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Lab to Label: 2026 New Drug Update

BON SECOURS MERCY

Disclosures

Given the nature of this presentation, |
will include brand names for reference

Except where noted, information is based
upon FDA-approved product labeling
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Objectives

N

Identify medications that were approved and came to market in the last year

Develop a general understanding of each medication’s indication, dosing,

potential adverse effects, place in therapy, and unique characteristics

1
" Implement new clinical treatment guidelines that were published in the last
\ year

S -
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FDA Novel Drug Approvals by Year
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Newly Approved FDA Medications (February 2025 — February 2026)

3

Total drugs = 44

Number of Drugs
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Methodology for Included Medications and Guidelines

Given time constraints, i i
G ee s el | @ Affect a large patient population

LU EIESGELEIEE Y o Involve multiple medical specialties
most likely to

* Hematology/Oncology
Excluded ¢ Immunology
® Other Specialty Drugs/Orphan Drugs

6 BON SECOURS MERCY HEALTH




Clinical Practice Guidelines Being Covered

American Thoracic Society {

Infectious Diseases Society _/
of America

American College of
Cardiology/American Heart
Association

Advisory Committee on
Immunization
Practices/Center for Disease
Control and Prevention

e

« Diagnosis and Management of Community-acquired Pneumonia. An Official
American Thoracic Society Clinical Practice Guideline

« Clinical Practice Guideline by Infectious Diseases Society of America (IDSA): 2025
Guideline on Management and Treatment of Complicated Urinary Tract Infections

* 2025 AHA/ACC/AANP/AAPA/ABC/ACCP/ ACPM/AGS/AMA/ASPC/NMA/PCNA/
SGIM Guideline for the Prevention, Detection, Evaluation and Management of
High Blood Pressure in Adults: A Report of the American College of
Cardiology/American Heart Association Joint Committee on Clinical Practice
Guidelines

* 2025 ACC/AHA/ACEP/NAEMSP/SCAI Guideline for the Management of Patients
With Acute Coronary Syndromes: A Report of the American College of
Cardiology/American Heart Association Joint Committee on Clinical Practice
Guidelines

* Advisory Committee on Immunization Practices Recommended Immunization
Schedule for Adults Aged 19 Years or Older — United States, 2025
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Medications Being Covered

Etripamil

Gepotidacin

Aceclidine

Aficamten

Zoliflodacin

Lerodalcibep-

: Brensocatib
liga

Nerandomilast

Tradipitant Acoltremon Delgocitinib

Elinzanetant

Atrasentan

“Systematic” Approach to Covered Medications

Overview

« Approval Date

« Indication

« Dosage

* Mechanism of Action

Efficacy Data

Safety Data

Special Populations Accessibility

« Pregnancy
« Lactation
« Pediatrics
« Geriatrics

« Pharmacy
« Patient Assistance

Warnings & Precautions

Contraindications
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Topic Outline

Cardiopulm
Ophthalmological Agen

Patient Access

Miscellaneous
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Cardiopulmonary
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Guideline Updates

2025 ACC/AHA/ACEP/NAEMSP/SCAI
Guideline for the Management of Patients
With Acute Coronary Syndromes: A Report of
the American College of Cardiology/American
Heart Association Joint Committee on Clinical
Practice Guidelines

Published

February 2025

2025 AHA/ACC/AANP/AAPA/ABC/ACCP/
ACPM/AGS/AMA/ASPC/NMA/PCNA/

SGIM Guideline for the Prevention, Detection,
Evaluation and Management of High Blood
Pressure in Adults: A Report of the American
College of Cardiology/American Heart

Association Joint Committee on Clinical Practice
Guidelines

n BON SECOURS MERCY HEALTH

Published August

2025
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Acute Coronary Syndromes Guideline Highlights

Dual antiplatelet therapy is recommended for patients

with acute coronary syndromes (ACS)

e Ticagrelor or prasugrel is recommended in preference to clopidogrel in
patients with ACS who are undergoing percutaneous coronary
intervention (PCI)

e In patients with non—-ST-segment elevation ACS who are scheduled for
an invasive strategy with timing of angiography to be > 24 hours,
upstream treatment with clopidogrel or ticagrelor may be considered to
reduce major adverse cardiovascular events
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Acute Coronary Syndromes Guideline Highlights

Dual antiplatelet therapy with aspirin and an oral P2Y12 inhibitor is indicated for at
least 12 months as the default strategy in patients with ACS who are not at high
bleeding risk

Several strategies are available to reduce bleeding risk in patients with ACS w|
undergone PCl and require antiplatelet therapy

* In patients at risk for gastrointestinal bleeding, a proton pump inhibitor is recommended

* In patients who have tolerated dual antiplatelet therapy with ticagrelor, transition to ticagrelor
monotherapy is recommended >1 month after PCI

* In patients who require long-term anticoagulation, aspirin discontinuation is recommended 1 to 4 weeks
after PCI with continued use of a P2Y12 inhibitor (preferably clopidogrel)
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Acute Coronary Syndromes Guideline Highlights

ACs
Initial selection of oral P2Y12 inhibitor

' ' ' '

No planned invasive. |

OSTEACS eSTEN) | case | Fibrinolytic in STEMI
Clopidogrel when Continue aspirin during Clopidogrel when Alternate P2v12
‘CABG and start P2Y12 Hicagrelor s not inhibitor can be
inhibitor when safe wvalatle, cannot considered at PCI
stoperativel betolerstador, f applicable)
contraindicated postoperatively contraindicated
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Acute Coronary Syndromes Guideline Highlights

2/11/2026

Acute Coronary Syndromes Guideline Highlights

High-intensity statin therapy is recommended for all patients with ACS, and with the
option to initiate concurrent ezetimibe

A nonstatin lipid-lowering agent (eg, ezetimibe, evolocumab, alirocumab, inclisiran,
bempedoic acid) is recommended for patients already on maximally tolerated statin
who have a low-density lipoprotein cholesterol level of > 70 mg/dL (1.8 mmol/L)

o It is reasonable in this high-risk population to further intensify lipid-lowering therapy if the low-density
lipoprotein cholesterol level is 55 to <70 mg/dL (1.4 to <1.8 mmol/L) and patient is already on a
maximally tolerated statin
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Acute Coronary Syndromes Guideline Highlights

T

in Classification

Highintensiy Therapy" | Moderate-lntensty | LowAntensiy Ther-
Therapyt syt

Alorvastatin 4080 mg | Atorvestatin 1020 mg | Simvastatin 10 mg
Rosuvastatin 2040 mg | Rosuvastatin 5-10mg | Pravastatin 10-20 mg
Simvastatin 20-40 mg | Lovastatin 20 mg
Pravastatin 40-80mg | Fluvastatin 2040 mg
Lovastatin 40 mg
Fluvastatin XL 80 mg
Fluvastatin 40 mg BID

Pitavastatin 1-4 mg

Modified with permission from Grundy et al. Copyright 2018 American Heart
Association,Inc, and American College of Cardiology Foundation.

“Expected LDL-C reduction 250%.

tExpected LDL-C reduction =30% to 49%.

#Expected LDL-C reduction <30%,

BID indicates twice daily; LDL-C, low-densty ipoprotein cholesterol
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Acute Coronary Syndromes Guideline Highlights

Hospitalization with ACS.

