Barriers and 
Facilitators

V. Panel Discussion

VI. Readiness Assessment

VII. TAP-in Training and TA



Objectives
� Discuss the current science of LAIs for HIV 

treatment
� Review patient and provider challenges and 

success stories with LAIs
� Consider how EHE jurisdictions can increase 

uptake of LAIs without increasing health 
disparities

� Identify training and TA needs and resources



Polling Question 1

What best 
describes your 
primary HIV role?

A Health Department 
(county administrator, leadership, staff, etc)

B Clinician

C Case Manager/Navigator

D Mental Health Services 
Provider

E Substance Use Treatment 
Provider

F Clinic Administrator

G Other (please write in chat)



Polling Question 2
What do you feel is the 
number one challenge 
in increasing uptake of 
LAIs for treatment in 
your jurisdiction?

A Payment/Cost Issues 
(including insurance authorization)

B Not Enough Clinics/Clinicians 
Offering LAIs for Treatment

C Administrative Issues at Clinics 
(establishing clinic protocol/flow, policies, roles)

D Staffing Issues

E Low Patient Demand for LAIs

F Other (please write in chat)



Case Presentation:
DeWayne



Case Presentation: DeWayne Slide A

DeWayne is a 41-year-old person with HIV in your EHE jurisdiction. 
He has been living with HIV for 15 years and has an undetectable 
viral load. He currently goes to a Ryan White clinic where he has 
bonded with his HIV treatment team, who he says, 

“saved my life, and helped me get through 
many, many challenges.”



Case Presentation: DeWayne Slide B

DeWayne is considering switching from his oral HIV medication to 
long-acting injectables (LAIs) as he interviewed for a job that 
requires travel. He feels it will 

“feel better to not have to worry about taking 
medications on the road, as I may be required to 

share a hotel room at times.” 



Case Presentation: DeWayne Slide C

He also likes the idea of not taking a pill everyday. However, he 
worries that his new job’s insurance may not cover the injectable 
medication. The last time DeWayne met with his primary care 
provider he told her he was somewhat interested in LAIs.

At his next visit he plans on telling her about his new thinking, and 
possible new job.   



Case Presentation: 
DeWayne Slide D

1. What else would you 
like to know about 
DeWayne? 

2. What is your #1 concern 
for DeWayne being able to 
access LAIs? 



I. Why Long-Acting 
Injectables (LAIs)?



Potential 
Advantages

Safety

Patient Choice

Improved Adherence

Reduce Stigma 



Potential 
Advantages (2)

Source: Kerrigan et al 2018, Murray et al, 2020.

Common Strategies for 
Successful Clinic 
Implementation are 
Known

Does not Require GI 
Absorption



II. Evidence for LAIs



FDA Approved
Long-Acting Injectable Therapy 

• Cabenuva® FDA approved January 2021
o First FDA approved injectable complete HIV regimen

• Patient must be undetectable for 3-6 months per DHHS guidelines 

• (optional) One-month oral lead-in prior to initiation every month or 
two-month dosing 

• Regular follow up needed due to risk of resistance



FDA Approved
Long-Acting Injectable Therapy (continued) 

• Initiation Injections
o CABENUVA 600-mg/900-mg Kit

• Continuation Injections
o CABENUVA 400-mg/600-mg Kit

• Injection site reactions were common

• Minimal drug-drug interactions 



Where Are We 
Now?
Approval of Long-Acting 
Injectable Maintenance 
Therapy for HIV

Highlighting Landmark 
Trials

FLAIR

• Open label, non-inferiority trial

• Long-Acting Cabotegravir + 
rilpivirine after oral induction

• Daily oral induction therapy with 
DTG/ABC/3TC

• 1:1 continuation of oral therapy or 
switch to oral CAB + RPV x 1 month 
followed by long-acting injectable 
CAB + RPV



Where Are We 
Now? (cont.)

Approval of Long-Acting 
Injectable Maintenance 
Therapy for HIV

Highlighting Landmark 
Trials

ATLAS
• Open label, non-inferiority trial
• Undetectable VL x 6 months on 

standard ART regimen
• 1:1 random selection of oral therapy 

or switch to IM injection of long-
acting CAB + rilpivirine



Figure 1: Demographics By Sex
Trial 1/ NCT02938520 and Trial 2/ NCT02951052

Adapted from FDA Review



Figure 2: Demographics By Race

Trial 1/ NCT02938520 and Trial 2/ NCT02951052

Adapted from FDA Review



Figure 3: Demographics By Age

Trial 1/ NCT02938520 and Trial 2/ NCT02951052

Adapted from FDA Review



Where Are We 
Going?

“Simplified ART”
• Prevention
• Treatment

Lenacapavir SQ injection
• Capsid inhibitor
• Indications
• Highly treatment experienced patients 

(CAPELLA Study)
o Treatment naïve (CALIBRATE study)
o Prevention

• Long-acting injectable therapy every 6 
months dosing

• Possibly self-administered

Submitted for FDA approval
• July 2021 (study held)
• June 2022 (highly treatment 

experienced patients)



Where Are We 
Going? (cont.)

