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Objectives

APPROVED ,.’é " :

Describe new medications, formulations, and indications
by therapeutic class

Summarize key adverse effects and monitoring
parameters for the new therapeutic agents

Compare and contrast new medications with existing
medication options




Agenda

Current landscape

New drugs

New dosage forms and new indications

Pharmacy tips




NOVEL NEW DRUG APPROVALS
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First-in-Class
Drugs Novel drugs approved in 2024 that CDER identified as first-in-class were:

Anktiva, Agneursa, Bizengri, Cobenfy, Crenessity, Duvyzat, Hympavzi, Imdelltra, Iqirvo,
Lumisight, Miplyffa, Nemluvio, Niktimvo, Revuforj, Rezdiffra, Rytelo, Tryngolza, Tryvio,
Voydeya, Vyloy, Winrevair, Xolremdi, Zelsuvmi, Ziihera

48%

CDER identified 24 out

of the 50 novel drugs
(48%) approved in 2024
as first-in-class.

FDA CDER New Drugs Program: 2024 Update, Jan 2025 S




Vyloy, Xolremdi, Zevtera, Ziihera

Priority
Review

CDER designated 22
of the 50 novel drugs
(44%) as fast track.

28 of the 50 drugs

(66%) approved in 2024
were designated as
priority review.

Alhemo, Agneursa, Bizengri, Crenessity, Duvyzat, Exblifep, Imdelltra, Igirvo, Itovebi,

Kisunla, Lazcluze, Livdelzi, Lumisight, Miplyffa, Nemluvio, Niktimvo, Ojemda, Orlynvah,

Revuforj, Rezdiffra, Tryngolza, Voranigo, Vyloy, Winrevair, Xolremdi, Yorvipath,
Zevtera, Ziihera

FDA CDER New Drugs Program: 2024 Update, Jan 2025

Anktiva, Bizengri, Crenessity, Imdelltra, Igirvo, Itovebi, Kisunla, Livdelzi, Miplyffa, Nemluvio,
Ojemda, Revuforj, Rezdiffra, Tryngolza, Voranigo, Voydeya, Winrevair, Ziihera

Fast TraCk Anktiva, Agneursa, Bizengri, Crenessity, Duvyzat, Ebglyss, Exblifep, Kisunla, Legselvi,
Lumisight, Miplyffa, Niktimvo, Orlynvah, Revuforj, Rezdiffra, Rytelo, Tryngolza, Voranigo,

Breakthrough
Therapy

Accelerated
Approval

14%

CDER identified 18 of
the 50 novel drugs (36%)
approved in 2024 as
breakthrough therapies.

CDER identified 7 of the
50 novel drugs (14%) as
accelerated approvals.

Bizengri, Imdelltra, Iqirvo, Livdelzi, Ojemda, Rezdiffra, Ziihera



INDICATION FOR PEDS

Besponsa (inotuzumab ozogamicin)

Blincyto (blinatumomab)

Dovato (dolutegravir and lamivudine)

Dupixent (duplimumab)

Farxiga (dapagliflozin)
Lutathera (lutetium Lu 177 dotatate)

Veklury (remdesivir)

Age 1 year and older Relapsed or refractory B-cell
precursor acute lymphoblastic leukemia

Age 1 month and older CD19-positive Philadelphia
chromosome-negative B-cell precursor acute
lymphoblastic leukemia

Age 12 and older HIV-1 infection

Age 1 and older who weight at least 15kg with
eosinophilic esophagitis

Age 10 and older with type 2 diabetes

Age 12 and older somatostatin receptor positive
gastroenteropancreatic neuroendocrine tumors

At birth and weighing at least 1.5kg for COVID-19

FDA CDER New Drugs Program: 2024 Update, Jan 2025



BIOSIMILAR UPDATES

New or expanded indications:

 Bkemv (eculizumab-aeeb) Reference: Soliris
« Myasthenia gravis

» Epysqli (eculizumab-aagh) Reference: Soliris
« Myasthenia gravis

» Tofidence (tocilizumab-bavi) Reference: Actemra
« COVID-19

**Interchangeable Biosimilar; FDA CDER New Drugs Program: 2024 Update, Jan 2025



BIOSIMILAR UPDATES

Interchangeable:

« Bkemv (eculizumab-aeeb) / interchangeable reference: Soliris (eculizumab)
« Paroxysmal nocturnal hemoglobinuria and atypical hemolytic uremic
syndrome
« Jubbonti and Wyost (denosumab-bbdz) / interchangeable reference: Prolia
and Xgeva (denosumab)
» Osteoporosis
« Opuviz (aflibercept-yszy) / interchangeable reference: Eylea (aflibercept)
« Macular degeneration
» Yesafili (aflibercept-yszy) / interchangeable reference: Eylea (aflibercept)
« Macular degeneration
« Amjevita (adalimumab-atto) / interchangeable reference: Humira
* Inflammatory conditions
» Eticovo (etanercept-ykro) / interchangeable reference: Enbrel
* Inflammatory conditions
» Hadlima (adalimumab-bwwd) / interchangeable reference: Humira
* Inflammatory conditions
« Hyrimoz (adalimumab-adaz) / interchangeable reference: Humira
« Inflammatory conditions

FDA CDER New Drugs Program: 2024 Update, Jan 2025 Y



Therapeutic Categories

Dermatology
Endocrinology
Cardiology
Psychiatry
Nephrology
Infectious Disease
Ophthalmology
Pain

http://www.fda.gov; Lexi-Comp



DERMATOLOGY



Drug(s)

Class

Indication

Dosing

Atopic Psoriasis

Ebglyss (lebrikizumab-lbkz)

Interleukin 13 antagonist

Treatment of moderate to severe atopic
dermatitis for people 12 years and older

500mg (given as two 250mg subcutaneous
injections) at week 0 and week 2, followed by
250mg every other week until week 16 or later,
once clinical response is achieved, reduce to
maintenance dose of 250mg every 4 weeks
(single dose prefilled pen)

12

Lexi-Comp and Package Insert



Mechanism of Action

EBGLYSS binds with high affinity to IL-13"°

AD is an IL-13 dominant disease®’-°

¢ EBGLYSS selectively binds to IL-13, preventing
formation of the IL-4Ro/IL-13Ra receptor
complex and inhibiting IL-13 signaling1.6-10

SRl  EBGLYSS potently neutralizes IL-13 with a high
binding affinity and slow dissociation rate’-%.10*

*Dissociation rate refers to the rate at which EBGLYSS separates
from IL-13.°
IL=interleukin; Ro=receptor, alpha.

Lexi-Comp and Package Insert



Ebglyss Considerations

Adverse « Conjunctivitis

Effects

Monitor * QOcular effects with eye exams

Caution * Hypersensitivity, ocular effects, complete all

age-appropriate immunizations before
initiating therapy and avoid live vaccines

Price « $2,100 per mL (250mg/2mL) (4-week
maintenance supply is ~$7000 for every 2-
weeks and ~$3500 for every 4-weeks)

Lexi-Comp, Package Insert, Image from https://ebglyss.lilly.com/taking-ebglyss
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Evidence
for
Approval

Outcomes

Place in
Therapy

Package insert Ebglyss

Ebglyss Bottom Line

3 randomized, double-blind, placebo-controlled, and parallel
group trials that enrolled 1,062 patients 12 years of age and
older at 223 sites in 16 countries (ADVOCATE-1, -2, and
ADhere)

The primary endpoint was the percentage of participants
with the IGA score of 0 or 1 and a reduction of 22 points
from baseline to week 16. Individuals that received IGA of O
or 1 were re-randomized to an additional 36 weeks to
assess maintenance and durabillity.

