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Advocacy is Part of

the Prescription

Why You Need to Advocate

Never before has the clinician (ahem - the nurse’s!) voice been more important

GALLUP

Nurses remain the most trusted profession, with 78%
of U.S. adults currently believing nurses have high
honesty and ethical standards.

https://news.gallup.com/poll/608903/ethics-ratings-nearly-professions-down.aspx
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The CVD Challenge
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The CVD Challenge

Forecasting the Burden of Cardiovascular Disease and Stroke in the United States
Through 2050-Prevalence of Risk Factors and Disease: A Presidential Advisory
From the American Heart Association

“Clinical and public health interventions are needed to effectively manage,
stem, and even reverse these adverse trends.”

The best person to deliver message of change
is the person that the public TRUSTS

“The prevalence of many cardiovascular risk factors and mostestablished diseases will increase over the next 30 years.”

“Most adverse trends are projected to be wotseamong people identifying as American Indian/Alaska Native or
niultiracial, Black, or Hispanic.”

https://pubmed.ncbi.nlm.nih.gov/38832505/
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CURRENT LIPID LANDSCAPE

New and innovative therapeutics
are great — but
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In 2015, more than 50%
of PSCK9 claims were

In 2021, rejection rates
decreased to 21%, but
certain groups are still

denied being shut out.

PCSKO9I
STORY
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In 2019, drug
manufacturers reduced
the list price to improve
patient affordability.
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The 2022 Econegric Report on U.5. Fharmacies ond Phormacy Benefit Monogers discusses and
analyzes the key channel flows illustrated above:

The 2022 Economic Report on U.S. Pharmacies and Pharmacy Benefit Managers
Adam J. Fein, Ph.D. Drug Channels Institute March 202

PHARMACY BENEFIT
MANAGERS

The PBM fees charged to

controlled pharmacies grew from

roughly T7% of

all U.S. prescription
drug claims in 2020.

PBMs pocketed more than
in revenud

in 2020 - up from less than

$300 billion eight yéars ago.
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2013 to an estimated
I 101 in 2019,

The 3 largest PBMs excluded

from thelr formulas in 2020, deny né
patients access fo more medications
than ever before,”
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Moma | Heesand Events | News | Press inlsases

FTC Launches Inquiry Into Prescription Drug Middlemen

Industry

Agency to Scrutinize the Impact of Vertically Intedrated Pharmacy Benefit Managers on the

Access and Affordability of Medicine

Juna 7, 2023

000
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Fnlated actions
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Banetit Managers

POLICY THAT AFFECTS ACCESS TO

PRESCRIBED THERAPY

Policy Made at Many Levels

Medical Society Guidelines

Health Plan Formularies and Policies
Economic Assessments (ICER)

Agency Rulemaking

State and Federal Legislation

Enforcement in the Executive or Bureaucracy

Policies We Track

Prior Authorization

Non-medical Switching

Step Therapy

Co-Pay Accumulators

Formulary Tiering and Placement
Formulary Exclusion

»

Your heart medicine
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You know the difference.
Does your insurance company?

Not'your heart medicine.

Cardiovascular
Healtn




Challenges in CV Treatment

CVS Caremark Formulary Change'Freezes Out
Apixaban

Patrice Wendling
January 13, 2022

In a |etter to CVS Caremark backed by 14 provider and patient organizations, the nonprofit Partnership to
Advance Cardiovascular Health (PACH) calls on the pharmacy chain to reverse its "dangerously disruptive"
decision to force stable patients at high risk of cardiovascular events to switch anticoagulation, without an
apparent option to be grandfathered into the new plan.

PACH president Dharmesh Patel, MD, Stern Cardiovascular Center, Memphis, Tennessee, called the
formulary change "reckless and irresponsible, especially because the decision is not based in science and
evidence, but on budgets. Patients and their health care providers, not insurance companies, need to be
trusted to determine what medication is best," he said in a statement.”

https://www.medscape.com/viewarticle/9665882form=fpf

Challenges in CV Treatment

CVS adds Eliquis, other vital drugs to u iyl
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Challenges in CV Treatment

Apixaban Returned to CVS Caremark Formulary After Outcry

”...Because of a significant backlash from various clinician
and patient advocacy groups, apixaban was re-added to
the formulary in July 2022.”




What began as a safeguard against
unnecessary drug spending-has become a
significant barrier to patient access.

WHAT IS PRIOR It’s the process\whereby insurance
AUTHORIZATION

companies must approve a physician-
prescribed'medicine, procedure, or test

(PA)? beforela‘patient can get coverage.

Insurers and PBMs are increasingly imposing
utilization management protocols, especially
prior authorization, to reduce and deny
patients access to life-saving treatments.