) ; | }

Patient not on statin oron ‘ ‘ Patint aeady on ]
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Acute Coronary Syndromes Guideline Highlights

Red blood cell transfusion to maintain
a hemoglobin of 10 g/dL may be
reasonable in patients with ACS and
acute or chronic anemia who are not
actively bleeding
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Hypertension Guideline Highlights

Table 4. Categories of Blood Pressure in Adults*

| sBp. Il | oBP_ |

BP Category
The overarching blood pressure Normal [<i2ommtg  [and [ <sommig
treatment goal is < 130/80 Elevated [ 12000129 mmbg [and [ <somm g
‘ Hypertension
mmHg for all adults, with Stage 1 [130t0 138 mmHg [ or [ 80t0 89 mm Hg
additional considerations for stage2 [s140mmtlg  |or | s00mmHg

BP indicates blood pressure (based on an average of 22 careful readings
obtained on 2 occasions, as detailed in Section 3 (‘Evaluation and Diagnosis”);

those who require institutional

care, have a limited pred icted DB, diastolic blood pressure; and SBP, systolic blood pressure.
. “Adults with SBP and DBP in 2 categories should be designated to the higher
lifespan, or are pregnant B category. This table excludes individuals who are pregnant (see Section 115,
*Hypertension and Pregnancy’). Adapted with permission from Whelton o al®
Copyright 2018 American Colloge of Cardiology Foundation and American Heart
Assocation, Inc:
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Hypertension Guideline Highlights

For all adults, lifestyle changes, including the following, are strongly

recommended to prevent or treat elevated blood pressure and
hypertension

* Maintaining or achieving a healthy weight

* Following a heart-healthy eating pattern

* Reducing sodium intake

* Increasing dietary potassium intake

* Adopting a moderate physical activity program
* Managing stress

* Reducing or eliminating alcohol intake

2 BON SECOURS MERCY HEALTH
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First-Line Agents

« Thiazide-type Diuretics

« ACE-inhibitors/ARBs
« Dihydropyridine CCBs

Alternative Agents

« Nondihydropyridine CCBs

« Loop Diuretics
« Potassium-sparing Diuretics

kidney disease, or increased 10-year predicted

« Alpha/Beta-Blockers

 Direct Renin Inhibitor

* Central Alpha-2-Agonists

* Direct Vasodilators

« Dial Endothelin Receptor Antagonist

BON SECOURS MERCY HEALTH

Hypertension Guideline Highlights
Initiation of medication therapy to
lower blood pressure in addition to
lifestyle interventions is
recommended for the following
* All adults with average blood pressure 2

140/90 mm Hg
* Selected adults with average blood pressure >
130/80 mm Hg who have clinical Ji I
disease, previous stroke, diabetes, chronic
cardiovascular risk of > 7.5%
n

For all adults with stage 2 hypertension, the initiation of antihypertensive drug therapy with 2

first-line agents of different classes in a single-pill, fixed-dose combination is preferred over 2
separate pills to improve adherence and reduce time to achieve blood pressure control

Severe hypertension in nonpregnant individuals, defined as blood pressure > 180/120 mm Hg,
without evidence of acute target organ damage, should be evaluated and treated in
outpatient setting with initiation, reinstitution, or intensification of oral antihypertensive
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Hypertension Guideline Highlights
In adults with average blood pressure > 130/80 mm Hg and at lower 10-year cardiovascular
disease risk of < 7.5%, initiation of medication therapy to lower blood pressure is
recommended if average blood pressure remains > 130/80 mm Hg after an initial 3 to 6-
month trial of lifestyle modification
medications in a timely manner

u



Novel Cardiopulmonary Drug Approvals Overview

Brensocatib

« Non-cystic fibrosis
bronchiectasis

Nerandomilast

« Idiopathic and/or progressive
pulmonary fibrosis

Etripamil

« Paroxysmal supraventricular
tachycardia (PSVT) conversion

Lerodalcibep-liga

« Low-density lipoprotein
cholesterol (LDL-C) reduction

Aficamten

« Symptomatic obstructive
hypertrophic cardiomyopathy
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(BREN soe KA tib)
Brensocatib (Brinsupri) Overview

Approval Date
F « 8/12/2025

« Treatment of non-cystic fibrosis bronchiectasis in
adult and pediatric patients 12 years of age and older

* 10~ 25 mg orally once daily

C—

« Dipeptidyl peptidase 1 (DPP1) inhibition

’— Mechanism of Action *‘

Maturing neutrophil

oeet Active
activation proinflammatory
of NSPs *x NSps

DPP1
inhibition

#& BRINSUPRI =1 *A-

Inactive NSPs

BON SECOURS MERCY HEALTH
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Brensocatib (Brinsupri) Efficacy

WILLOW Trial (N = 256 adults)

Figure 1

* Time to first pulmonary exacerbation was
significantly longer in the brensocatib
groups than the placebo group

ASPEN Trial (N = 1721 adult and

pediatrics)

« Annualized rate of pulmonary exacerbations
were lower in the brensocatib groups

* Median time to first pulmonary
exacerbation was longer in the brensocatib

groups,

« More patients were event free at 52 weeks
in the brensocatib groups

Cumulative Mean Number of Pulmonary Exacerbations through
Week 52

Curstn Moan e of Evants

BON SECOURS MERCY HEALTH
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Brensocatib (Brinsupri) Safety

: Table1  Adverse Reactions with BRINSUPRI with an Incidence of >2% and
WILLOW Trial More Common than Placebo in ASPEN
* Similar safety outcomes as Adverse Reaction Placebo BRINSUPRI BRINSUPRI
ASPEN Trial, expect higher (T&S)S) 1&3:;21)0 234':?1‘4}?
inci'dence of gingival and _ N (%) (%)
periodontal adverse reactions Upper respiratory tract 141 25) 157 @) 169 (29)
(~10% in brensocatib group vs infection’
2.4% in placebo group) Headache 39 (7) 39(7) 49(9)
. Rash? 224 25(4) 35 (6)
ASPEN Trial Dry skin® o) ) 5@
* More common (see table) - s 8(1) 16 (3)
* LFT elevations Hyperionslon 170 28(5) 13(2)

1" Upper respiratory tract infection includes coronavirus infection, COVID-19, influenza, upper respratory tract
infection, viral infection, and vial upper respiralory lractinfection.

* Skin cancers . rash pruritc, dermatits, and erythem:
« Alopecia 3 Dry skin includes dry skin, chapped I, :m:. ip dry, skin exfoliation, skin fissures, xerodem:

» BON SECOURS MERCY HEALTH

Brensocatib (Brinsupri) Contraindications/VVarnings/Precautions

[  Contraindications

* None per current labeling

e Warnings and Precautions

* Dermatologic Adverse Reactions

* Monitor for new conditions and refer to dermatologist if new findings noted
* Gingival and Periodontal Adverse Reactions

* Routine dental hygiene and check-ups warranted
o Live Attenuated Vaccines

* Avoid due to lack of data

E BON SECOURS MERCY HEALTH

Brensocatib (Brinsupri) Special Populations

Pregnancy Lactation Pediatric Geriatric

No observed
Safety/efficacy differences in
established in safety/efficacy
patients at in geriatric
least 12 years patients
of age compared to
younger adults

Insufficient Insufficient

data data

30 BON SECOURS MERCY HEALTH
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Brensocatib (Brinsupri) Accessibility

Ph N - Amber Specialty Pharmacy
armacy )y pes Specialty Pharmacy
Availability
¢ PANTHERx Rare Pharmacy
Patient J/r

At (\L e InLighten Patient Support Program

3 BON SECOURS MERCY HEALTH
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(NER an DOE mi last)

Nerandomilast (Jascayd) Overview

F Approval Date *‘

* 10/7/2025

(

« Treatment of idiopathic and/or progressive
pulmonary fibrosis in adult patients