Eblyss can be dosed less frequently for some patients;
Dupixent (dupilmumab) is preferred for patients with
comorbid asthma

15



Table 2. Lebrikizumab Clinical Trial Results at 16 Weeks
IGA EASI-75
| | Treatment Response Rate' Response Rate?

ADvocate 1 (monotherapy; n=424)°

Lebrikizumab* 43.1%" 58.8%"

Placebo 12.7% 16.2%

ADvocate 2 (monotherapy; n=427)°

Lebrikizumab* 33.2%" 52.1%"

Placebo 10.8% 18.1%

ADhere (with topical corticosteroids; n=211)°

Lebrikizumab?* 41.2%* 69.5%"

Placebo 22.1% 42.2%

*Qtatieticrallv eianifirant diffarence va nlaraha
Table 3. Response Maintenance Through Week 52 in

ADvocate 1 and 2!

Treatment Rate
IGA Response? (n=182)
Lebrikizumab 250 mg q2 weeks 71.2%
Lebrikizumab 250 mg q4 weeks 76.9%
Placebo 47.9%
EASI-75 Response® (n=284)
Lebrikizumab 250 mg q2 weeks 78.4%
Lebrikizumab 250 mg q4 weeks 81.7%
Placebo 66.4%
1 Ponled resiilte from the ADvocate 1 and 2 triale A Rlanvelt et al Rr .|

The Medical Letter, Vol 66, Issue 1715, Nov 2024




Therapy Comparisons

Table 4. Some Systemic Drugs for Atopic Dermatitis

Drug Some Available Formulations Usual Adult Dosage Cost’

Oral

Abrocitinib — Cibingo (Pfizer) 50, 100, 200 mg tabs 100 mg PO once/day? $5567.30

Baricitinib — Olumiant (Lilly)? 1,2, 4 mg tabs 4 mg PO once/day* 5480.00

Upadacitinib = Rinvoq (Abbvie) 15, 30 mg extended-release tabs 15 mg PO once/day® 6431.20

Subcutaneous

Dupilumab — Dupixent 200 mg/1.14 mL, 300 mg/2 mL 600 mg SC week 0, then 3803.20
(Sanofi/Regeneron) prefilled pens, syringes 300 mg SC q2 weeks

Lebrikizumab — Ebglyss (Lilly) 250 mg/2 mL prefilled 500 mg SC weeks 0 and 2, 7000.00

pens, syringes then 250 mg SC g2 weeks"®
Tralokinumab — Adbry (Leo) 150 mg/1 mL prefilled syringes; 600 mg week 0, then 3839.00

300 mg/2 mL auto-injectors

300 mg SC q2 weeks’

1 Anmraviemata \WAD far A wiaalie! Aar 1 maanthls traatmmant at tha nenal adult maaintananca dacana WAND — whalasalar armnieitinn cnet Ar rmannfacstiirar'e nhklichad

The Medical Letter, Vol 66, Issue 1715, Nov 2024
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herapy Comparisons

Treatment Study participants No. of partici-  Dosing % subjects % subjects % subjects Improvement of
pants achieving achieving achieving QoL from baseline
IGA0/1 EASL-75 NRS-4 (DLQI or CDLQI)
Dupilumab Liberty AD 740 Placebo 12 23 20 -5.3 - — - — " R y . - _ "
Chronos Tmeatment Stady participants Mo, of partici-  Dosing % suhjects % subjects 5 suhjects Imnprove me mit of
Adults pants achieving achieving achieving Qal. from baseline
Wk 16 1GA OF1 EASI-73 MR 54 (LT or CDLOH )
H00meg qw 39 o4 A -10.3 JADE COMPARE PlacebalTCS 13.8
300mgg2w 39 69 59 -9.7 = 1B YD
Wk 52 Placebo 13 22 13 -5.46 Wik
300mg qw 40 64 39 -10.7 10mpTCS gd 318
300mgg2w 36 63 51 -9 Dmy TCS gd 49.1
12-17 y.o* 251 Placebo 24 8.2 4.8 -5 Diupilumab 300mg’ 6.4
Wk 16 TCS g2w
300mg g4w 17.9 38.1 26.5 -8.8 Wk 12 PlacchofTCS 14 L |
300mgq 2w 244 41.5 6.6 -85 100myTCS gd a6 SR.T
65] 1 y.o¥¥ 367 Placebo/TCS 11.4 26.8 123 -6.4 Dmy TCS gd 454 703
Wi 16 Dupilumab 3mgf 365 8.1
300mg g4w/TCS 328 69.7 50.8 106 TCS g2w
300mg q2w/TCS 29.5 67.2 583 -10.7 Wk 16 Plaosho!TCS 125 36
a_r:(}—6< 6 yo¥*F 162 Placebo/TCS 4 11 9 -2.5 1wy TCS gd R 603
MmO S 45 7
200-300mg/TCS 28 53 48 -10 o Iim 1?:;1|er IE 8 65.5
Tralokinumabh ECZTRA 380 Placebo/TCS q2w  26.2 357 341 -89 "rg.; . R ’
Adults o
WI:JJ; JADE TEEN PlacebalTCS M5 415 208
2-17 v
I00mg/TCS q2w  38.9 56 454 117 '|-1r71. 17 3o
Wk 32 Pnz;al\cj‘fi:]mg 48.4 0.2 -137/-14.2 1my TS gd A6 BE.5 526
- 5 73
Lebrikizumab ADvocate 1 424 Placebo q2w 127 162 13 -4.4 H0hmy TS g 482 - 34
=12vy0 JADE EXTEND 1114 1imy qd I &7 s1
Wk 16 Wk 48
250mg q2w 43.1 58.8 459 9.9 Zmy gqd iz 2 68
ADvocate 2 427 Placebo 10.8 18.1 115 -5.0 Baricitinib BREEZE-ADS 443 PlacebafTCS gd 1 17 8 -4.05
=12yo Adults
Wk 16 Wk 16
250mg q2w 32 521 308 -0.4 ImyTCS gd 13 3 -6.18
Upadacitinib  AD Up Q01 Placebo qd 28.5 26 15 ZmyTCS gd 15 nfa 23 -6.57
-‘;:\_leg" AmyTCS gd ol 32 38 785
15 3 0 &5 517 Wk 52 PlacchafTCS gd 16 ur) 19 -4.76
mg g 4 5 510 . - 11
30mg qd 59 77 639 LMNEL: * T; :: f: :.t;
WE 52 15mg qd 335 508 453 ImyTCS ad i + = -
30me qd 45 69 575 AmyTCS gd il 10.1 34 -1.02
2 E =Le S— - i -
Abrocitinib ~ JADE MONO-1 387 Placebo 8 12 15 -42 El'fl'.'l':é'" An a8 Placcba 164 - 164
. D3
é:\._f;] 2yo-<18yo
Wk 16
100mg gd 24 40 8 -7 p— 152 . -
200mg qd 44 63 57 -9.1 ;mgm;:‘l‘l - _:{'I' ,;H
m| - o R so.B
JADE MONO-2 Placebo 9.1 104 11.5 DLQICDLQI - . L -
>12y0 g 4mp TS gd 413 525 355
Wk 12
100mg gd 254 4.5 452 -8.3-4.8
200mg qd 38.1 6l 553 -9.8-9.7

The Medical Letter, Vol 66, Issue 1715, Nov 2024 18



ENDOCRINOLOGY



Hypoparathyroidism

 Yorvipath (palopegteriparatide)

Drug(s)

Class
Indication
Dosing

Mechanism
of Action

Lexi-Comp and Package Insert

Parathyroid hormone analog
Hypoparathyroidism

Initial 18mcg once daily subcutaneously and
adjust daily vitamin D. Adjust dose in 3mcg/day
increments (max 30mcg once daily)

Dose Adjustment of Active Vitamin D or Calcium Supplements Upon Palopegteriparatide Initiation

Albumin-corrected serum calcium Current calcitriol dose Calcitriol or calcium supplement dose adjustments

28.3 mg/dL (22.08 mmol/L) >1 mecg/day Reduce calcitriol dose by 250% and continue current calcium dose.