BURDEN OF PRIOR AUTHORIZATIONS

* A 2021 survey from the American Medical Association states that:

93% of physicians report that prior authorizations delay access to necessary
care

82% said that problems related to prior authorizations result in patients
abandoning treatment

More than 1/3 of physicians reported that the process led to a severe adverse
event

24% of physicians report that prior authorization has led to a patient’s
hospitalization

On average, practices complete 41 prior authorizations per week and
dedicate 13 hours each week to complete the paperwork, with 88% describing
the burden as extremely high

American Medical Association 2021

Challenges in CV Treatment
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.5, Department of Health and Human Services

Office of Inspector General

Report in Brief

April 2022, OEI-09-18-D0260

Why CIG Did This Review
Agentral concern about the
capitated payment mogdel used In
Medicare Advantage is Lha
patential incantive for Medicare
Advantage Organizations (MADs]
todeny beneficiany aocess to
sarvices ard deny payments to
providers in an amempt to increase
profits. Although MADS 2ppeovs
the vast majarity of requests for
sarvices and paymnent, thay issue
millions of dencals wach year, and
ChS's annual audits of MAGS have
highfighted widespread and
persistent problems related o
irappropriste dedials of servces
and payment. &5 enrcimont i
Medicare Asvantage corlinues to
grov, MACS play an ingsingly
critical role in ensuring Mt
Medicare besieficidvias Yavs access
1o medically neras i Covered

Some Medicare Advantage Drganization
Denials of Prior Authomization Requests
Raise Concerns About-8eneficiary Access to
Medically NecessaryCare

Key Takeaway
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What OIG Found

Qur case Kl reviews determined
that MACS sometimes delaed or
cenled Medicare Advantage
peneliciaries access Lo Services,
aven though the requests met
Medicare coverage rules. MADS
alsa denied payments to providers
for sama serdces that met both
Medicare coveraga rules and MAD
oilling rules. Denying requests that
meat Modicers caverage ribes may
pravent or delay ben

raceiving mesizally o

and can Burden provides,
Although some of the denizls that
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etra steps create fiiction in the program and may ceate an

aciministralive Durden for benelicianss, providers, sra MACs. Examples

of health care sarvices inveived in denials that met Medicare coverage

rules inchuded advanced i¢ Rs) ared stays in post-
ilities (e ., inpatient renabilitai

services and bt providers are
reimbirsed apMlepriataly;

How 01G Did This Review
We zelected a stratified random
sarmple ul 250 denials ol priot

SUCCESSFULLY NAVIGATING THE PA

* Start with a thorough template letter addressing the patient's high-risk status
and proven data supporting the medication to lower LDL.
* Know the current guidelines and coverage criteria for approvals.

Atherosclerotic Cardiovascular Disease (ASCVD)

LDL-C > 190 mg/dL (including polygenic hypercholesterolemia, HeFH, and
the HoFH phenotype)

Very High-Risk/Statin Intolerance

For the treatment of an adult patient with heterozygous familial
hypercholesterolemia or established atherosclerotic cardiovascular disease
Prescribed as an adjunct to maximally tolerated statin therapy

The patient requires additional lowering of low-density lipoprotein
cholesterol (LDL-C)

COMPLETE PATIENT INFORMATION

Indication and documentation of patient’s medical conditions and needs

A recent lipid panel (< 30 days old)

FH Documentation, when applicable

Statin history

Explain step therapy or failed medications

LDL-C Goal and how they did not reach the goal on a statin

Adjunctive Therapy - this can include patients' efforts to lower LDL w/ diet and
exercise and any appointments with nutritionists.




BEST PRACTICES FOR PA APPROVALS

Persistence matters.

Suggest the patient try a specialty pharmacy; there has been a
greater success with less paperwork.

Train staff and assign one person as the point person for
submissions. Experience helps for a smooth approval process.

Manufacturers’ field access specialists may be helpful.

PA APPEAL PROCESS

You can appeal the initial rejection.

* Either a letter or peer-to-peer discussion is next
* The letter is used to fill in the gaps omitted from the first
request
Peer-to-peer is typically a brief phone call with a better success
rate for approvals

* Asecondary appeal can be requested - or a medical review

KEYS TO SUCCESSFULLY NAVIGATING PCSK9

Trord e

Figura 7 Most important keys to successfilly Navigating the PCSKS inhibitor approval process. Values represent the number of respondents
choosing each category. PCSK, Proprotei converiase sublillsinkexin type-9,

igh cardiovascular risk: Results of a healtheare provider survey conducted by the National Lipid Association




DIFFERENT PAYER APPEALS

Medicare - The appeals process has five levels. If you disagree
with the decision made at any process level, you can generally go
to the next level. The last step is a federal court district review -
which is costly for the patient.