Co—
’7 food

* 918 mg orally twice daily with or without

’— Mechanism of Action *‘

« Inhibition of PDE4

32

Nerandomilast (Jascayd) Efficacy

FIBRONEER-IPF (N = 1177 - s —

adults) Compares o Fiarebo (FIBKONEEK 1FF)

* Absolute change from baseline in P
forced vital capacity at 52 weeks was
less in both nerandomilast groups
than placebo

FIBRONEER-ILD (N = 1178

adults)

* Absolute change from baseline in T : Py s Y
forced vital capacity at 52 weeks was

less in both nerandomilast groups T EL 2 B E 0= 2 2 5
than placebo

33
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Nerandomilast (Jascayd) Safety

Tablel  Adverse Reactions with JASCAYD with Incidence of 5%
Tréal)

and More Common than Placebo in

FIBRONEER_I PF Patients! with ?s(mann.\um?r

2/11/2026

JASCAYD JASCAYD Placebo
18 mg BID 9 mg BID
* See table 2
FIBRONEER-ILD e
* Most common adverse . ;E
reactions in patients % e
with PPF were o £y
consistent with those = e
observed in patients
with IPF -
34 BON SECOURS MERCY HEALTH
34
Nerandomilast (Jascayd) Contraindications/VWarnings/Precautions
mmm Contraindications
* None
S Warnings and Precauti [
¢ Nerandomilast must be swallowed whole or dispersed
in water
35 BON SECOURS MERCY HEALTH

Nerandomilast (Jascayd) Special Populations
Pregnancy Lactation Pediatric
Insufficient data Insufficient data Insufficient data
% BON SECOURS MERCY HEALTH

Geriatric

No overall
differences in safety
or effectiveness of
JASCAYD have been
observed between

patients 65 years of

age and older and
younger adult
patients

12



Nerandomilast (Jascayd) Accessibility

o Accredo Specialty Pharmacy

¢ Walgreens Specialty Pharmacy
Pharmacy ) |RESSIERWVEIRNJEAElinElaY
Availability ) KRS E A E e

e OPTUM Specialty Pharmacy
e Orsini Healthcare

\

REVI AP © JASCAYD Bridge Program

Assistance ﬂK * JASCAYD Copay Program

7 BON SECOURS MERCY HEALTH
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(e TRIP a mil)
Etripamil (Cardamyst) Overview

’— Approval Date —‘

+12/12/2025

T_ﬁ

« Conversion of acute symptomatic episodes of paroxysmal
supraventricular tachycardia (PSVT) to sinus rhythm in ad

Tﬁ

35 mg of etripamil in each nostril - may repeat in 10 minutes if
persistent symptoms

’— Mechanism of Action —‘

«Inhibition of L-type calcium channels

3 BON SECOURS MERCY HEALTH

Etripamil (Cardamyst) Efficacy

Figure s RAPID Primary Efficacy Outcome Kaplan Meicr Carve: Conversion (o
Sinus Riythum in the Patient Populatian with Confirmed PSVT!

RAPID Trial (N = 692

adults)

 Conversion of confirmed PSVT
within 30 minutes was 64%
compared to 31% with placebo

* Median time to conversion
was 17.2 minutes with
etripamil (vs. 53.5 minutes
with placebo)

* Findings consistent across .
major subgroups i

39 BON SECOURS MERCY HEALTH
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Etripamil (Cardamyst) Safety

Pooled Data (4
Table 1: Most frequent (>5.0%) Adverse Reactions' Observed in Randomized Controlled

total trials, 321 S

. Placcha CARDAMYST 70 mg | CARDAMYST 2x70 mg’
patlents) N2z N-235 N8
% % %
asal Dascomfon ki3 2
* Hypotension w/ b s i
9 Troat Iritation 7 [
syncope (0.4%) s z :
" = R ==
. Other adverse :.:::;\f:s;;a,w;:;;ﬂu_‘mmu_n».,.:Iu.._.n“mw_,,__.‘ Lrwred
reactions related to v e
local reactions
0 BON SECOURS MERCY HEALTH

Etripamil (Cardamyst) Contraindications/VWarnings/Precautions

[mmmmm  Contraindications ——————

« Hypersensitivity to Cardamyst or any of its components

* New York Heart Association Class Il to IV Heart Failure

* Wolff-Parki hite (WPW), L g-Levine (LGL) or manifest pre-excitation (delta
wave) on a 12-lead electrocardiogram (ECG)

« Sick sinus syndrome without a permanent pacemaker

« Second degree atrioventricular (AV) Mobitz 2 block or higher degree of AV block

BB \varnings and Precautions SIS

« Patients with a history of hypotensive episodes or those at increased risk for hemodynamic instability
should be monitored appropriately when initiating

« If syncope occurs, patients should be placed in the recumbent position and treated supportively

« Administer in a sitting position in a location where the fall risk is minimal when possible

4 BON SECOURS MERCY HEALTH

Etripamil (Cardamyst) Special Populations

Pregnancy Lactation Pediatric Geriatric

No meaningful

Insufficient data differences in
(verapamil is safety or

present in

effectiveness
breast milk and were observed
is structurally between elderly
related) patients and
younger groups

Insufficient data

Insufficient data

a BON SECOURS MERCY HEALTH

14



2/11/2026

Etripamil (Cardamyst) Accessibility

Pharmacy | .
Availability «L ¢ Any pharmacy who can procure it

( * CARDAMYST Copay Savings
Patient | Program or
Assistance 1  Nurse Educator Support Program a  soEs2

T £) COPAY SAVINGS
) PROGRAM

ELIGIBLE PATIENTS 52 5
PAY AS LITTLE AS

GROUP: WCMSTIOO!

Gt ! s a0
for administration support

k) BON SECOURS MERCY HEALTH

(LER oh DAL si bep)
Lerodalcibep-liga (Lerochol) Overview

’— Approval Date —‘

« 12/12/2025

F

« Toreduce low-density lipoprotein cholesterol (LDL-C) in adults with hypercholesterolemia, including
(HeFH)

familial

- E—

+ 300 mg subcutaneously once monthly

’7 Mechanism of Action —‘

« Inhibition of proprotein convertase subtilisin kexin type 9 (PCSK9)

“ BON SECOURS MERCY HEALTH
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Lerodalcibep-liga (Lerochol) Efficacy

A = Figure 1: Mcan Percent Change from Baseline in LDL-C Over 2 Weeks in Patients
Trial 1( N=92 2) Hypercholesterolemin and ASCVD or Increased Risk for ASCYVD Eveats on Maximally
Tolerated Statin Therapy (Trial 1)
a-

* Percentage decrease in LDL-C
at 52 weeks was 55%
(compared to 0.1% in placebo

group)
Trial 3(N = 478) T/
* Percentage decrease in LDL-C -

at 24 weeks was 51%
(compared to an 8% increase
in placebo group)

4 BON SECOURS MERCY HEALTH
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Lerodalcibep-liga (Lerochol) Safety

Table 1= i 22% of LEROC d Patie
. Hypercholesterolemia and > 1% More Frequently than Placcho-treated Patients in Two
POOIed Tr|a|s 1&2 Pdted §2-Week Trinks (Trials 1 and 2y ?
LEROCHOL 300 mg | Plascbe

.. Adverse Reaction® IN=1.220) (N=612)
e Very minimal adverse % %
events noted Incction site reaction: 17 <
Feriplees] sdems 5 =
] s o
Trial 3
Table 2: Reactions Oceurring in 22% LEROCHOL with HeFH
— and >1% More Frequeatly than Placcho-treated Patients at 24 Weeks (Trial 3)
¢ Similar as pooled LEROCIOL 0t | Piscebo
. . Adverse Reaction (N=318) (N=159)
Trials 1&2 with CE : *
additional Gl adverse ppes 0
effects gl &