28.3 mg/dL (22.08 mmol/L) =1 mcg/day Discontinue calcitriol and continue current calcium dose.

z7.8 to <8.3 mg/dL (21.95 to <2.08 mmol/L) Any amount Reduce calcitriol dose by 250% and continue current calcium dose.

27.8 mg/dL (21.95 mmol/L) Not currently on calcitriol ~Decrease calcium dose by 21,500 mg/day or discontinue calcium if current dose <1,500 mg/day.?

achieve dietary requirements, may continue calcium supplements at doses =600 mg/day instead of discontinuing.

Mimics endogenous parathyroid hormone to
exert effects on parathyroid hormone 1

receptor
20



Yorvipath Considerations

Adverse * Vasodilation with dizziness, orthostatic

Effects hypotension, palpitations, and presyncope;
headache
Monitor o 2-weeks prior to initiation: vitamin D, serum

calcium, and albumin

* During therapy: serum calcium and albumin
levels 7-10 days after initiation or dose change
and then every 4-6 weeks or if symptomatic

Caution * Antibody development, hypo- or hypercalcemia,
and osteosarcoma
Price « $13,155 per 168mcg or 294mcg

« $9,396 per 420mcg

& Yorvipath
D palopegteriparatide

21

Lexi-Comp, Package Insert, Image from: https://yorvipathhcp.com/



Yorvipath Bottom Line

Evidence 1 randomized, placebo-controlled, phase 3 trial 26-weeks in

for duration enrolling 82 participants with hyperparathyroidism.

Approval Efficacy determined by proportion of participants who (1)
achieved albumin-corrected serum calcium, (2)
independence from conventional therapy, and (3) no
increase in study drug after week 22

Outcomes  Significantly more participants met the composite endpoint
(79% vs. 5%, p<0.0001)
(1) 80.3% achieved normal albumin-corrected serum
calcium
(2) Week 26: 68.9% (vs. 4.8% placebo)
Week 52 and Week 78: 39.3%
(3) 93.4% had no increase in study drug since week 22

Place in Data supporting improved kidney function and reduced long-
Therapy term kidney complication

Package insert Yorvipath, Khan A, et al. PATHWAY Trial. JBMR. 2022;38(1):14



Adrenal Hyperplasia

Drug(s) * Crenessity (crinecerfont)

Class Corticotropin-releasing factor (CRF) type 1

receptor antagonist

Indication Congenital adrenal hyperplasia to be used
together with glucocorticoids in adults and kids

>4 years of age

Dosing « Adults: 100mg twice daily with meals
» Pediatrics: 10 to <20kg: 25mg twice daily
20 to <55kg: 50mg twice daily

255kg: 100mg twice daily

Mechanism Binds to CRF type 1 receptors inhibiting
of Action adrenocorticotropic hormone secretion from
the pituitary

Lexi-Comp and Package Insert 23



Crenessity Considerations

Adverse .
Effects

Monitor

Caution

Price .

Adults: fatigue, headache, decreased appetite,
dizziness, arthralgia, back pain, myalgia
Pediatrics: abdominal pain, epistaxis, nasal
congestion

Androstenedione levels starting 4 weeks after
initiation (to inform glucocorticoid dose
reduction)

Adrenal crisis in those who are on inadequate
daily glucocorticoid doses

If taken with strong CYP3A4 inducers, increase
doses two-fold, moderate inducers, increase
PM dose only two-fold

Capsules ($383 25mg, $766 50mg and 100mg)
Solution 50mg/mL ($766/mL)

Lexi-Comp, Package Insert, Image from: https://goodrx.com/crenessity 24



Crenessity Bottom Line

Evidence
for
Approval

Outcomes

Place in
Therapy

2 randomized, double-blind, placebo-controlled trials
enrolling 182 adults and 103 children. Primary endpoint was
the change in baseline in total glucocorticoid daily dose
while maintaining androstenedione control and change from
baseline in serum androstenedione at week 4

Total daily glucocorticoid dose was reduced by 27%
(p<0.001) for adults and 18% (p<0.001) for children.
Crenessity found to be superior to placebo

More targeted approach contributing to lower doses of
steroids which is especially helpful in children (growth,
weight gain, hypertension, insulin resistance)

Package insert Crenessity; CAHtalyst Adult. N Engl J Med. 2024;391(6); CAHtalyst Pediatric. N Engl J Med. 2024;391(6) 25



CARDIOLOGY



Antiarrhythmic

Drug(s) « Rapiblyk (landiolol)

Class Beta-1 selective beta-blocker

Short-term reduction of ventricular rate in
patients with supraventricular tachycardia,
including atrial fibrillation and atrial flutter

Dosing * 9mcg/kg/minute IV continuous infusion, titrate
every 10 minutes to max 36mcg/kg/minute

Indication

Mechanism Ultra-short-acting beta-1 selective beta blocker

of Action reducing heart rate, slowing conduction, and
increasing refractory period of the AV node
(selectivity is 251 compared to 33 for esmolol)

Lexi-Comp and package insert 27



Rapiblyk Considerations

Adverse * Hypotension
Effects

Monitor BP, heart rate, continuous ECG, serum glucose
iIn people with diabetes (can mask
hypoglycemia), bronchospasm, serum
potassium

Caution Metabolic acidosis
C/l in severe sinus bradycardia, sick sinus
syndrome, decompensated heart failure

$1,020 per 280mg

Lexi-Comp, Rapiblyk Package Insert, Image from: https://goodrx.com/rapiblyk



Evidence
for
Approval

Outcomes

Place in
Therapy

Rapiblyk Bottom Line

8 clinical trials, 5 were randomized, double-blind, placebo-
controlled trials with total enrollment of 1192 patients with
supraventricular tachycardia, including atrial fibrillation, and
atrial flutter over 92 sites in 2 countries. The primary
endpoint was heart rate decrease after 10 minutes of
administration defined by (1) greater than 20% decrease, (2)
dropped to <100 bpm, or (3) at least intermittent cessation of
the arrhythmia

A 40-90% heart rate reduction was achieved in 10 minutes

Systematic review demonstrated patients were more likely to
achieve target HR compared to those receiving other
antiarrhnythmic therapies

Rapiblyk Package Insert, Nasoufidou A,et al. IV Landiolol for rate control...systematic review. J Clin Med. 2024;13 29



Amyloid Cardiomyopathy

Drug(s)  Attruby (acoramidis)

Class « Transthyretin stabilizer

Indication -+ Treatment of the cardiomyopathy of wild-type
or variant transthyretin-mediated amyloidosis
in adults to reduce CV death and CV related
hospitalizations

Dosing « 712mg twice daily

Mechanism < Attruby binds transthyretin (TTR) at thyroxine-

of Action binding sites and slows dissociation of the TTR
tetramer into its constituent monomers, the rate
limiting step in amyloidogenesis which cause
amyloid cardiomyopathy

Lexi-Comp and package insert 30



Attruby Considerations

Adverse « Diarrhea, upper abdominal pain
Effects

Monitor * |ncrease in serum creatinine and decrease In
eGFR within first 4 weeks of therapy

Price « $200.99 per tablet

Lexi-Comp, Attruby Package Insert, Image from: https://https://attruby.com/



Evidence
for
Approval

Outcomes

Place in
Therapy

Attruby Bottom Line

1 phase-3 two-arm, double-blind, parallel design trial that
enrolled 611 patients with wild-type or variant transthyretin
cardiomyopathy in 18 countries and 95 sites. Patients were
randomized 2:1 to attruby 712mg twice daily or placebo and
followed for 30 months

Attruby reduces the risk of CV death (19%) and CV related
hospitalization (27%) and improves functional capacity and
symptoms, NNT was 7, decrease in baseline 6-minute walk
distance at 30 months was less with Attruby

Effective option, no comparisons to tafamidis (Vyndaqel,
Vyndamax) the current cornerstone of therapy. Vutrisiran
has demonstrated efficacy in the HELIOS-B trial, not FDA
approved yet.