Commercial - If patients are denied after the second appeal, they
can file a formal complaint with the state insurance
commissioner. The payer is obligated to inform the patient why
they are denied.

BE A VOICE FOR PATIENTS

Get involved with organizations like NLA /ACC/PACH
to elevate the physician's voice and make guideline
changes.

Suggestions for streamlining the PA process:

* Aunified prior authorization form encourages efficiency.

* Electronic submission and response should be standard - it’s tough to
keep up with communications that aren’t in one centralized location -
telephone, fax, and email.

Considerations of prior authorization requests should adhere to a
uniform timeline.

Patients deserve a straightforward appeal process.

Digitally-focused strategy that emphasizes brand awareness and ease
of prescribing in the EHR

FORMULARY EXCLUSIONS

prticn medici d trom the standard forfu®@eds of ot least 7 of the 2 PEMS,
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Y EXCLUSIONS BY THERAPEUTIC AREAS

AmerisourceBergen Xcenda May 2022

STEP THERAPY

denies patients the drugs they allows payers to practice
need when they need medicine without a license.

Possibly carsing patients'
medical conditions to
Creating additional barriers, deteriorate, asing the need
leading people to forgo needed for later medical intervention in
medications the future, thus making patients
caquire increasingly-costly
medical care

Increasing frustration and Increasing the risk of non-
incidents of depression compliance and self-medication

PAYERS PERSPECTIVE

PA -effectively help avoid inappropriate drug use and promote the use of
evidence-based drug therapy

Reduce off-line indication

Medical Economics

Control Costs
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INSTITUTE FOR CLINICAL
AND ECONOMIC REVIEW

* Independent nonprofit research institute -produces reports
analyzing the evidence on the effectiveness and value of
drugs and other medical services

evidence-based calculations of prices

for new drugs that accurately reflect the degree
of improvement expected in long-term patient
outcomes, while also highlighting price levels
that might contribute to unaffordable short-term
cost growth for the overall health care system

ICER RECOMMENDATIONS

HEALTH-BENEFIT PRICE BENCHMARKS

What is a fair price for these therapies based on its value to patients and the health care system?

il s Annual Price toAchlewve
" $100,000 ;$150,000
Estpll:md - eHact o
e threshold range

Change from WAC Estimated Net
Required to Reach Price within or
Threshold Prices below range?

© 2020 INSTITUTE FOR CLINICAL AND ECONOMIC REVIEW




normal
flow

moderate
stenosis
W

complete
stenosis

MY MAIN SQUEEZE

ANGINA PECTORIS

PAYER RESISTANCE DISPARITIES

Women are 21% more likely
to be rejected than men, and
it’s worth noting that one in
four women does not have a
PCSK9 inhibitor covered by
her health plan.

Black patients are rejected at
a 20% higher rate than white
patients

Hispanic patients are
rejected at a 25% higher rate
than white patients

Southern States Have Higher
Rejection Rates

Challenges in CV Treatment:

“One of America’s greatest achievements over much of the past
century has been a huge decline in death rates from heart
disease and strokes....”

“...Now, progress has stalled. That’s helping drive down life
expectancy in the U.S. after decades in which each generation
of Americans could expect to live longer than the one that came
before.”

“Heart experts say they need new tools and approaches,
because today’s cardiovascular disease patients differ
from those of past...”




Challenges in CV Treatment: R&D

Will We Get Those New Treatments

Challenges in CV Treatment: R&D

CV trials are larger
> Phase 3 clinical trials take longer
> Upfront investment is large and high risk
» Uptake of new therapy is slow
Guidelines updating is slow
9 v 13: 80% of CV therapies are classified small molecule (including MABs)

5 of 10 drugs up for first-round negotiation were CV therapies

Impact of Medicare Drug Price
Negotiation on Cardiovascular
Disease Product Development and
Patient Access

-

k. -
Avalere [ﬂ" NURSING




Challenges in CV Treatment: R&D

Larger study enrollment: Phase Il CVD trials averaged 67% greater enrollment
than respiratory disease trials and 107% greater enroliment than metabolic
disease trials

v' Longer clinical trials: Phase Il CVD trials took 28%—32% longer to complete
than metabolic and respiratory disease trials

v’ More trial sites: The average number of sites per trial was more than 40%
greater for phase Ill CVD trials than it was for respiratory or metabolic disease
trials

v’ Lower success rates: The likelihood of success from phase | trial to FDA
approval was 150% greater for respiratory disease and 300% greater for
metabolic disease than for CVD; CVD trials had the second-lowest likelihood of
success among the conditions analyzed

Challenges in CV Treatment: R&D

Figure 1. lllustrative Impact of Medicare Negotiation on
Additional Indications
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MINI Act