Fe e Te— P P —

46 BON SECOURS MERCY HEALTH
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Lerodalcibep-liga (Lerochol) Contraindications/Warnings/Precautions

e Warnings and Precautions —

¢ As with all therapeutic proteins, there is potential for
immunogenicity

a7 BON SECOURS MERCY HEALTH

Lerodalcibep-liga (Lerochol) Special Populations

Pregnancy Lactation Pediatric Geriatric

No overall
differences in
safety or
effectiveness were
observed between
patients 65 years
of age and older
and younger adult
patients

Effectiveness was
not demonstrated
in 19 pediatric

Discontinue when
Insufficient data

pregnancy is
recognized

patients enrolled
in an open label
trial

@ BON SECOURS MERCY HEALTH
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Lerodalcibep-liga (Lerochol) Accessibility

—

ER I EIS A « Expected to be commercially

J

Availability \ available in Spring 2026

CZHELII  To be determined, nothing
Assistance | available as of yet

\

2/11/2026
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Aficamten (Myqorzo) Overview
Approval Date
’7 * 12/19/2025
O
LVEF Yo Dasa Adustment
+ Treatment of adults with symptomatic obstructive s i o nemy
hypertrophic cardiomyopathy (0HCM) to improve (995t e oo 2 o v
functional capacity and symptoms st aomy [P
=
+ Starting: 5 mg orally once daily SOMUSTO% | MY areany o' . et voatmentor a7
days
[ /. hanism of Action — % Any Iramupt reatment for ot inast 7 dayy.
T Guceae v o T8 15 15RO mIE S
« Allosterically and reversibly inhibits cardiac myosin
motor activity reducing the force generated by myosin at
the cardiac sarcomere, which contributes to
hypertrophic cardiomyopathy (HCM) pathophysiology

BON SECOURS MERCY HEALTH
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Aficamten (Myqorzo) Efficacy

Tablo 5.

WYGORZO
N=igz

Tane | S itaece | e
N=140 (95% 1)

iear Ghangs o Basein in KEGGC98

SEQUOIA-HCM (N = 282) ==

T niea EXTCE)
—visne +3110)

70(26,95 [ <001
7346, 101) | <0000

1
In Valsaha LVOT-G (mmHg)

 Change in baseline peak VO2 o 12 [ aso@s) | z7@a) | “77eses,410) | <aomn
was significantly higher in [esk2e | ssr@s) | 22025 | sascssrazo | <aco
1N Duration of SRT El '
treatment arm (1.7) vs placebo W s@ | e | mcwe-m [
(0) at 24 weeks ‘Change from Bsefine in Total Warkioad (Wats) during CPET
[ Bi@y [ oeps | vezEaEN_[womt
 See secondary outcomes o o
ry ints. IAY:‘O;!O 'm MR[;N ‘»Vln
Proporion
FOREST-HCM (N =) = e o e capae rawan
fouh 24 83(585) | 34@43) | OR44(26.76) | <0000
i n i - of Pationts with Valsaiva LVOT G <30 ;

. OngonTg, open: Iabe!, single-arm mm“ﬂuw—wm ey cen [ORWSTTIT [aomr |
extension study available to ey [ Tewss | sae | OREIEEEE | o
patients who completed ot T i K o
SEQUOIA-HCM gracant SRT: sopta adctin taray

s BON SECOURS MERCY HEALTH
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Aficamten (Myqorzo) Safety

EQUOIA-HC

* Hypertension (8% vs.
2%) was the only
adverse reaction
occurring in > 5% of
patients and more
commonly on aficamten
than on placebo

* Reduction in LVEF
(reversible)

2

WARNING: RISK OF HEART FAILURE
MYQORZO reduces left veniricular ejection fraction (LVEF) and can cause heart failure due to
systolic dysfunction [see Wamnings and Precautions (5. 1)}
Echocardiogram assessments are required priof 10 and during treatment with MYQORZO to
monitor for systolic dystunction. Iniliation of MYQORZGO in patients with LVEF <55% is not
recommended. Decrease the dose of MYQORZO il LVEF is <50% and 240% [see Dosage and
Administration (2.2) and Warnings and Precautions (5.1)). Interupt the dose of MYQORZO i
LVEF <40% or if the patient experiences heart aiure symploms or worsening clinical status due
Dosage and 22

Because of the risk of heart . MYQORZO is- v
through a resiricled program under a Risk Evaluation and Miigation Strategy (REMS) called the
MYQORZO REMS Program [see Warnings and Precautions (5.2))

BON SECOURS MERCY HEALTH
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Aficamten (Myqorzo) Contraindications/VWarnings/Precautions

.

e Concurrent use of rifampin

B \Warnings and Precautions —

* New-Onset Heart Failure/Avoid in LV dysfunction

* REMS Program

» CYP P450 Interactions leading to toxicity/loss of effectiveness

5

BON SECOURS MERCY HEALTH

Aficamten (Myqorzo) Special Populations

Pregnancy Lactation Pediatric Geriatric

Insufficient data
currently

Ongoing safety
study

54

No overall
differences in safety
or effectiveness
have been

Insufficient data Insufficient data observed between

patients 65 years of
age and older and
younger adult
patients

BON SECOURS MERCY HEALTH
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Aficamten (Myqorzo) Accessibility

Pharmacy \ * CareMed Specialty
ACICRILJN = Orsini Healthcare

* MYQORZO & You Free Trial Offer

¢ MYQORZO & You Copay Savings
Program

* MYQORZO & You Patient Assistance
Program (PAP)

Patient |
Assistance |

55 BON SECOURS MERCY HEALTH
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Infectious Diseases

BON SECOURS MERCY

Guideline Updates

Clinical Practice by Di Society of
(IDSA): 2025 ine on and T of C
Urinary Tract Infe and Method:

Published
July 2025

Published

July 2025

Di is and of C i ired F

An Official American Thoracic Society Clinical Practice Guideline

Recommended Adult Immunization Schedule QNS
for Ages 19 Years or Older 2025

Addended
July 2025
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Complicated Urinary Tract Infections Guideline Highlights

N lassifications of uUTI and

0ld Clas

Uncomplicated UTE:

Acute cystitis in afebrile
nonpregnant premenopausal
women with no diabetes and

ho urologic abnormalities.

ications

New Classifications

Uncomplicated UTE: Infection confined to

the bladder in afebrile women or men

Complicated UTI: infection beyond the

bladder in women or men
+ Pyelonephitis

Acute Pyelonephritis: Acute
Kidney infection in women
otherwise meeting the definition
of uncompiicated UTI above

Febrile or bacteremic UTI
+ Catheter-associated (CAUTI)

+ Prostatits® (*not covered by these
guidelines)

Complicated UTE All other UTIs

GO gt

2/11/2026

Complicated Urinary Tract Infections Guideline Highlights

Table 1.1: Potential Empiric Antibiotics for cUTI* prior to using the four-step approach
o choose among these options

Four-Step Approach 1o choose among these antibiotics: Assess (1) severity of
iliness, (2) risk factors for resistance, (3) patient-specific considerations, and (4) if
septic, consider the antibiogram. See discussion below for details of the four steps.