Attruby Package Insert, Judge DP, et al. ATTRibute-CM. JACC. 2025, 85(10):1003, Nguyen O, et al. New therapies. Co-cardiology.com.

2025,40(2)
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Key Outcomes

Main Findings at Month 30°
Time to ACM or First CVH Aev\_ ﬁw QV\_
1.0 - ACM or ACM and Annual
First Recurrent CVH
A Acoramidis CVH? CVH® Frequency'
08 II . group 0 7
g Early . 10 A
2 | separation at 2
2 %©7 Month3 s &
o i 57 20 4
8 | group B¢
i : 1
E 04 - l ! ﬁ E =30 4
u ~ HRO64 - ES
| =
0 - | P=0.0008 Curves steadily = -40 - NNT?
’ | diverge through
! Month 30
| | -50 - .
| |
0 i | | | | | | | | i NNT
0 3 6 9 12 15 18 21 24 27 30 .
Time Since Randomization (Months)

Attruby Package Insert, Judge DP, et al. ATTRibute-CM. JACC. 2025, 85(10):1003, Nguyen O, et al. New therapies. Co-cardiology.com.

2025,40(2) 33




Therapeutic Classes

Pharmacological Class

TTR Stabilizers

Mechanism of Action

Binds to thyroxine binding site of TTR,
dissociation of the TTR protein into monomers
and stabilization of the tetrameric

TTR Disruptors

Disrupt TTR fibril production, leading to
disaggregation of amyloid deposits

RNA Interference
Agents

Target a section of the TTR mRNA and
prevents hepatic production of TTR

5 @LLLLLLL L

Antisense
Oligonucleotides

Inhibit hepatic synthesis of TTR fibrils
through targeting RNA and subsequently
leading to its degradation

_——

Attruby Package Insert, Judge DP, et al. ATTRibute-CM. JACC. 2025, 85(10):1003, Nguyen O, et al. New therapies. Co-cardiology.com.

2025,40(2)




Familial Chylomicronemia

Drug(s) * Tryngolza (olezarsen)

Class « Antisense oligonucleotide

Indication + Adjunct to diet to reduce triglycerides in adults
with familial chylomicronemia syndrome (FCS)

Dosing « 80mg subcutaneously once a month (<20g of
fat per day) in abdomen, front of thigh, or back
of upper arm

Mechanism < Binds to apoC-Illl nRNA resulting in reduced

of Action serum apoC-lll protein, which increases
clearance of triglycerides and very low-density
lipoprotein

Lexi-Comp and package insert 35



Tryngolza Considerations

Adverse * Hyperglycemia, decreased platelet count,
Effects antibody development, arthralgia

Monitor » Baseline fasting lipid panel, liver transaminases,
platelet count, and fasting glucose level. Fasting
lipid panel at 1, 3, 6, 9, and 12 months. Periodic
liver transaminases, platelet count, and fasting
glucose levels

Caution * Hepatic impairment

IONIS

Price . $59,500 per 80mg/0.8mL -
(lonis Every Step™) =

Lexi-Comp, Tryngolza Package Insert, Image from: https://www.drugs.com/tryngolza.html 36



Evidence
for
Approval

Outcomes

Place in
Therapy

Tryngolza Bottom Line

1 phase-3, double-blind, placebo-controlled trial enrolling 66
adult patients with FCS in 29 sites across 11 countries for 49
weeks. Primary endpoint was the difference between
Tryngolza groups (80mg and 50mg) and placebo in the
percent change in fasting triglyceride (TG) level from
baseline to 6 months

At baseline, the mean TG was 2630mg/dL and 71% had
history of acute pancreatitis. 43.5% reduction in triglycerides
with 80mg dose (p<0.001, none with 50mg dose). Difference
in mean percent change in apoC-lll level was 73.7%

First and only drug FDA approved for FCS. Tryngolza
significantly reduced TG, apolipoprotein E, and non-HDL
cholesterol in participants with high CV risk in the Bridge-
TIMI 73a trial (49.3%, p<0.001)

Tryngolza Package Insert, Stroes E, et al. BALANCE. N Eng J Med. 2024;390:1781; Bergmark B, et al. Bridge-TIMI 73a. N Eng J Med.

2024, 390:1770
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70+
65—
60
55+
50
45+
40—
35+
30+
25
20

Mean Percent Change

A Change in Fasting Plasma Triglyceride Levels

Placebo

Olezarsen, 50 mg

Olezarsen, 80 mg

T
Baseline

T
5

I
21 23 25 27 29
Week

Stroes E, et al. BALANCE. N Eng J Med. 2024;390:1781

1
51 53

B Change in Fasting Plasma Apolipoprotein C-lIl Levels
35+
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25+
20+
15+
104

Mean Percent Change

T T T T T
21 23 25 27 29
Week

Placebo

7+ Olezarsen, 50 mg

Olezarsen, 80 mg




PSYCHIATRY



Drug(s)

Class

Indication

Dosing

Mechanism
of Action

Lexi-Comp

Schizoprenia

Cobenfy (xanomeline and trospium)

Anticholinergic and antipsychotic

Treatment of schizophrenia in adults

50mg/20mg twice dalily initially for at least 2
days, then increase to 100mg/20mg twice daily
for at least 5 days. Max dose 125mg/30mg
twice daily. Take at least 1 hour before a meal
or at least 2 hours after a meal

Xanomeline is an agonist at M1 and M4
muscarinic acetylcholine receptors. Trospium
IS a muscarinic antagonist
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Novel mechanism of action

M1 AGONIST M2 ANTAGONIST

< Enhanced cognition < Increased heart rate
< Constipation

< Urinary retention

< Improvement of negative symptoms of schizophrenia
< Nausea, dyspepsia, diarrhea, salivation,

Trospium
Y/ Xanomeline q SANCTURA
: 206 K"
“ 0
i1 1
LA y

« M4,- Does not readily
M4 AGONIST cross BBB
% Decreased DA release in the striatum
> principal anlipsychotic ’23&::3?3,:5:”
< Potential motor side effects and < Constipation
possible EPS (unlikely to include TD)

@ Dry mouth_sefaés . cafermed.com

Lexi-Comp, Image from: https://hyperlab.hits.ai/en/blog/Cobenfy-eng

Cobenfy Mechanism of Action
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Cobenfy Considerations

Adverse Hypertension (11%), constipation (17%),

Effects dyspepsia (18%), nausea (19%), vomiting
(15%), tachycardia, abdominal pain, diarrhea,
Increased liver enzymes

Monitor  Liver enzymes and bilirubin (at baseline and
then periodically) and HR

Caution * Anticholinergic effects, urinary retentlon GI
motlllty

. xanomeline and trospium chloride] capsules
Price « $37/tablet |
e E‘ = R e
Lexi-Comp, Package Insert, Image from: and
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Cobenfy Bottom Line

Evidence 2 randomized, double-blind, placebo-controlled studies
for (EMERGENT-2 and 3) enrolling a total of 470 participants
Approval who were inpatient with schizophrenia experiencing acute

psychosis (PANSS =80 and CGI-S =24). Primary endpoint
was change from baseline to week 5 in PANSS

Outcomes  The mean change in PANSS score from baseline at week 5

PANSS: was 21.2 (p<0.0001) and 20.6 (p<0.001) respectively

Positive and - _ 601

Negative ; 7 g'ﬁfﬂc Z o [l Placebo P=Ui

Syndrome 5 e - : [ xanometine-trospium »

Scale; CGI-S: . e 5« -

Clinical Global g p-00027 L £ ) p-12

Impression- g0 o = 285 A

Severity : o 1o 1% 18% g

;E:r;sttt:ol’tirlc:cnlotl.::gr;:yotfrip;:;:i;iiantswith =30% reduction from baseline in Time, wk

Place in First new drug for schizophrenia in years and first one that
Therapy does not act on dopamine. Effective in reducing positive and

negative symptoms and well tolerated, NNT=S5. Trials are
underway evaluating Cobenfy in combination with dopamine
receptor blockers to enhance treatment effectiveness.

