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

Dr. Christina Madison, Tom Donohoe, MBA
PharmD, FCCP, AAHIVP Professor of Family Medicine
Founder and CEO of David Geffen School of Medicine at UCLA

The Public Health Pharmacist
Faculty, Pacific AETC-NV
HIVLN Steering Committee Member

V9 PUBLIC HEALTH
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Agenda . Why Long Acting Injectables
(LAIs)?

Evidence for LAIls

Steps to Successful
Implementation

Implementation Barriers and
Facilitators

Panel Discussion

Readiness Assessment

. TAP-in Training and TA




Objectives

Discuss the current science of LAls for HIV
treatment

Review patient and provider challenges and
success stories with LAls

Consider how EHE jurisdictions can increase
uptake of LAls without increasing health
disparities

Identify training and TA needs and resources




Health Department

(county administrator, leadership, staff, etc)

Polling Question 1

What _bGSt Mental Health Services

describes your Provider

primary HIV role? Substance Use Treatment
Provider




Payment/Cost Issues
(including insurance authorization)

: - Not Enough Clinics/Clinicians
Polllng Questlon 2 Offering LAls for Treatment

What do you feel is the Administrative Issues at Clinics
num ber one Cha"enge (establishing clinic protocol/flow, policies, roles)

in increasing uptake of
LAls for treatment in n Staffing Issues

your jurisdiction?
E Low Patient Demand for LAls

H Other (please write in chat)







Case Presentation: DeWayne

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

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 | may be required to
Share a hotel room at times.”



Case Presentation: DeWayne

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

DeWayne?
t h h

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




l. Why Long-Acting

Injectables (LAls)?




Safety

Potential Patient Choice
Advantages

Improved Adherence

l Reduce Stigma




Common Strategies for
Successful Clinic
Implementation are

Potential nown
Advantages

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

Does not Require Gl
Absorption
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Evidence for LAls




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
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FDA Approved
Long-Acting Injectable Therapy (ontinuedq)

* 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

I The Technical Assistance Provider
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FLAIR

Where Are We »  Open label, non-inferiority trial

Now? * Long-Acting Cabotegravir +
rilpivirine after oral induction

Approval of Long-Acting « Daily oral induction therapy with
Injectable Maintenance
Therapy for HIV DTG/ABC/3TC

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

CAB + RPV
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Where Are We
Now?

Approval of Long-Acting
Injectable Maintenance
Therapy for HIV

Highlighting Landmark
Trials

ATLAS

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

B Men (852 patients)

B Women (330 patients)

Adapted from FDA Review



Figure 2: Demographics By Race

Trial 1/ NCT02938520 and Trial 2/ NCT02951052

Adapted from FDA Review

B White (838 patients)
m Black or African American
(242 patients)

M Asian (62 patients)

All Other® (40 patients)



Figure 3: Demographics By Age
Trial 1/ NCT02938520 and Trial 2/ NCT02951052

M Less than 35 years (448
patients)

® 35-49 years (510 patients)

B 50vyears and older (224
patients)

Adapted from FDA Review



Where Are We
Going?

“Simplified ART”
 Prevention
 TJreatment

Lenacapavir SQ injection

Capsid inhibitor
Indications

Highly treatment experienced patients

(CAPELLA Study)

o Treatment naive (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)
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Islatravir

 Dosed daily, weekly and perhaps monthly
Where Are We . Implant (annual)

Going? «  Monthly and annual formulations are for PrEP
e Switch to islatravir/doravirine for dual
“Simplified ART” maintenance
« MK-8507

 Prevention
 TJreatment

o Long-term GSK?3739937 (VH3739937) - Maturation Inhibitor
remission

o New NNRTI studied with weekly dosing of islatravir

* In development as a long-acting injectable
formulation
o Subcutaneous and intramuscular
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Where Are We  Albuvirtide (Phase 3)