‘Condition of the Patient Preferred Alternative
Sepsis with or without Third or fourth generation Novel beta lactam-beta
shock™ cephalosporins,* lactamase inhibitors,”

carbapenems,” piperacillin-
tazobactam,

cefiderocol, plazomicin, or
older aminoglycosides™

Without sepsis, IV route of
therapy

Third or fourth generation
cephalosporins,” piperacillin-
tazobactam, or
fluoroquinolones®

Carbapenems * newer
agents (novel beta lactams-
beta lactamase inhibitors,”
cefiderocol, plazomicin), or
older amit *

Without sepsis, oral route of
therapy

Fluoroguinolones® or
trimethoprim-

Amoxcilin-clavulanate or
oral cephalosponns (see
Table 3.1)

BON SECOURS MERCY HEALTH

Complicated Urinary Tract Infections Guideline Highlights
Trobaracn E= B o Thimg every
s ey | e b 22
PO .
A T W T W T
v W[ b Wy T35 ey oo i
| — |o— | v o —
| e o e v
(P o o eciow dovn oSt combon et
ot ok, | e
T T
et 2 i — Timatrapien TR o Wy Ghg wvery
shmahesazon sutametonazo) | 12
T peprny
s i anbon Ve
e : . —— ‘wers the predominant oral beta-dactams being used
e e heee} —
.
i, i e s e
e morn chechre” Nigher wih Colibbin versish aorflckci
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ATS CAP Guideline Highlights

Contents Question 2: Should Adults with Question 4: Should Aduits Who
Summary of i cquired Are with
Introduetion Who Have a Positive Test Result acquired Pneumonia Be Treated
Methods for a Respiratory Virus Be Treated  with Corticosteroids?
Question 1: Should Lung with Empiric Antibacterial Patient Input
Untrasound Be Considered a Therapy? Conclusions
Reasonable Diagnostic Question 3: Should Adults with
o Chest quired
in Adults with Suspected Who Reach Clinical Stability Be
Community-acquired Pneumonia? Treated with Less than 5 Days of
Antibiotics?
il BON SECOURS MERCY HEALTH

2/11/2026

ATS CAP Guideline Highlights

Empiric Outpatient + no comorbidities = no antibiotics
antibiotics
for CAP Outpatient + comorbidities = antibiotics
patients
with . ——

e Inpatient + non-severe CAP = antibiotics
positive
viral . p——
infection Inpatient + severe CAP = antibiotics

@ BON SECOURS MERCY HEALTH

ATS CAP Guideline Highlights

Duration of antibiotic
therapy

Inpatient + non-
severe CAP + clinical
stability = 3 day
minimum

Outpatient + clinical
stability = 3 day
minimum

Inpatient + severe
CAP + clinical stability
=5 day minimum

& BON SECOURS MERCY HEALTH
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ATS CAP Guideline Highlights

Use of eNon-severe CAP = not

cqrticostgroids recommended
in inpatient
CAP eSevere CAP =

management recommended

o BON SECOURS MERCY HEALTH

CDC Vaccine Schedule Addendums
& BON SECOURS MERCY HEALTH

65

Novel Infectious Diseases Drug Approvals Overview
Gepotidacin
e uUTIl and uncomplicated
urogenital gonorrhea
Zoliflodacin
e Uncomplicated urogenital
gonorrhea
% BON SECOURS MERCY HEALTH
66
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(JEP oh ti DAY sin)

Gepotidacin (Blujepa) Overview

CrE—
’7 Wao

3/25/2025

« Uncomplicated UTIs in females at least 12 years of age
weighing at least 40 kg

« Uncomplicated urogenital gonorrhea in patients at least 12
vears of age weighing at least 45 kg

(

*uUTI: 1500 mg orally twice daily for 5 days
« Gonorrhea: 3000 mg orally every 12 hours x 2 doses

’7 Mechanism of Action *‘

« Bacterial type II & IV topoisomerase inhibition

& BON SECOURS MERCY HEALTH

Gepotidacin (Blujepa) Efficacy

uUTI Trials 1&2 (N = 3136)

¢ When compared to Table &, Carmpos
X N - * Pouteds Micro 1T
nitrofurantoin, gepotidacin was
non-inferior regarding both i T
clinical and microbiological cure ] -~ L1
saprapipin s sy

e
Gonorrhea Trial (N = 628) (e e

* When compared to IM
ceftriaxone 500 mg + PO
azithromycin 1000 mg,
gepotidacin was non-inferior
regarding microbiological cure

BON SECOURS MERCY HEALTH

Gepotidacin (Blujepa) Safety
uUTI Trials 1&2 etk s e i s
Nroturantoin
* See table ‘ Adverse Re ‘-m“
, e
Gonorrhea Trial e s
| Flatulence: (=1
o Similar to uUTI trials, jet Sl
although the higher Ty T
dosing seemed to b 1500
contributed to higher e oo £ gttt -
frequency of adverse
events
el BON SECOURS MERCY HEALTH
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Gepotidacin (Blujepa) Contraindications/Warnings/Precautions

[  Contraindications I —

* A history of hypersensitivity to gepotidacin

e Warnings and Precautions

* QTc prolongation

¢ Concomitant CYP3A4 inhibitors
* Severe renal impairment

* Acetylcholinesterase inhibition
* Hypersensitivity reactions
 Clostridioides difficile infection

7 BON SECOURS MERCY HEALTH

Gepotidacin (Blujepa) Special Populations

Pregnancy Lactation Pediatric Geriatric

No overall
differences in
Safety established safety or
or both effectiveness were

Insufficient data

Insufficient data indications in observed between
patients ages 12 patients 65 years
and up of age and older
and younger adult
patients

Pregnancy
exposure registry
established

7 BON SECOURS MERCY HEALTH

Gepotidacin (Blujepa) Accessibility

Pharmacy /\/ o
Availability | ¢ No pharmacy restrictions noted

=

Patient B * BLUJEPA Coverage Finder Tool

J

Assistance L ¢ BLUJEPA Copay Assistance

n BON SECOURS MERCY HEALTH
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Zoliflodacin (Nuzolvence) Overview

F Approval Date *‘

* 12/12/2025

CON.

« Treatment of uncomplicated urogenital gonorrhea » TRATION OF MUZOLVENGE (1T 000 BASED oN WEIHT)

in patients 12 years of age or older weighing at

least 35 kg

Dase ofNUZOLVENCE By wemnt ool i
e3igto Sakg oot Tkt e fooa

3 samriatees e 8 g
oo

« 3 g mixed with 60 mL water and taken orally once

« Bacterial type Il topoisomerase inhibiton

’— Mechanism of Action *‘

n

BON SECOURS MERCY HEALTH

2/11/2026

Zoliflodacin (Nuzolvence) Efficacy

Trial 1(N = 930)

o Zoliflodacin was non-
inferior to ceftriaxone
+ azithromycin
regarding primary
endpoint of

‘Tahle 6: Micrablological Cure Rates at the Urogenital Site at TOC, Micro-ITT Urogenital
Population

Cetriasons and
NUZOLVENCE, . . Difierence
Asithrommycin
AN e sy
T T (46 ) ST
ECETIO) CFITEE
TS 06310) 3

‘Nensuesable” LTI CFITELT
TOC = Teutof Cor: moero-1TT = mucrobalgica] e i Tl Cl-confidemss mierval 1 = mbor of
h gory: N - by

forthe NUZOLVENCE
fesstmert flercoce

microbiological cure T e s e
rates at urogenital
site
7 BON SECOURS MERCY HEALTH
74
Zoliflodacin (Nuzolvence) Safety
Jnfecson Trsee witn 1 | Sates Popataiens
Adverse Reaction Ceftriaxonc and Asithromycin
eadache n!'.f-lel h:z:f:?
Trial 1 e 10
arrhca 15(2) 2N
e Mostly non- i = e
specific adverse T
effects that Conorrhes lafcien Trested with NUZOLVENCE, wii Mot Bustlie Vaioe o Tea
sates Popatony
were Taboratory NUZOLVENCE Ceftriavane and Azhromycin
Parameters N = 609 N=304
comparable to . 2o S
control group ino s B