Genetically Targeted Technologies: siRNA and ASO
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MINI Act

Maintaining Investment in New Innovation Ac

BENEFIT T0 PATIENTS

These medications

Offer treatment oplions where there
wers none

Target the dis ather than treating
the symptoms

Simplify tment logistics through
once- of twice-yearly administration

MINI Act

Maintaining Investment in New Innovation Ac

LP(a)
Hypertension
Cholesterol (inclisir:

Moves the timeline for this small group of
medicines to the 13 year price setting timeline
to encourage continued investment in CV R&D

Merck Sharp

Jamuia Dofme

$113.00 27 i $4,001,359,000

Fiasg: Fiasp
FlexTauch; Fiasp

;N 8 T
&k;gl;nwbg mm Nordisk 1% 718 oo

FlexPen;
Novolog PenFil

Diabetes; Heart
Faniga AstraZenecs AB failure; Chronic 1 ] 2 54,342,594 000
kidney disearse
Immunes Roedoe | ) - ]
Enbral Comonion @it Porasis $2,355.00 47,106 $2.051.778,000
Psoriatic arthritis
Diabetes; Haart
failure; Chronic 0 $S{3.00 . $8,450,947.000
kiciney disease
Psoriasis; Psoriatic
Janssen anthyitis; Crohn's.
Biotech, Inc. disease; Ulcerative
colitis
Prevention and
treztrmant of blood
clots; Reduction.
af risk for padents o0 $517.00 Z $6309,766000 1,324,000
with conarer
periphérsl ariery
disease
Bristal Myers _ Sgvention S
Eliquis Sauibh trament o tlood 00 21 518275,108,000
i dots

Boshringer

Jardiance Kieihan

$13.536.00 i $2.988,560,000

Janssen
Pharms

oot Novarss, Heartfailure 563 53% $3,430,753,000
et PharmSorm

Imbrisvica

E{‘c'”" VIS pod cancers $8.319.00 §14,93500 38t £2.371.858,000

Wote: Numbers other than prices ore rounded to the pearest thousands. List prices are rounded to the nearest do 'rarand mpmsenr
e Wholesale Acguisition Costs [WACs) for the selecied drugs based on 30-day supply using CY 2022 prescription
ompanies’ participation in the Negotiation Program Is voluntary; the figures above represent estimates based on (cw[rﬂuad drug
ompany participation in the Medicare progrem.




THE RISE OF
ADVOCACY

PACH ( Partnership to Advance Cardiovascular
Health)

National Lipid Association Advocacy

American Society of Preventative

Cardiology Advocacy

American College of Cardiology Advocacy T H E RI s E OF
Preventative Cardiology Nursing Association s K | I WA L K E R

Iarion Ledger HOME  HEWS  SPORTS  UPSIDE  MAGNOLIA @ usa Topay

Some Mississippi health plans deny nearly all high
cholesterol medication claims

Julfe, Clarion Ledger
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b | e PARTNERSHIP TO ADVANCE
U Cardiovascular

california Health

2R Stanford
Q@ HEALTH cARE

* February 2021:
* AfPA CV WG launches sign-on letter to Blue Shield
* PACH pushes out media release and informs coalition

* PACH contacts ACC Advocacy

* June 7, 2021: Blue Shield reverses its decision

COLLABORATE WITH PATIENT GROUPS

The Partnership to Advance Cardiovascular Health (PACH) raised this issue directly with
health insurers in states with the highest rejection rates.

Results: PCSK9 rejection rates decreased, and patients began receiving life-saving
medications.

Within three months, BCBS of Alabama announced it would cover PCSK9s for
patients with high cholesterol.

BCBS of Florida removed a step edit and increased the duration of the PCSK9
therapy to increase patient access.

BCBS of Mississippi lifted the biock on the PCSK9s within 15 months.

In only six months, Blue Shield of California reversed its decision to remove PCSK9s
from its formulary.

PARTNERSHIP TO ADVANCE

@ Cardiovascular

Health

Agreements to expand PCSK9I access occurred two-to-three
years after the drugs entered the market. Stakeholders should
seek to iron out the details of innovative payment
agreements closer to a drug’s launch to avoid long delays in
patient access.

Ultimately, if patients are-truly to benefit from innovative
therapies, all stakeholders=including manufacturers, payers,
and providers—must ehgage in efforts to ensure appropriate
drug pricing, utilization management, and prescribing

CONCLUSIONS

PA is not the answer — transparent guideline driven process
by physicians and professional societies should form the basis
for developing mechanisms to minimize wasteful spending
without compromising the quality of care

Advocacy Works !




Utilization Management

Research and Developmientfor New Therapeutics