* Long-acting weekly Fusion Inhibitor

GOIng? formulation
_ o e Already approved in China
“Simplified ART” . With 3BNC117 Antibody (Phase 2)
* Prevention
. Treatment bNAbs
o Long-term » Many bNADbs are in development for
remission prevention, treatment and cure research —
o CURE often in long-acting LS formulations and in

dual or triple combinations

| Endin,

di
I The ¢ Technical Assistance Provider
HIV : ;

| Epidemic innovation



PLOS ONE

Avoid Increasing
Health Disparities

L)

Check for
updates

E OPEN ACCESS

Citation: Jolayemi O, Bogart LM, Storholm ED,
Goodman-Meza D, Rosenberg-Carlson E, Cohen R,
et al. (2022) Perspectives on preparing for long-
acting injectable treatment for HIV among
consumer. clinical and nonclinical stakeholders: A

RESEARCH ARTICLE

Perspectives on preparing for long-acting
injectable treatment for HIV among
consumer, clinical and nonclinical
stakeholders: A qualitative study exploring the
anticipated challenges and opportunities for
implementation in Los Angeles County
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Reframing implementation science to ®

Check for

Implementing address inequities in healthcare delivery o
Best Practice s o
Need N Ot Abstract

Background: Research has generated valuable knowledge in identifying, understanding, and intervening to

address inequities in the delivery of healthcare, yet these inequities persist. The best available interventions,

I n C re as e programs and policies designed to address inequities in healthcare are not being adopted in routine practice
settings. Implementation science can help address this gap by studying the factors, processes, and strategies at
multiple levels of a systemn of care that influence the uptake, use, and the sustainability of these programs for

H e a Ith vulnerable populations. We propose that an equity lens can help integrate the fields of implementation science and
research that focuses on inequities in healthcare delivery.

- E . E Main text: Using Proctor et al.’ (12) framework as a case study, we reframed five elements of implementation
D I s a rl t I es science to study inequities in healthcare. These elements include: 1) focus on reach from the very beginning; 2)

p design and select interventions for vulnerable populations and low-resource communities with implementation in
mind; 3) implement what works and develop implementation strategies that can help reduce inequities in care; 4)
develop the science of adaptations; and 5) use an equity lens for implementation outcomes.

Conclusions: The goal of this paper is to continue the dialogue on how to critically infuse an equity approach in
implementation studies to proactively address healthcare inequities in historically underserved populations. Our
examples provide ways to operationalize how we can blend implementation science and healthcare inequities
research.

Keywords: Implementation science, Healthcare inequities, Adaptation, Equity
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Workplan Goals,
Objectives, Action
Ste ps L) a n d O Ut co m es .._-'\/(. Health Resources & Services Administration Bureaus & Offices | Newsroom | A— Z Index | Contact Us

Should Be HRSA

Health Resources & Services Administration

S M A R I I E EOuTS S v Data Warehouse v Training & TAHub v

Scholarships

Home > Grants > Find Funding

Specific Apply

Increasing Uptake of Long-Acting Notice of Funding Opportunity
Measurable Injectable Antiretrovirals Among People
Achievable with HIV Contact Us

Susan Robilotto, D.O.

Real I Stl C a;gi?;;??:nt Number: srobilotto@hrsa.gov

Phone: (301) 443-6554

. Bureau/Office:
TI mely HIV/AIDS Bureau
. Date(s) to Apply:
I N CI usive 04/21/2022 to 06/21/2022 Track Your

Estimated Award Date: Application
09/01/2022

E q u Ita b I e Use our track application tool
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lll. Steps to
Successful
Implementation




Patient
Perspectives

X\

Carlos Cuauhtemoc Jay Reed Morris A. Singletary
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Patient
Perspectives

To view this video visit: https://www.youtube.com/watch?v=4tA2ulLD1eug&feature=emb imp woyt
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IV. Implementation

Barriers and
Facilitators
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mIN SPECIALIST

By Elizabeth M. Sherman, PharmD, AAHIVP; Sheila Montalve, PharmD, BCPS; Paula A. Eckardt, MD,