BON SECOURS MERCY HEALTH
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Zoliflodacin (Nuzolvence) Contraindications/VWarnings/Precautions

Eamm  Contraindications -

* Known history of hypersensitivity
* Moderate/strong CYP3A4 inducers

R Varnings and Precautions

* Potential risk for pregnant females (based on rat studies)
* Even if male partner treated and female partner is not (needs protection for 3
months following treatment)
* Hypersensitivity reactions
* Clostridioides difficile infection
* Development of drug-resistant bacteria

% BON SECOURS MERCY HEALTH

2/11/2026

Zoliflodacin (Nuzolvence) Special Populations

Pregnancy Lactation Pediatric Geriatric

Clinical studies did
not include
enough patients
aged 65 years and
older to determine
whether they
respond
differently than
younger patients

Insufficient human

Safe and effective

Insufficient data IDCEEEERS

years of age and
older

7 BON SECOURS MERCY HEALTH

Zoliflodacin (Nuzolvence) Accessibility

Pharmacy /\ ¢ Anticipated in the second half of
Availability | | 24P

Patient f
Assistance \L

¢ None currently on website

7 BON SECOURS MERCY HEALTH
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Ophthalmological Agents

Novel Ophthalmological Agent Drug Approvals Overview

Acoltremon

*Dry eyes

Aceclidine

¢ Presbyopia

80 BON SECOURS MERCY HEALTH

80

(a KOL tre mon)

Acoltremon (Tryptyr) Overview

]

5/28/2025

’— Approval Date

«Treatment of dry eye disease

Cam—
’7 « Apply one drop in each eye twice

Mechanism of Action
( + Agonism of transient receptor potential melastatin

8 (TRPM8) thermoreceptors, stimulating natural
tear production

8l BON SECOURS MERCY HEALTH

81
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Acoltremon (Tryptyr) Efficacy

COMET-2 (N = 465)

® Primary outcome was

> 10 mm increase in tear

production at Day 14

COMET-3 (N = 466)

® Primary outcome was

> 10 mm increase in tear

production at Day 14

Table 1: Percent of Patients Achieving = 10 mm Improvement from Baseline in Schirmer
‘Score at Day 14 in Patients with Dry Eye Disease

= 10 mm increase in

tear production at Day 14 53.2% 4%
DSt DER GO, Lt ] SARNN0.450)
Pvalue versus vehide <00 <00t

Cansistent results were obsarved at altimepoints through Day 90.

COMET-2 also met significance for
symptomatic improvement at day 28,
while COMET-3 did not

BON SECOURS MERCY HEALTH

2/11/2026

82

Acoltremon (Tryptyr) Safety

COMET-2 and

COMET-3 Trials

o Instillation site pain
occurred in 50% of
patients

® < 1% of patients
discontinued therapy
due to burning or
stinging in the eyes

THE MOST COMMON GCULAR ADVERSE REACTION WAS
INSTILLATION SITE PAIN* REPORTED IN 50% OF PATIENTS

Reported as moderate  Discontinuation rate

AN AVERAGE OF 55% OF PATIENTS EXPERIENCING PAIN
SENSATION REPORTED SENSATION LASTING 1 MINUTE
oRLEss

&

study (n=1821

BON SECOURS MERCY HEALTH
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Acoltremon (Tryptyr) Contraindications/Warnings/Precautions

* None

mmm  Contraindications I—

* Use with contact lenses

B \Varnings and Precautions ——————

* Potential for eye injury and contamination
¢ Do not touch the vial tip to the eye or other surfaces

 Lenses should be removed prior to the administration and remain out at
least 15 minutes after application

BON SECOURS MERCY HEALTH
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Acoltremon (Tryptyr) Special Populations

Pregnancy Lactation Pediatric Geriatric

No clinically
relevant
differences in
safety have

Insufficient
data, but likely Insufficient data
safe

Insufficient
data, but likely

been observed
between elderly
and younger
patients

safe

3 BON SECOURS MERCY HEALTH
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Acoltremon (Tryptyr) Accessibility

—

Pharmacy
Availability

e

e Available at retail pharmacies

e First fill free through BlinkRx

Patient | ¢ Also will determine Copay and
Assistance \L streamline prior authorizations

* TRYPTYR Copay Assistance

3 BON SECOURS MERCY HEALTH
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(a SEK li deen)

Aceclidine (Vizz) Overview

7/31/2025

(_ﬁ

’— Approval Date *‘

« Treatment of presbyopia in adults

ﬁ
’7 still a second

«Instill one drop in each eye, wait 2 minutes and in:
drop in each eye once daily

’— Mechanism of Action -

« Stimulating muscarinic receptors located on smooth muscles,
causing contraction of the iris sphincter muscle, resulting in a
pinhole effect that extends depth of focus to improve vision

a7 BON SECOURS MERCY HEALTH
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Aceclidine (Vizz) Efficacy

CLARITY-1 (N =

313) il l l

I : I
e Active comparator D= . T
(brimonidine) e e

CLARITY-2 (N =

- 11
® Placebo comparator i " - .: r:

en——

3 BON SECOURS MERCY HEALTH
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Aceclidine (Vizz) Safety

LARITY 1-2

« Short-term

Instillation site irritation

safety (42 days) Dim vision 16%
Headache 13%
CLARITY 3 Conjunctival hyperemia 8%
Ocular hyperemia 7%
¢ Long-term safety
(6 months)

£ BON SECOURS MERCY HEALTH

89

Aceclidine (Vizz) Contraindications/Warnings/Precautions

’7 Contraindications —‘

* None

Warnings and Precautions -

 Blurred vision (transient)

« Risk of retinal tear/detachment
o Iritis

* Hypersensitivity

« Contact lenses

* Remove and replace 10 minutes after instillation
* Potential for eye injury or contamination

%0 BON SECOURS MERCY HEALTH
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Aceclidine (Vizz) Special Populations

Pregnancy Lactation Pediatric Geriatric

No overall
differences in safety
or effectiveness
have been
observed between
patients 65 years of
age and older and
younger adult
patients

Presbyopia does

Insufficient data, not occur in the

but likely safe

pediatric

population

9 BON SECOURS MERCY HEALTH
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Aceclidine (Vizz) Accessibility

¢ No restrictions, but cheapest
prices from UpScript (free home

Pharmacy ‘

Availability ‘ delivery)
Patient | .
Assistance | ¢ VIZZ savings card

ipscage e

Miscellaneous

BON SECOURS MERCY
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Novel Miscellaneous Drug Approvals Overview

Atrasentan
* IgA nephropathy proteinuria

Delgocitinib

e Chronic hand eczema

Elinzanetant

* Vasomotor symptoms
associated with menopause

Tradipitant

¢ Vomiting associated with
motion

BON SECOURS MERCY HEALTH
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(a TREH iss uhn tuhn)

Atrasentan (Vanrafia) Overview

VANRAFIA in action

By blocking the ET, receptor, VANRAFIA s thought to

Approval Date
4/2/2025

. deuzs proteinuria in adults with primary
immunoglobulin A nephropathy (IAN) at risk of rapid
disease progression

Dnsage

+0.75 mg orally once daily with or without food
Mechamsm of A:llon

«Blocks the activation of endothelin-A receptors (ETAR) by
endothelin (ET)-1

block s ET-1in IgAN

| Kidney
with IgaN

BON SECOURS MERCY HEALTH

Atrasentan (Vanrafia) Efficacy

IGN Trial (N = 4

)

* Primary Endpoint was % reduction in urine protein-to-creatinine ratio (UPCR) at 36 weeks

o ot st e

Facbe
= v ot s care

Figare 1: Geusmetric Meas Percent Change from Baselioe i UPCR by Visitin ALIGY

BON SECOURS MERCY HEALTH
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Atrasentan (Vanrafia) Safety

LIGN Trial

¢ Median duration of

treatment was 47 weeks VARNIN

* Adverse Reactions @LSLED
* Peripheral Edema

WARNING: EMBRYO-FETAL TOXICITY
(range 0-128 weeks) See full prescribing information for compleie boxed warning.
VANRAFIA may cause major hirth defocts if used during pregnancy

Exclude pregnancy before start of treatment. (2.1, 4.1, 5.1, 8.3)

before start of

.