Kaul I, et al. EMERGENT-2. Lancet. 2024;403:160; Kaul I, et al. EMERGEN-3. JAMA Psychiatry. 2024;81(8); Citrome L, et al. Post Hoc
Analysis. Neuropsychiatric Disease and Treatment. 2025;21:761 43



NEPHROLOGY



Drug(s)

Class

Indication

Dosing

Mechanism
of Action

Lexi-Comp, FDA Package insert

IgA Nepropathy

Vanrafia (atrasentan)

Endothelin receptor antagonist

To reduce proteinuria in adults with primary IgA
nephropathy at risk of rapid disease
progression, urine protein-to-creatinine ratio
=1.59/g

0.75mg once daily

Blocks activation of endothelin-A receptors by
endothelin-1 with >1800-fold selectivity, which
is thought to contribute to the pathogenesis of
IgA nephropathy
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Vafseo Considerations

Adverse Decreased hemoglobin, peripheral edema,
Effects anemia, increased transaminases

Monitor Pregnancy test prior to starting, transaminases
initially and then periodically, symptoms of liver
injury, fluid retention

Caution BBW embryo-fetal toxicity
Price $534.25/tablet

(atrasentan) tablets
0.75 mg

5‘ VANRAFIA

Lexi-Comp, Package Insert, Image from: https://www.vanrafia.com/



Vanrafia Bottom Line

Evidence 1 randomized, double-blind, placebo controlled, multicenter,

for global study in 340 adults with urine protein 21g/day on

Approval Vanrafia 0.75mg/day or placebo for 132 weeks. Primary
outcome was the change in 24-hour urinary protein-to-
creatinine ratio at week 36

Outcomes  The Vanrafia group had a 38% reduction in mean urine
protein (p<0.001).

Place in This was approved under the accelerated approval program
Therapy allowing earlier access to the drug. It has not been
established that Vanrafia slows kidney function decline.

FDA Package insert; Heerspin H, et al. ALIGN. N Engl J Med. 2025;392:544 47



Vanrafia Bottom Line

A Change in 24-Hour Urinary Protein-to-Creatinine B Change in 24-Hour Urinary Protein-to-Creatinine Ratio at Weeks 6, 12, 24, and 36
Ratio at Week 36
-36.1 percentage points
(95% Cl, —44.6 to —26.4); P<0.001
107 ' o 107 31%
£ (95% Cl, -12.4 to 7.3)
v O+ - - - - 3 0- -=..—.;——§—— ———— { ————————————— E ————————————————
£ g
T ? Placebo
g ~104 é -10-
£ -3.1% (95% Cl, o
< 20 -12.4t07.3) £ 207
E.n o 30 Atrasentan o ~38.1%
= _30- e - (95% Cl, -43.9 to -31.7)
) 8
Q c
2 g -40-
£ -0 5
8 o
5 ~38.1% (95% Cl, -50 | | | |
& 504  _439t0-317) 0 6 12 24 36
Weeks since Randomization
—60 .
Atrasentan Placebo No. of Patients
(N=124) (N=114) Placebo 132 129 130 126 114
Atrasentan 132 129 125 125 124

FDA Package insert; Heerspin H, et al. ALIGN. N Engl J Med. 2025;392:544
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INFECTIOUS DISEASE



Drug(s)

Class

Indication

Dosing

Mechanism
of Action

Lexi-Comp, FDA Package insert

Cystitis
Orlynvah (sulopenem etzadroxil and
probenecid)

Penem antibiotic; uricosuric agent

Treatment of uncomplicated urinary tract
infection caused by E. Coli, K. pneumoniae, or
P. mirabilis

500mg/500mg twice dalily for 5 days (with food)

Sulopenem inhibits cell wall synthesis through
binding to penicillin-binding proteins.
Probenecid inhibits OAT3-mediated renal
clearance of sulopenem
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Orlynvah Considerations

Adverse * Diarrhea (10%), nausea (4%), vulvovaginal
Effects candidiasis, abdominal pain, vomiting

Monitor » Hypersensitivity reactions

Caution * Anaphylactic reactions to [-lactam antibiotics,
C. difficile, may cause exacerbation of gout

Price « $357/tablet

(sulopenem etzadroxil
and probenecid) tablefs

Image from: https://www.iterumtx.com/our-medicines/orlynvah 51



Orlynvah Bottom Line

Evidence 2 randomized, double-blind, placebo-controlled, non-
for inferiority trials enrolling a total of 3,883 participants
Approval comparing Orlynvah to a comparator drug. Trial 1 compared

to amoxicillin/clavulanate 875mg/125mg twice daily for 5
days and Trial 2 compared to ciprofloxacin 250mg twice
daily for 3 days. Primary endpoint was overall success,
clinical and microbiologic response by day 12

Outcomes  Trial 1: 61.7% achieved success with Orlynvah vs.
Amoxicillin/Clavulanate 55%; A/E occurred more with
Orlynvah (diarrhea, nausea, and headache) - noninferior
Trial 2: Nonsusceptible population, Orlynvah achieved
success 62.6% vs. ciprofloxacin 36% (p<0.001, superior).
Susceptible population, Orlynvah was 66.8% vs. 78.6%,
combined analysis - noninferior

Place in Reserve use for infection caused by drug-resistant
Therapy pathogens with limited treatment options

FDA Package insert; Puttagunta S, et al. Versus Amoxicillin/Clavulanate. N Engl J Med. 2025;4(7); Dunne M, et al. Vs. Ciprofloxacin.
Clinical Infectious Diseases. 2025;76(1):66 52



Drug(s)

Class

Indication

Dosing

Mechanism
of Action

Lexi-Comp, FDA Package insert

Cystitis

Blujepa (gepotidacin)

Triazaacenaphthylene antibiotic

Treatment of uncomplicated urinary tract
infection caused by susceptible E. coli, K.
pneumoniae, C. freundii, S. saprophyticus, and
E. faecalis in patients 212 years of age
weighing 240kg

1.5g twice daily for 5 days (750mg tablets)
after eating

Inhibits type Il topoisomerases, resulting in
inhibition of DNA replication
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Blujepa Considerations

Adverse  Diarrhea (16%), abdominal pain, flatulence,
Effects nausea, vomiting, vulvovaginal candidiasis,
dizziness, headache

Monitor « Baseline and periodic kidney function and
electrolytes

Caution * Hypersensitivity reactions; avoid in people with
history of QTc prolongation; avoid use in severe
renal or hepatic impairment

Price « Not yet available, expected 2"9 half of 2025

BLUJEPA>

(gepotidacin) m?