£ WERE ELATED
when the first long-
acting (LA) injectable
antiretroviral therapy
{ART), cobotegravir/rilpivirine, was
proved in . ry 2021, This was
the first of many new and ererging LA
ART regimens for the treatment of HIV.
These monthly, and now bi-monthly,

injoctions were a dream coms true

because they removed the require
of taking daily oral medication for
tranting HIV. representing a significant
sdvancement in HIV medicine. Many
ofour patients established an early
interest in switching their ART regimen

potentinl vo improve their adherence
With two clinical pharmacists in our
Ryan White-funded HIV elinic serving
over 1,500 prople with HIV in South
Florida, we soon began building alistof

potentinl patients who were elinically
eligibile and interested in switching their
current ART to these new agenta.
Howevar, sur enthusissm and the pa-
tiants optinism wers saon tempared whan
faced with the reality of nocessing these med.
wetting. The rollo
of LA ART basvag room for improvement

cations in cur clini

woubd benefit from it Our expen:
or health syste
longed by difficaltios nevigating insurance
benefita and scquiring these medications

w1s been chal

The company is quick, sflciont, and ablo

sccommodate these requests s
aral lond-in i often. reosived wit daye
of malcng the requeat. Howsvar, we warn
prae: endin i ey
toobtain, the onmuRg peocean to shtin the

s theat whille the oral

intramuscular injections can be problemati
cailby tod ioas and time-consuming. Providers
should be forewarned to avoid ordering the
aral load-in therapy b
fully approved by & pe
In ome insstameoe. a provider ondes
aral lend-in before ordering the inj
tha patient finished the oesl lead-
having the injection availahle to adninda-
ter, In this case, the issue resolved when
the patient received the ini om injection
s labor, Ideally, this patient should
hawe received thelr inftiation inj

the injection is

mt's insurance

the

ion, and

seven

on

CP, FIDSA, AAHIVS

with onch athar, wo baliav sub-optimal cir-
cumatmnoss much aa the one described could
bhuve been better prevented

Improving Access for Injectables
Wi cantinue to struggle with the acquisition
of the injoctable sgents thamesives. W have
found that benefits investigations may be

inmecurate. particularly if the patient has mor

than ane form of inmursnes or coverage. In the
caae of Fare than one psyor soures, bensfise
investigations nre performed independenthy
and fail to consider how the two payors work
wimmtanomsdy for coverage. Cften the imesti
gntiom revesls that a medical or pharmacy pri-
or
acdi

Wie have found it nocessary

hori zation is necessary, which renlta in
omal delays in obtaining the medication
ke ad

ditional stops in acquiring this medication,

consider LA ART na nen-Farm
exclude it entirely—an chatncls we ane unsbie
¥

lary ad will

o overvome. In cases whore the ¢

s covered. various insurance plans cover it
differently. Floridn Medicnid snd Medicare

for quick proceasing of the med
However. we hive foun

cial infurnnces cover it under medical bei-
efita, an obatacls for pharmacies ta process
efficiently. If an insurance will only cover the

particularly For underserved commurities.
With the goxl of ending the HIV spidemic,
o noed to muke medern sdvanoes in HIV
medicing evally sccessible to ol patieonts, not
Justthose with exceptional insurmnee or those
who cun sfford 1 pay sut of pockes. Whila we
connot speak for the rest of the country, we
o attest 10 our experience in South Florida
which corriesthe highest HIV barden
metropalitan anes in the country. Our ablity to
ire LA ART for cur patients is sig

oty

enaily ang

mvedication under medical i
pharmacy prooasses the prosorigtion under
pharmacy bosefits, the clairm will be rejected
and oftentimes does ot move forward in the
process st the pharmacy.

Thin distinction between medical and

pharmacy benefits is importaint and presents
an additicnal recurring problem. Pharmacios
need 10 procoss prescriptiona difforontly de
pending cn kow thay are coverad, For sxam
o, adthough our clinio provides medical care
par patients, pharmasios cunnot prooess
those proscriptiona unless cur clinic i lmewn
tothe insirance companios as a medical ben.
afita previdar, Up unsil new, thin has not boen
acommon challenge in our practice and the
remedy has proven time- and labor- intensive.
And than thare are semmingly ateans
imman that we face remulting in delays, such an
inoonsistencies between the online and paper
ancallment forms and challenges with obtain,

ing a copay card ondine, Thess smaller isues
& not insarmurntsbie, bt they furthar
inddicta that the process must bo improved.