* Anemia

and two weeks after trestment. (4.1, 5.1, 83)
+ Discontinue VANRAFIA if pregnancy occurs. (4.1, 5.1)

during treatment

© LFT Elevation
* Hgb Decrease
* Blood Pressure Decrease

97 BON SECOURS MERCY HEALTH
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Atrasentan (Vanrafia) Contraindications/Warnings/Precautions

* Pregnancy
* Hypersensitivity

[ Contraindications I

B \Warnings and Precautions

* Embryo-Fetal Toxicity

* Hepatotoxicity
* Fluid Retention
* Decreased sperm counts
* Return to normal within 3 months following discontinuation

* Contraception prior to, during, and 2 weeks following the discontinuation of atrasentan

9% BON SECOURS MERCY HEALTH

Atrasentan (Vanrafia) Special Populations

Pregnancy Lactation Pediatric

Contraindicated

(based on Insufficient data

animal data)

Geriatric

No overall
differences in
safety and
effectiveness
were observed
between these
patients and
younger patients

99 BON SECOURS MERCY HEALTH
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Atrasentan (Vanrafia) Accessibility

—

COETNIETSVSIN « CareMed Specialty
AVEIELID AN « Biologics (by McKesson)

U * VANRAFIA Co-Pay Plus
LR CTNN « VANRAFIA Medicare Extra Help

100 BON SECOURS MERCY HEALTH
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(del goe sye ti nib)
Delgocitinib (Anzupgo) Overview
CoTE—
’7 *7/23/2025 RS etk
<] (] (3] »» (52 (GE] w (o
== -9 o .
« Topical treatment of moderate to severe chronic hand eczema Forie - = [ 3 ]
dults who have had id it 1o, or fc
wiom topical conicosteralds are not scisabe P R
G .
’7 * Apply twice daily to the affected skin on the hands and wrist - ' . ’ . . '
sensicwrc () . o &
(ﬁ * sesewe
* Janus kinase (JAK) inhibitor, inhibits the activity of JAK1, JAK2, ey
JAK3, and tyrosine kinase 2 (TYK2)
101 BON SECOURS MERCY HEALTH
Delgocitinib (Anzupgo) Efficacy
. Tablo
Trial 1 (N = 487) T TR
THALT THALZ
ANZUPGO | Vehicle ANZUPGO ice
¢ Vehicle controlled i M B s S
ACHETS Kromporsmrss | 2o% | to% | 3% ™
. oz | g | e | o
® Primary c_)utcome centered Dl s Vo 98K | TR} T
around visual response HESD 2h s 50t Fo T [ T I Ll
nprevament nsponerss | (152023 | ey | (ussom | nes)
* Secondary outcomes Dt o bl 86% ) | B0 (1%, 555 B
1 H H HESD pain 2 4- 4ok 28 4% %
regarding itch and pain it romorters. | “ticianny | sy | quasn | panin
. Diffarenco trom Vehicle (95% CI) 2% (V2%, 31%) 6% (17%, 36%)
Trial 2 (N = 472)
. s poscre
e Same as Trial 1 e
102 BON SECOURS MERCY HEALTH
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Delgocitinib (Anzupgo) Safety

Trials 1 & 2

LOW RATES OF DISCONTINUATION DUE TO AEs*

* Rare adverse reactions \l/ ANIUPCO e
. vecream vehicle
(< 1% of the time) . 0.5%vs3.4%
e Application site pain LOW RATES OF APPLICATION SITE PARESTHESIA

 Paresthesia (EG, STINGING AND BURNING) AND PAIN*
ANZUPGO vs cream vehicle

® Pruritus « Paresthesia: 0.5%vs 0.6%
* Pain: 0.6%vs 0.6%
® Erythema

® Bacterial skin
infections

103 BON SECOURS MERCY HEALTH

Delgocitinib (Anzupgo) Contraindications/VWarnings/Precautions

[  Contraindications

* None

e Warnings and Precautions

« Serious infections

o Viral reactivation

* Non-melanoma skin cancers

* Live immunizations

 Potential risks related to JAK inhibition
e Increased lipid profiles (not HDL)

104 BON SECOURS MERCY HEALTH

104

Delgocitinib (Anzupgo) Special Populations

Pregnancy Lactation Pediatric Geriatric

No overall
differences in
safety or
effectiveness were

Insufficient data Insufficient data Insufficient data observed between
subjects 65 years
of age and older

and younger adult
subjects

105, BON SECOURS MERCY HEALTH
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Delgocitinib (Anzupgo) Accessibility

* Accredo Specialty

* Apotheco Pharmacy

* Carepoint Pharmacy

Pharmacy J * CVS Specialty

LYCEIIARNE « DF/ Wellness Pharmacy

* Lumicera Specialty

* Optum Specialty

* Walgreens Specialty
(

Patient Assistance —_ NAUAEO Bt 32 e
\K NZUPGO Copay Program

106 BON SECOURS MERCY HEALTH
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(E lin ZA ne tant)

Elinzanetant (Lynkuet) Overview

*10/24/2025

(_

’7 Approval Date *‘

« Moderate to severe vasomotor symptoms due to
menopause

COE

120 mg orally once daily at bedtime
*With or without food
«Swallow capsules whole

’7 Mechanism of Action *‘

« Inhibition of NK1 (neurokinin) and NK3 receptors

107 BON SECOURS MERCY HEALTH

Elinzanetant (Lynkuet) Efficacy

OASIS 1&2 (N = 796) Tabie "
o Weeks 4 0 13 (0ASIS 1 2nd 21
* Primary outcome = clinically = L e
meaningful reduction in hot flash o LALLM L S N
severity M (501 e o B T ]
* Statistically significant in both i wvsska
studies pvanen | gsea | sien]  assom | ssiom
 Co-primary endpoint per table "addl 4{:";;‘”» e
“.I!:nl'-\h k12
OASIS 3 (N = s
(N =627) .
emce e lccbol S5
¢ Assessed long-term safety (52 et i
weeks)
 Relative safety established
108 BON SECOURS MERCY HEALTH
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Elinzanetant (Lynkuet) Safety

Os I S 1 - 3 Table 2, Comman Adverse Reactions Reported in = 2% in LYNKUET and Greater than Placeha, Weeks 1-52
(OASIS 31
LYNKUET] Flaccba)

* Similar safety pdves ecion “%’ e
l_inﬂl\?.n: :’;Ul‘l.b 22(7.00}
outcomes = L 'ﬁ
| Somnolence’ 1)) (L
e Including OASIS [ : .
. Diarlea %) I
3 results given st s 2 w
longer duration  EEEE LTI
of trial ==

BON SECOURS MERCY HEALTH
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Elinzanetant (Lynkuet) Contraindications/VWarnings/Precautions