Lexi-Comp, Package insert, Image from: https://blujepahcp.com/



Blujepa Bottom Line

Evidence 2 double-blind, parallel-group, randomized non-inferiority

for trials (EAGLE-2 and -3) enrolling 3,136 participants 12 years

Approval and older comparing Blujepa 1500mg to nitrofurantoin
100mg. Primary outcome was composite of clinical cure and
microbiological response at days 10-13

Outcomes

BLUJEPA Nitrofurantoin Treatment Difference
Study Endpoint n/N (%) n/N (%) (95% CI)*
Trial 1
Composite response” 174/336 (51.8) 140/298 (47.0) 53(-24.13.0)
Clinical cure 224/336 (66.7) 196/298 (635.8) 1.5(-5.8. 8.8)
Microbiological response 244/336 (72.6) 199/298 (66.8) 6.0(-1.2.13.1)
Trial 2
Composite response” 172/292 (58.9) 121/275 (44.0) 144 (64, 224)
Clinical cure 199/292 (68.2) 175/275 (63.6) 43(-34.12.0)
Microbiological response 213/292 (72.9) 158/275 (57.5) 15.5(7.9, 23.1)

Place in First-in-class option that is non-inferior to nitrofurantoin
Therapy

FDA Package insert; Wagenlehner F, et al. EAGLE-2 and 3. Lancet. 2024;403:741



Response to Organisms

EAGLE-2

EAGLE-3

Gepotidacin
(n=336)

Nitrofurantoin

(n=298)

Gepotidacin
(n=292)

Nitrofurantoin

(n=275)

Gram-negative organisms
Escherichia coli
ESBL-positive

Fluoroquinolone-
resistant

Resistantto
trimethoprim plus
sulfamethoxazole

Multidrug-resistant

Klebsiella pneumoniae

Other Klebsiella spp™

Citrobacter freundii
complex

Other Citrobacter sppt

Enterobacter cloacae
complex

Gram-positive organisms

Staphylococcus
saprophyticus

Enterococcus faecalis

Enterococcus faecium

156/305 (51-1%)
26/50 (52-0%)
46/96 (47-9%)

42/80 (52-5%)
46/90 (51-1%)
3/7 (42-9%)

2/3 (66-7%)
5/7 (71-4%)

4/6 (66:7%)

6/10 (60-0%)
1/1 (100%)

123/268 (45-9%)
18/40 (45-0%)
30/78 (38-5%)

30/67 (44-8%)
31/70 (44-3%)
4/8 (50-0%)

1/4 (25-0%)
1/3(33-3%)

2/2 (100%)
2/2 (100%)

6}',7 (857'%)

1/5 (20-0%)
0

FDA Package insert; Wagenlehner F, et al. EAGLE-2 and 3. Lancet. 2024;403:741

156/261 (59-8%)

19/34 (55-9%)
32/65 (49-2%)

45/80 (56-3%)
37/70(52-9%)
3/7 (42-9%)

3/4 (75-0%)
3/5 (60-0%)

2/4 (50-0%)
0/1(0%)

5/9 (55-6%)

2/4 (50-0%)
0

111/252 (44-0%)

7/25 (28-0%)
20/50 (40-0%)

28/65 (43-1%)

22/57 (38-6%)

2/8 (25-0%)

1/3 (33-3%)
1/2 (50-0%)

2/3 (66-7%)
0/2 (0%)

517 (71-4%)

1/2 (50-0%)
0




Drug(s)

Class

Indication

Dosing

Mechanism
of Action

Lexi-Comp, FDA Package insert

RSV

Enflonsia (clesrovimab)

Immune globulin/monoclonal antibody

Prevention of RSV in neonates and infants
who are born during or entering their first RSV
season

105mg IM as a single dose

Respiratory syncytial virus F protein-directed
fusion inhibitor, provides passive immunization

o7



Enflonsia Considerations

Adverse * Antibody development
Effects

Monitor » Hypersensitivity reactions

Caution » Hypersensitivity reactions

Price « $667.20/dose

NDC 0006-5073-01 GTIN  00300065073019
One 105 mg/0.7 mL single-dose SN
prefilled syringe EXP

£ LoT
::\;‘.

" ENFLONSIA™
(clesrovimab-cfor) Injection
105 mg / 0.7 mL
For Intramuscular Use Only

This package does not contain a needle.
Must be administered by a healthcare provi

\

Lexi-Comp, Package insert, Image from: https://www.drugdiscoverytrends.com/fda-approved-enflonsia-for-the-prevention-of-rsv-in-infants/



Evidence
for
Approval

Outcomes

Place in
Therapy

Enflonsia Bottom Line

Trial 1 was a randomized, double-blind, placebo-controlled
trial enrolling 3,632 infants with primary endpoint as =1
indicator of lower respiratory infection compared to placebo.
Trial 2 was a randomized, partially-blind, palivizumab-
controlled trial enrolling 896 early or moderate pre-term
infants or infants with chronic lung disease of prematurity or
congenital heart disease.

Trial 1: 60.5% improvement; also met secondary endpoint of
reduced RSV hospitalizations by 84.3% (p<0.001)

Trial 2: Incidence of RSV was comparable between two
groups (3.6% vs. 2.9%) and hospitalizations 1.3% vs. 1.5%
palivizumab

Long-acting monoclonal antibody providing protection
throughout the season with one dose

FDA Package insert; Sinha A, et al. CLEVER. Contemp Clin Trials. 2025 59



OPHTHALMOLOGY



Drug(s)

Class

Indication

Dosing

Mechanism
of Action

Dry Eye

Tryptyr (acoltremon)

Transient receptor potential melastatin 8
agonist

Treatment of the signs and symptoms of dry
eye disease

1 drop in each eye twice daily (12 hours apart)
Stimulation of melastatin 8 thermoreceptor

may activate trigeminal nerve signaling leading
to basal tear production

61
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Tryptyr Considerations

Adverse * Eye pain (50%)
Effects
Monitor * None
Caution * Administer single-use vials immediately after
opening, remove contact lenses prior to and
reinsert 15 minutes after administration
Price « Not yet available, expected 3 quarter 2025
TRYPTYR &
et sido) 006 R
Alcon
= o

Lexi-Comp, Package Insert, Image from: https://tryptyr.myalcon.com/
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Tryptyr Bottom Line

Evidence 2 randomized, vehicle-controlled, double-masked trials
for (COMET-2 and -3) enrolling 931 participants 1:1 ratio
Approval receiving Tryptyr or placebo twice daily for 90 days.
Outcomes
Tear Production
COMET-2 COMET-3
TRYPTYR Vehicle TRYPTYR Vehicle
N = 230 N = 235 N =232 N =234
= 10 mm increase in 42 6% 8.2% 53.2% 14.4%
tear production at Day
14
Difference (95% Cl) 34.4% (26.9, 42.0) 38.8% (30.8, 46.8)
P-value versus vehicle < 0.01 <0.01
Place in First-in-class, provides rapid onset with results starting at

Therapy day 1

FDA Package insert






Drug(s)

Class
Indication

Dosing

Mechanism
of Action

Lexi-Comp, FDA Package insert

Pain

Journavx (suzetrigine)

Sodium channel blocker nonopioid analgesic

Treatment of moderate to severe acute pain in
adults

Loading: 100mg once on empty stomach
Maintenance: 12 hours after loading start

maintenance dose 50mg every 12 hours

Selectively inhibiting sodium channels, inhibits
the transmission of pain signals from
peripheral sensory neurons to the spinal cord
and brain

65



Journavx Considerations

Adverse « Skin rash, increased creatinine phosphokinase

Effects In blood, muscle spasm, decreased GFR (all
incidences are <3%)