“Simplified ART”
• Prevention
• Treatment

o Long-term 
remission

Islatravir
• Dosed daily, weekly and perhaps monthly
• Implant (annual)
• Monthly and annual formulations are for PrEP
• Switch to islatravir/doravirine for dual 

maintenance 
• MK-8507

o New NNRTI studied with weekly dosing of islatravir

GSK3739937 (VH3739937) - Maturation Inhibitor
• In development as a long-acting injectable 

formulation
o Subcutaneous and intramuscular



Where Are We 
Going? (cont. 2)

“Simplified ART”
• Prevention
• Treatment

o Long-term 
remission

o CURE 

Albuvirtide (Phase 3)
• Long-acting weekly Fusion Inhibitor 

formulation
• Already approved in China
• With 3BNC117 Antibody (Phase 2)

bNAbs
• Many bNAbs are in development for 

prevention, treatment and cure research –
often in long-acting LS formulations and in 
dual or triple combinations



Avoid Increasing 
Health Disparities



Implementing 
Best Practice 
Need Not 
Increase 
Health 
Disparities



Workplan Goals, 
Objectives, Action 
Steps, and Outcomes 
Should Be
SMARTIE
Specific
Measurable
Achievable
Realistic
Timely
Inclusive
Equitable



III. Steps to 
Successful 
Implementation



Patient 
Perspectives

Carlos Cuauhtemoc Jay Reed Morris A. Singletary



Patient 
Perspectives 
Video

To view this video visit: https://www.youtube.com/watch?v=4tA2uLD1eug&feature=emb_imp_woyt

https://www.youtube.com/watch?v=4tA2uLD1eug&feature=emb_imp_woyt


IV. Implementation 
Barriers and 
Facilitators



Bumps in the road

Source:https://aahivm.ygsclicbook.com/pubs/hiv-specialist/2022/march-2022/live/index.html   
(page 22-23)   



Experiences from 
South Florida 
“Bumps in the road, 
how can we overcome 
the possible barriers”

• Providers and patients excited for LAIs
• Limited number of clinics offering LAIs
• Built list of patients who qualified
• Patient's perceptions of LAIs
• Ancillary staff, scheduling, and clinic space 

challenges
• All Clinic providers and staff should be 

aware of the process to obtain the Injectable 
medication to avoid confusion.



Experiences from 
South Florida (2) 

“Bumps in the road”

• Oral lead-in medications easy to obtain
o Provided free and processed quickly

• Injectable medications could be difficult to 
obtain or timed out of sync
o Medical versus pharmacy benefit challenges versus 

Buy & Bill
o Patient with multiple insurances (RW/AP)
o Use of in-house specialty pharmacy to navigate 

benefits
• Patient education and managing 

expectations of the LAIs process
o Side effects, drug interactions, missed doses



Experiences from 
South Florida (3) 

“Bumps in the road”

• Necessary to have an organized system—
or dedicated person—to oversee the 
medication acquisition process

• Efficiency improves with experience
• Transparency and education prior to 

initiating LAI ensures adherence and 
positive outcomes

• LAIs need to be available to all patients 
and it could be a way to end the HIV 
epidemic



V. Panel Discussion



Panelists

Amy Killelea, JD Ardis Moe, MD Jeff Cheek Paula Eckardt, MD Sheila Montalvo, 
PharmD



VI. Readiness 
Assessment



Clinics and 
Jurisdictions Can

• Complete Clinical Data

• Assess Insurance 

Coverage

• Assess RWAP Coverage

• Obtain Patient and 

Community Input

• Assess Clinic Readiness

• Put Change in Perspective

• Establish Partnerships

• Convene and Share Insights

• Determine Coverage and Costs

• Summarize Feedback

Develop an Action Plan: Where would you like to be one year from now? 



Rapid ART



Polling Question 3

What do you feel is the 
#1 area your jurisdiction 
could MOST use TA in 
the coming months 
to increase local uptake 
of LAIs for treatment?

A Obtaining Community Input 
(holding town halls, surveys, etc)

B Bring in National Experts to Present 
to Jurisdiction, Clinics, Planning Council, etc.

C Help Local Clinics Access Training, 
Coaching, TA, Tools, etc.

D Help With Local Media/Social Media 
Campaigns to Increase Uptake of LAIs

E
Help Jurisdiction Identify 'Gaps' 
Where EHE Funding Could Increase 
Uptake

F Help address "hardly reached" to 
avoid increasing disparities

G Other (please write in chat)



VII. TAP-in
Technical 
Assistance



What We Can Do For You
• Provide on demand technical assistance
• Develop a tailored jurisdictional TA plan
• Provide access to a pool TA providers
• Facilitate peer to peer consultation
• Link to regional and national resources



What We Can Do For You
• Provide on demand technical assistance
• Develop a tailored jurisdictional TA plan
• Provide access to a pool TA providers
• Facilitate peer to peer consultation
• Link to regional and national resources



How to Request TA
Email: tap-in@caiglobal.org

mailto:tap-in@caiglobal.org


Question and Answer



Closing | Next Steps



Thank You WE WANT TO HEAR 
FROM YOU!

To complete our evaluation, 
you must be registered for 
this webinar.

If you have not registered, 
please register using the link 
in the chat.
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