Lessons Learned

Throughout this prooess we have learned
wome important lessons. Specifically. it s
nacsamary to hawe a highly organined aystam
or dedicsted parson, to averses tha madi-
cution acquisition process. [t is necessary

o meticulously plan and tmck esoh pationt
0 ensure the medication is ordered snd avail-

abla on time. As always, sfficiency impeowes
with axparience s the key featuros of typical
“

ions and insurance companies

lonrmed, Aecordingly, we have stronmlined
 proceas for obtaining madication through
buay-aind-bill, Crar healthcare system's ape-
cislty and hame infusion pharmasis wera
able b navigs

o this procees Hawissty far s
and we ire gratoful for their collshoration in

F prowiders
and patients to adept to new mediostion deliv-
Ty e depenid b i taitiom
and the plobal perceptiona of their ndvantages.
LA ART is o huge part of the future of HIV
medicine, and we know several additional LA
ART agenits nre bilely to receive approwal i
the near future. The challonges wo doscribe
enn be cvercame by competent providors,
eapocially those with abundant rescurces, but
they represent an undise challenge to those
serving vulneesble pationt populations. It
iaimperative that we work tagethar
streamling soquisition and enmur equitshls
pathant nesem o thess madicstions, HIV

nificontly Emited. The

ELZABETH SHERMAN, PharmD,

3 40 asociate professor of Presmacy

Inivarsity Coliage of Pharmac
¥ Laudardale, Fia. Sha hal

apnDintmEnt with the Memoral Hy

rof Memarial Heath

medcal d

1 Holhywood, Fia

ofissor of medicire at

e rF i i1 M

Source:https://aahivm.ygsclicbook.com/pubs/hivwspecialist/2022/march-2022/live/index.html
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Experiences from
South Florida

“Bumps in the road,
how can we overcome
the possible barriers”

Providers and patients excited for LAls
Limited number of clinics offering LAls

Built list of patients who qualified

Patient's perceptions of LAls

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.
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Experiences from
South Florida

“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 LAIls process
o Side effects, drug interactions, missed doses

| Endi ] . .
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* Necessary to have an organized system—

Experlencgs from or dedicated person—to oversee the
SOUth Florida medication acquisition process

« Efficiency improves with experience

 Transparency and education prior to
initiating LAl ensures adherence and
positive outcomes

“Bumps in the road”

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

Endi o o .
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V. Panel Discussion




Panelists

AmyKillelea, JD

Ardis Moe, MD

Jeff Cheek

Paula Eckardt, MD

SheilaMontalvo,
PharmD
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VI. Readiness

Assessment




Clinics and
Jurisdictions Can

Complete Clinical Data Obtain Patient and . Establish Partnerships

Community Input

Assess Insurance Convene and Share Insights

Coverage Assess Clinic Readiness Determine Coverage and Costs

Assess RWAP Coverage Put Change in Perspective Summarize Feedback

DevelOp an Action Plan: wnerewould you like to be one year from now?

| Endi ] . .
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Long-Acting Injectable (LAI) Antiretroviral
Therapy (ART): Coverage and Cost-Sharing Considerations
for Ryan White HIV/AIDS Program (RWHAP) Clients

Find answers to these questions:

+ How can RWHAP clients access LAl ART?

+ How is injectable LAl ART covered by insurance
and billed by providers?

+ Can RWHAP help cover the costs of LAl ART?

The first LAl ART product was approved by the U.S. Food
and Drug Administration in January 2021 and others

are in the treatment (and prevention) pipeline. LAl ART
could be an important treatment option for people with

HIV, particularly people for whom daily pill regimens pose
adherence barriers. However, there are specific public and
private insurance coverage and cost-sharing considerations
for an injectable product that are different from oral
antiretroviral medication. For instance, LAI ART is given
intramuscularly, requiring a medical visit for administration
of the medication, which has a separate cost from the
medication itself. It can also be difficult to tell if an injectable
product is covered by public and private insurance because
it may be categorized as a medical benefit instead of a
pharmacy benefit.

How do RWHAP clients get LAl ART?