Monitor * None noted

Caution « C/I with strong CYP3A inhibitors, few patients
>65 were included in the clinical trials

Price « $18.60/tablet

JOURNAVY

(suzetrigine) tablts

ooooooooooooooooooo

Image from: https://www.fiercepharma.com/pharma/vertex-scores-fda-nod-long-awaited-non-opioid-pain-reliever-journavx
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Journavx Bottom Line

Evidence 2 randomized, double-blind, placebo-controlled and active-

for controlled trials of acute surgical pain (one following

Approval abdominoplasty and one following bunionectomy) enrolling
1,118 and 1,073 participants. Randomization was 2:2:1 with
Journavx, hydrocodone/bitartrate, or placebo. The primary
outcome was a time-weighted sum of the pain intensity
difference from 0 to 48 hours

Outcomes

Trial 1: Full Abdominoplasty Trial 2: Bunionectomy

JOURNAVX Placebo JOURNAVX Placebo

Efficacy Measure N=447 N=223 N=426 N=216

LS mean? 118.4 70.1 99.9 70.6
LS mean difference (95% CI) 48.4 (33.6, 63.1) 29.3 (14.0, 44.6)

P-value <0.0001

Place in First-in-class nonopioid analgesic; pain reduction was similar
Therapy to hydrocodone bitartrate/acetaminophen; use not studied
past 14 days

Lexi-Comp, FDA Package insert; Bertoch T, et al. Suzetrigine. Anesthesiology. 2025;142:1085




Abdominoplasty
B

Post-hoc analysis without rescue
imputation: effect of study drug plus
ibuprofen (as treated)

Prespecified analysis with rescue
imputation: effect of study drug only

-+ Suzetrigine -8~ Placebo -# HB/APAP ] - Suzetrigine - Placebo = HB/APAP
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Bunionectomy
D

Post-hoc analysis without rescue
imputation: effect of study drug plus
ibuprofen (as treated)

Prespecified analysis with rescue
imputation: effect of study drug only

-+ Suzetrigine - Placebo = HB/APAP ~ -+ Suzetrigine -e- Placebo - HE/APAP

Mean Pain
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Lexi-Comp, FDA Package insert; Bertoch T, et al. Suzetrigine. Anesthesiology. 2025;142:1085



NEW FORMULATIONS OR
EXPANDED INDICATIONS



Khindivi (hydrocortisone) —
New Formulation

Formulation + Oral solution (berry flavor) 1mg/mL

and Dose « 8-10 mg/m? daily divided three times daily

Class  Corticosteroid

Indication * Replacement therapy in pediatric patients 5
years and older with adrenocortical
insufficiency (when switching from other oral
hydrocortisone formulations, use same total
daily dose)

Pricing « $28.35/mL =

Khindivi
hydrocortisone;

Lexi-Comp, Image from: https://www.drugs.com/imprints/medicine-37210.htmi 70



Lopressor (metoprolol tartrate)
— New Formulation

Formulation
and Dose

Class
Indication
Pricing

Hypertension

Lexi-Comp, Image from: https://www.drugs.com/pro/lopressor-oral-solution.html

Oral solution 10mg/mL
100mg once daily

Beta-1 selective beta blocker

$1.50/mL (300mL bottles)

”|02797H8690£||H

7§57 9 35F NDC30698-464-30 R Only [ ||
og T
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8o 723363 ¢
52X 32388Ga 353 ®
e c2O0 ) 5T 6 L
2 3828 OprESSOr
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=) nE 23 (Metoprolol Tartrate)
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=3 LT =
©oCaso3m3 33
S4% "2 8 ag
235 & 23 g
L s s 38 10

S ForOral Administration Onl

nly
300 mL

i & 3 3 g
I V-!idus I

o= >
8[ssf 8 &
GTIN:
A e vy
LOT:
S/N:

L1

71



Mezofy (aripiprazole) — New

Formulation

Formulation -« Oral film (5, 10, 15 mg)

and Dose 2-15mg/day starting dose (max 30mg/day)
(Doses below 5mg require a different dosage
form)

Class Atypical antipsychotic

Indication Treatment of schizophrenia in adult and
pediatric patients age 13 years and older

Price Not yet available

© [N i

MEZOFY" MEZOFY™ MEZOFY"
(aripiprazole) oral film (aripiprazole) oral film ‘ (aripiprazole) oral film
15mg

H N
Donotcutorchew theoralfilm ]
[ TT T &=
N B -

Lexi-Comp, Images from: https://www.rxlist.com/mezofy-drug.htm 72



Eliquis (apixaban) — New
Formulation

Formulation
and Dose

Class

Indication

Price

0.5mg tablet for oral suspension and 0.15mg
sprinkle capsule

Factor Xa inhibitor

Treatment of VTE and reduction in risk of
recurrent VTE in pediatric patients from birth
and older at least 5 days of initial
anticoagulant treatment

Not yet available
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Arbli (losartan) — New
Formulation

Formulation < Oral suspension 10mg/mL (peppermint flavor)
and Dose Adults start at 50mg once daily and pediatric
0.7mg/kg orally once daily (up to 50kg)

Class Angiotensin |l receptor blocker

Indication Treatment of hypertension in adults and
children 6 years of age and older

Price $4.33/mL (165mL bottle)

( Each m X NDC 83245-053-06 Rx Only
(equival

SArbli”

(losartan potassium)
oral suspension

10 mg/mL

Shake for 20 seconds
before each use.

SH7ER

9(|J££iO| Hl

€

&3 scienture

Net Contents: 165 mL

Lexi-Comp; Image from: https://www.drugs.com/pro/arbli.html



Brynovin (sitagliptin) — New
Formulation

Formulation -+ Oral solution 25mg/mL
and Dose 4mL orally once daily

Class Dipeptidyl peptidase-4 inhibitor

Indication Adjunct to diet and exercise to improve

glycemic control in adults with type 2 diabetes
Price $2.95/mL (120mL bottle)

& Brynovin
(sitagliptin)
o :

Lexi-Comp; Image from: hitps://www.goodrx.com/brynovin/what-
is?srsltid=AfmBOopUK0JOVQLOgVOkXwghgZU31a9BAAthNOPYFv_iXzfCrLHWUOBS8



Vyalev (Foscarbidopa and
foslevodopa) — New Formulation

Formulation
and Dose

Indication

Price

foscarbidopa/foslevodopa

Subcutaneous administration in the abdomen
using the Vyafuser pump, packaged as
120mg/2,400mg per 10mL

Max dose is 3,525mg

Foscarbidopa: Aromatic amino acid
decarboxylation inhibitor and Foslevodopa:
Aromatic amino acid

Motor fluctuations in adults with advanced
Parkinson’s Disease

Not yet available

»
(€&

Injection for subcutaneous use
12 mg/240 mg per mL

Lexi-Comp; Image from: https://www.vyalev.com/




Ontralfy (tizanidine) — New

Formulation
and Dose

Class

Indication

Price

Lexi-Comp; Image from: https://www.drugs.com/pro/ontralfy.html

Formulation

Oral solution 2mg/5mL
2mg by mouth every 6-8 hours as needed with
max of 3 doses/24 hours (max dose 36mg)

Central alpha-2 adrenergic agonist

Treatment of spasticity in adults

Not yet available

TN}

Fidelity BioPharma Co.

qB 16 fl. oz. (473 mL)

Rx only | 77



Inzirqo (hydrochlorothiazide) —
New Formulation

Formulation < 10mg/mL powder for oral suspension
and Dose 25-50mg once dalily adults
1-2mg/kg daily for pediatric