* Pregnancy

[ Contraindications —

Warnings and Precautions

* CNS depression and daytime impairment

© LFT elevation

 Risk of pregnancy loss

* Risk of seizure in patients with seizure history

1o

BON SECOURS MERCY HEALTH
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Elinzanetant (Lynkuet) Special Populations

Pregnancy Lactation Pediatric

Contraindicated
based on

Insufficient data Insufficient data
animal data

Geriatric

Insufficient data

BON SECOURS MERCY HEALTH
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Elinzanetant (Lynkuet) Accessibility

¢ BlinkRX for lowest price and access
to access Savings & Support Program

Pharmacy |
Availability |

* No information on availability at
other pharmacies

Patient | :
Assistance <~\‘\ ¢ LYNKUET Copay Savings Program

n BON SECOURS MERCY HEALTH
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(tra DI pi tant)

Tradipitant (Nereus) Overview

’— Approval Date *‘

12/30/2025

(_ﬁ

« Prevention of vomiting induced by motion in adults

(

+85-170 mg orally as once dose
«Administered 60 minutes prior to an anticipated inciting
event

« Substance P/neurokinin-1 (NK-1) receptor antagonism

’— Mechanism of Action *‘

"3 BON SECOURS MERCY HEALTH

Tradipitant (Nereus) Efficacy

_ Table 2: Percentage of Subjects with Vomiting During a Boat Trip
. NERECS S5 m | NERECS fimg | P
Trials 1&2 (N = 365) |
Study 1 -1 N-130 W12
¢ Primary endpoint was iecacgl n ™ P
subjects with vomiting T T =
during a boat trip (see i P || e
table) Study 2 N1 N 106 N o6
e = " =
. . . e Vomiting (%)
o Statistical significance To— = =
not reached for Dt | oty | (omhae
prevention of nausea in it
either study e 18 ot b it e 01
" BON SECOURS MERCY HEALTH
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Tradipitant (Nereus) Safety

Trials 1-3 Table I: Adverse Reactions* In Adult Subjects with a History of Motion Sickness in
Single-Dose, Placebo-Controlled Studies Among Subjeets Receiving NEREUS
Studies 1 and 2 Studies 12,2003
* Single-dose trials i NEREUS85mg® | Placcbo NEREUS 170 mg' Placebo
pveion N=227 N8 Ne28 N=291
) . . n (%) %) Y (%
Randomized Trial with Somnolence 14(6) 904) 36(12) 17(6)
Multiple Exposures Headache M 126) 200 )
" = Fatigue 14(6) 60) 248 62
Medanoposure =18 Ll >
oses NEREUS is e 170 mg dose g
» Safety data consistent with oad
presented table
s BON SECOURS MERCY HEALTH

Tradipitant (Nereus) Contraindications/Warnings/Precautions

B Contraindications

* None

S \Warnings and Precautions [

o Effects on the ability to drive or operate machinery

16 BON SECOURS MERCY HEALTH

Tradipitant (Nereus) Special Populations

Pregnancy Lactation Pediatric Geriatric

No overall
differences in
safety or
effectiveness were

Insufficient data Insufficient data observed between
subjects 65 years
of age and older

and younger adult
subjects

Insufficient data

n7 BON SECOURS MERCY HEALTH
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Tradipitant (Nereus) Accessibility

Pharmacy
Availability

¢ Not currently available

Patient | 7

Assistance ¢ Not currently available

s BON SECOURS MERCY HEALTH
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Patient Access

BON SECOURS MERCY

Medication Access

Uninsured

= Patient
Assistance
Foundations
—-Manufacturer
-3rd Party

Welvista

Medicaid Medicare

= Likely requires = Often requires

PA PA
Consider

= May require deductible

step therapy or
2 2 Potential for

Patient
Assistance
Foundation
—-Manufacturer
-3 Party

preferred
product

G

BON SECOURS MERCY HEALTH
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2024 Part D Benefits

Deductible

Initial Coverage

Coverage Gap.

(Donut Hole)

Catastrophic Coverage

Enrollees pays 25%
ost.

(Enrollees pay 25%

total until $8000 TROOP
Enroliees pay 100% +Copayment || e~s3300 Ll Enroliee pays $0
total cost +Coinsurance pavs §
‘Part D pays Part D pays
+75% total +75% generics
«Until combined cost | 459 brand L
$5030

Deductible maximum
4545

Part D pays 20% total
cost

[ http&!//scbluemedicare.com

Manufacturer pays
70% on brand

L| Medicare pays 80%

BON SECOURS MERCY HEALTH
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Deductible

2025 Part D Benefits

Initial Coverage

Coverage Gap.

(Donut Hole)

Catastrophic Coverage

Enrollees pay 100%
total cost.

Enrollees pays 25%

total cost.

|| «Copayment
«Coinsurance

Eliminated in 2025

|| Part D pays 60% total
cost

Deductible
maximum $590 for
2025

Part D pays
#75% on generics
|| +65% on brand

$2000 0OP Maximum

Manufacturer: 10%
discount on brand

n

Manufacturers: 10%
discount on brand

(Medicare pays
209% on brand
|| +40% on generic

BON SECOURS MERCY HEALTH
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Draft part
one guidance
released

Ou—

2023

13

Draft part Final part
two guidance one guidance
released released

FEBRUARY

2024

B

Final part
two guidance
released

JULY 1€

2024 2024 2024

Medicare Prescription Payment Plan (MPPP)

Medicare Prescription Payment Plan Progression

enrollees can opt
into the program
for PY2025

()

'OB

MERCY HEALTH

https:, X 8/prep:

bool
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Medicare Prescription Payment Plan (MPPP)

Jan Feb Mar Apr May Jun
Drug Cost $410.00 $305.00 $210.00 $210.00 $210.00 $210.00
MPPP Cost $34.17 $61.89 $82.89 $106.23 $132.48 $162.48

Jul Aug Sep Oct Nov Dec
Drug Cost $210.00 $210.00 $25.00 S0 S0 S0
MPPP Cost | $197.48 $239.48 $245.73 $245.73 $245.73 $245.73

[ Total Drug cost: $2000 = Total MPPP Cost: $2000 |
124 BON SECOURS MERCY HEALTH
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Medicare Prescription Payment Plan (MPPP)

« No coverage gap (donut hole) in 2025
« Prices will not suddenly increase after deductible has been
met
MPPP must be opted into by contacting Medicare via
« phone (1-800-633-4227)
« website (www.medicare.gov)
If opted into MPPP, then cost will be added to monthly premiums
« Copay should not be paid at the pharmacy
All Part D plans have a maximum out of pocket of $2000

Key Updates with Medicare Part D and MPPP:

BON SECOURS MERCY HEALTH

NeedyMeds

Home: “Healthcare Saving

B@ody » @
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Welvista Pharmacy (welvista.org)

Do You Qualify?

Income criteria:
<200% Federal
Poverty Level

Completely Free

ou eac
Learn More About Eligibility

View The Medications Available
We regularly t

View The Medications List

17 BON SECOURS MERCY HEALTH

90-day supplies
shipped directly to

patient _—

Brand & Generic
Products

2/11/2026
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Copay Cards & Patient Assistance

Copay Cards

= Restricted to commercially insured patients
= Reduce copay with annual or monthly maximum
= If prior authorization required by insurance, will need approved

Patient Assistance

May be available through manufacturer or third-party
Available on basis of uninsured or under-insured status
Income cut-offs for eligibility

—— BON SECOURS MERCY HEALTH

Lab to Label: 2026 New Drug Update
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