LAl ART uses a different administration route than once-
daily oral pill regimens. It is important to understand the
different components of administration involved with

Figure 1: LAl ART: Breaking Down the Intervention

LAI ART in order to understand how to determine if LAI
ART is covered by public and private insurance and what
cost-sharing may be associated with it. Figure 1 below
walks through each component of LAl ART. RWHARP clients
should check with their medical provider about whether LAI
ART is the right medication for them and where they can
access LAl ART.

How do | know if LAI ART is covered by an
insurance plan or RWHAP AIDS Drug Assistance
Program (ADAP)?

A public or private insurance plan typically lists all
medications that are covered on its formulary, along with
any cost-sharing or utilization management requirements.
Injectable products that are not self-administered, however,
are sometimes covered as a medical benefit instead of

a pharmacy benefit. Especially in the case of private
insurance plans, this means that LAl ART may not show
up on a plan's regular drug formulary, and consumers
may have to look at other plan documents to determine if
the product is covered and how much it will cost them. In
addition, the process for adding a new drug to a formulary
takes time; public and private insurance plans and ADAPs
pericdically review their formularies and make decisions
about adding newly approved medications, and payers will
update formularies periodically throughout the plan year.

o
]
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Rapid ART:
An Essential Strategy for Ending
the HIV Epidemic
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Obtaining Community Input

(holding town halls, surveys, etc)

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

Polling Question 3

Help Local Clinics Access Training,

. Coaching, TA, Tools, etc.
What do you feel is the

#1 area your jurisdiction Help With Local Media/Social Media
could MOST use TA in Campaigns to Increase Uptake of LAls

the_ coming months Help Jurisdiction Identify ‘Gaps'
to increase local uptake Where EHE Funding Could Increase
of LAls for treatment? Uptake

Help address "hardly reached" to
avoid increasing disparities

| Endin, PPN N ) q .
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VIl. TAP-in

Technical
Assistance -

This map displays the 57 jurisdictions identified by the EHE initiative, including 48 counties, Washington, )
' i i i [ Phase 1 EHE State  Non-EHE State/Territory

DC, San Juan, Puerto Rico, seven states with substantial burden of HIV in rural areas, and BTt

states/territories that contain one or more of the priority counties/areas of the EHE Initiative. ~ EHE counties



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
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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
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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.




	How EHE Jurisdictions Can Increase Uptake of Long-Acting Injectables for HIV Treatment
	Cooperative Agreement Award �# U69HA33964 
	Implementation Strength & Support
	Moderators
	Agenda
	Objectives
	Polling Question 1
	Polling Question 2
	Case Presentation:
DeWayne
	Case Presentation: DeWayne Slide A
	Case Presentation: DeWayne Slide B
	Case Presentation: DeWayne Slide C
	Case Presentation: DeWayne Slide D
	I. Why Long-Acting Injectables (LAIs)? 
	Potential Advantages
	Potential Advantages (2)
	II. Evidence for LAIs
	FDA Approved
Long-Acting Injectable Therapy 
	FDA Approved
Long-Acting Injectable Therapy (continued) 
	Where Are We Now?
	Where Are We Now? (cont.)
	Figure 1: Demographics By Sex
	Figure 2: Demographics By Race
	Figure 3: Demographics By Age
	Where Are We Going?
	Where Are We Going? (cont.)
	Where Are We Going? (cont. 2)
	Avoid Increasing Health Disparities
	Implementing Best Practice Need Not Increase Health Disparities
	Workplan Goals, Objectives, Action Steps, and Outcomes Should Be
	III. Steps to Successful Implementation
	Patient Perspectives
	Patient Perspectives �Video
	IV. Implementation Barriers and Facilitators        
	Bumps in the road
	Experiences from South Florida 
	Experiences from South Florida (2) 
	Experiences from South Florida (3) 
	V. Panel Discussion
	Panelists
	VI. Readiness Assessment
	Clinics and 
Jurisdictions Can
	Rapid ART
	Polling Question 3
	VII. TAP-in
Technical Assistance
	What We Can Do For You
	How to Request TA
	Question and Answer
	Closing | Next Steps
	Thank You