Class Thiazide diuretic

Indication Hypertension in adults or pediatric

Price $5.71/mL

Lexi-Comp; Image from: https://www.drugs.com/imprints/medicine-36977.htmi



Raldesy (trazodone) — New
Formulation

Formulation 10mg/mL oral solution

and Dose * 150mg In divided doses, may be increased by
50mg/day every 3-4 days to max 400mg/day
after a meal or light snack

Class e SSRI

Major depressive disorder in adults

Indication

$3.09/mL rosse Ao

Price

Lexi-Comp; Image from: https://www.raldesy.com/ 79



Widaplik (telmisartan,
amlodipine, and indapamide) —
New Combo

Formulation 10mg/1.25mg/0.625mg or
and Dose 20mg/2.5mg/1.25mg orally once daily (max
40mg/5mg/2.5mg)

Class « Combination: angiotensin Il receptor blockers,

dihydropyridine calcium channel blocker, and
thiazide-like diuretic

Treatment of hypertension

Indication

Price Not yet available

Lexi-Comp; Image from: https://gregorykatz.substack.com/p/widaplik-polypills-and-the-messy
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Emblaveo (aztreonam and
avibactam) — New Combo

Formulation -+ 1.5g/0.59g solution for reconstitution for
and Dose infusion over 3 hours
* Dose is based on estimated creatinine
clearance ranging from 1.33-2.67g loading
dose and 0.9-2g maintenance dose every 6-
12 hours based on renal function for 5-14
days

Class « Combination: monobactam antibacterial and
B-lactamase inhibitor

Indication * In combination with metronidazole for the
treatment of complicated intraabdominal
infections

Price + $392.40/vial EC

Lexi-Comp; Image from: https://www.pfizer.nl/product/emblaveo 81



Rinvoq (Upadacitinib) — New

Indication
Formulation < 15mg once daily in combination with a
and Dose tapering dose of corticosteroids
Class « Janus kinase inhibitor
Indication * Newly approved for adults with giant cell

arteritis
$270.11/tablet

Price

P

= 15mg
S Sl
N ’
S o Tats
S '
Pill not actual size

Lexi-Comp; Image from: https://www.rinvog.com/
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OLD DRUGS - NEW BRAND
NAMES



Generic Brand Information

Chlorthalidone Hemiclor < Treatment of hypertension in
adults
* 12.5mg tablets
* Dose: 12.5-25mg once dalily

Hemiclor™ (chlorthalidone) Tablets, USP
12.5 mg, 90 Count

@

2
icals

s L

Lexi-Comp; Image from: https://www.ingenus.com/products/hemiclor-chlorthalidone-tablets-usp/



Review Question 1

Which of the following drug:indication pairings
IS correct?

A. Enflonsia: RSV

B. Blujepa: Dry eye

C. Eblyss: Cardiomyopathy
D. Tryptyr: Atopic dermatitis
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Review Question 2

Which drug provides an oral solution to its
existing product line?

. Hemiclor (chlorthalidone)
. Mezofy (aripripazole)
. Eliquis (apixaban)

. Widaplik (telmisartan, amlodipine,
indapamide)

OO W >
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Review Question 3

How is Journavx (suzetrigine) different from
other acute pain medications?

A. Non-opioid analgesic as a sodium
channel blocker

B. First-in-class mechanism

C. Similar efficacy to hydrocodone
bitartrate/acetaminophen

D. All of the above
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MEDICATION & FORMULARY
RESOURCES AND OTHER
HELPFUL
RESOURCES/INFORMATION

s from: https://www.glasbergen.com/pharmacy-cartoons/



+ Search 2025 PA

Covered Drugs for Dual
Eligible Individuals

PA Archive

K [ '2
I

Prior Authoriza

Therapeutic Categories:

Anti-Infectives - Cephalosporins, Ketoconazole Oral Tablets, Skin and Soft
Tissue, Special Formulations

Biologics - Botulinum toxins, Hematopoetic,

Immunomodulating, Replacement Therapy, Respiratory, Skeletal
Cardiovascular - Anticoagulants, Antihypertensives, Antiplatelet,
Antihyperlipidemics, Clonidine Products, Hereditary Angioedema, Pulmonary
Arterial Hypertension, Revatio

Central Nervous System/Behavioral Health - ADHD & Narcolepsy,
Alzheimer's, Antidepressants, Anti-Migraine, Anxiolytic/Hypnotic, Atypical

Antipsychotics, Fibromyalgia, Multiple Sclerosis, Narcotic Analgesics,
Parkinson's, Restless Leg Syndrome, Requip XL/Mirapex ER, Smoking
Cessation, Substance Abuse Treatment

Chelating/Binding Agents - Ferriprox, Jadenu

Dermatologic- Antifungal, Elidel/Protopic, Pediculicides, Topical Antibiotic
Medications, Topical Corticosteroids

Diabetes/Endocrine - Diabetic Medications, Erythropoietin Stimulating
Agents, Growth Hormone, Makena®, Testosterone, Vitamin D Analogs
Gastrointestinal - Amitiza, Anti-emetic, Anti-Ulcer, Bowel Prep, Pancreatic

1oNn

Statin Medications and Ezetimibe

Tier-1

OKLAHOMA

Health Ca re Authority ezetimibe (Zetia®)

Special PA

atorvastatin suspension (Atorvaliq®)

fluvastatin (Lescol® & Lescol® XL)

lovastatin (Mevacor®)

lovastatin ER (Altoprev®)

pravastatin (Pravachol®)

pitavastatin (Livalo®)

https://oklahoma.gov/ohca/providers/types/pharmacy/prior-authorization/2025.html
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https://oklahoma.gov/ohca/providers/types/pharmacy/prior-authorization/2025.html
https://oklahoma.gov/ohca/providers/types/pharmacy/prior-authorization/2025.html
https://oklahoma.gov/ohca/providers/types/pharmacy/prior-authorization/2025.html

Diabetes Related Info

About Contact OQur Supporters ADCES Join ADCES

ddnp(]te_Ch e Search Q

Glucose Insulin Medicines & Apps & Education &
Monitoring Delivery Therapies Platforms Training

Explore

—
ﬁ"%
Insulin Pumps & AID Medicine Delivery Devices CGMs Apps & Platforms
Find all available insulin Find smart pen, patch and View professional and personal Discover digital tools that
pumps and automated insulin traditional pen features, continuous glucose monitors support diabetes care,
Aalivian: evictarmc alana aith adiiratinnal racniirrac anA thair faatiirac imchiiAdinA anne far traclrinm

https://www.adces.org/education/danatech



https://www.adces.org/education/danatech

Community & Other
Medication Resources

WalMart $4 ($10) List

Genscripts (bulk quantities, will mail)
Tulsa County Pharmacy
Oklahoma County Pharmacy

Tulsa Bedlam Charitable Pharmacy
OKC Crossings Clinic
Prescription Assistance

OU Health Pharmacies (340b, Dispensary of Hope
)
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https://www.walmart.com/cp/4-prescriptions/1078664
https://www.walmart.com/cp/4-prescriptions/1078664
https://www.walmart.com/cp/4-prescriptions/1078664
https://www.genscripts.com/
http://freeclinicdirectory.org/oklahoma_care/oklahoma_ok_county.html
http://freeclinicdirectory.org/oklahoma_care/oklahoma_ok_county.html
http://www.needymeds.org/
https://www.dispensaryofhope.org/

New Drug Update 2025

515t Annual Oklahoma Academy of Physician Assistants CME Conference
September 19, 2025

Katherine S..O’'Neal, Pharm.D., MBA, BCACP,

CDCES, BC-ADM, AE-C, CLS, FADCES, FAPhA
Professor: University of Oklahoma College of Pharmacy
Adjunct Professor: University of Oklahoma Department of Medicine
Katherine-oneal@ouhsc.edu
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