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Objectives

APPROVED ,S

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
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Agenda

Current landscape
New drugs
New dosage forms and new indications

Pharmacy tips




NOVEL NEW DRUG APPROVALS
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First-in-Class

rugs Movel drugs approved in 2024 that CDER identified as first-in-class ware:

Anktiva, Aqneursa, Bizengri, Cobenty, Cranessity, Duvyzat, Hympavzi, Imdeitra, Iqirvo.
Lumisight, Mipiyfta, Nemiuvio, Niktimvo, Revuter;, Rezditira, Rytelo, Tryngolza, Tryvio,
Voydeya. Vyloy, Winrevair, Xolremdi, Zelsuvmi, Zilhera

48%

CDER identified 24 out
of the 50 novel drugs
(48%) approved in 2024
as first-in-class.
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Fast Track srws sess azerc crenssany, ousyzan, cayss, Eomatr, ks, Lagsen
Lumiight. Wipyfa, ikiimvo, Grlrvah, Revtor, Readifra. Rytoo, Tryngolza, Voraniga,
Vyfo, Xolramdi, Zeviera, Anera

Breakthrough
Therapy

. Nembado

449, ettt

Priority Accelerated
Review Approval

CDER designated 22
of the 50 novel drugs
(449c) as fast lrack.

14%
CDER identified 18 of
the 50 novel drugs (36%)
approved in 2024 as
breakthrough therapies.

28 of the 50 drugs

(56%) approy
wore dos

led 7 of the
gnated as | 50 novel drugs (14%) as

prioity review. accelerated approvais
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INDICATION FOR PEDS

Besponsa (inotuzumab ozogamicin) Age 1 year and older Relapsed or refractory B-cell
precursor acute lymphoblastic leukemia
Blincyto (blinatumomab) Age 1 month and older CD19-positive Philadelphia

chromosome-negative B-cell precursor acute
lymphoblastic leukemia

Dovato (dolutegravir and lamivudine) Age 12 and older HIV-1 infection

Dupixent (duplimumab) Age 1 and older who weight at least 15kg with
eosinophilic esophagitis

Farxiga (dapaglifiozin) Age 10 and older with type 2 diabetes.

Lutathera (lutetium Lu 177 dotatate) Age 12 and older somatostatin receptor positive
gastroenteropancreatic neuroendocrine tumors

Veklury (remdesivir) At birth and weighing at least 1.5kg for COVID-19

FDA CDER New Drugs Program: 2024 Update, Jan 2025 7

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
“inte CDER New Drugs Update, Jan 2025 _ WL SNESTEE

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 Updals, an 2025 9
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Therapeutic Categories

» Dermatology
» Endocrinology
» Cardiology

» Psychiatry

* Nephrology

* Infectious Disease QT ERE.
» Ophthalmology

* Pain

hitp:liwww fda gov; Lexi-Comp

DERMATOLOGY

Drug(s)

Class
Indication

Dosing

Lexi-Comp and Package Insert

Atopic Psoriasis

» Ebglyss (lebrikizumab-lbkz) 1

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)
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Mechanism of Action

EBGLYSS binds with high affinity to IL-131:6 |

I AD is an IL-13 dominant disease®7-
AN « EBGLYSS selectively binds to IL-13, preventing
L o formation of the IL-4Ra/IL-13Ra’ receptor |
complex and inhibiting IL-13 signaling’ 10

« EBGLYSS potently neutralizes IL-13 with a high
binding affinity and slow disseciation rate 510"
* Dissaciation rae rfers 0 the rate at which EBGLYSS separates

fram IL13.
IL=interleukir Rac=recaptor, lpha,

Lexi-Comp and Package Insert 13

Ebglyss Considerations

Adverse « Conjunctivitis |
Effects

Monitor * Ocular 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)

| Lox-comp, Image rom hty 14

Ebglyss Bottom Line ‘

Evidence 3 randomized, double-blind, placebo-controlled, and parallel

for group trials that enrolled 1,062 patients 12 years of age and = |
Approval older at 223 sites in 16 countries (ADVOCATE-1, -2, and
ADhere)

Outcomes  The primary endpoint was the percentage of participants
with the IGA score of 0 or 1 and a reduction of =2 points
from baseline to week 16. Individuals that received IGAof 0 |
or 1 were re-randomized to an additional 36 weeks to
assess maintenance and durability.
Place in Eblyss can be dosed less frequently for some patients;
Therapy Dupixent (dupilmumab) is preferred for patients with
comorbid asthma




Table 2. Lebrikizumab Clinical Trial Results at 16 Weeks

IGA EASI-75
Treatment Response Rate’ Response Rate?
ADvacate 1 (monotherapy; n=424)*
Lebrikizumab* 43.1%" 58.8%"
Placebo 127% 16.2%
ADvocate 2 (monotherapy; n=427)*
Lebrikizumab* 33.2%" 52.1%"
Placebo 10.8% 18.1%
ADhere (with topical corticosteroids; n=211)°
Lebrikizumab* 2%t 69.5%"
Placebo 221% 422%

*Statistically sinnificant difference us nlanahn.

Table 3. Response Maintenance Through Week 52 in
ADvocate 1 and 2'

9/5/2025

Treatment Rate

IGA Response’ (n=182)

Lebrikizumab 250 mg q2 weeks 7.2%

Lebrikizumab 250 mq 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_Poanled results from the ADvncate 1 and 7 triaks A Blanvelt ot al Rr .|
The Medical Letter, Vol 66, Issue 1715, Nov 2024 16

Therapy Comparisons

Table 4. Some Systemic Drugs for Atopic Dermatitis

Drug Some Available Formulations Usual Adult Dosage Cast'
Oral
Abroeitinib - Cibinga (Pfizer) 50,100, 200 mg tabs 100 mg PO once/day’ 48567 30
Baricitinib - Olumiant (Lilly)* 1,2, 4mgtabs 4 mg PO onee/day* 5480.00
Upadacitinib ~ Rimvoq (Abbvie) 15,30 my extended-release tabs 15 mg PO onee/day* 6431 20
Subcutaneous
Dupilumab - Dupizent 200 mg/1 14 mL, 300 mg/2 mL 600 myg SC week 0, then 380320
(Sanofi/Regeneron) piefilled pens, syringes 300 img SC 42 weeks
Lebrikizumals ~ Ebglyss (Lilly) 250 mg/2 mL prefilled 500 ma SC waeeks 0 and 2, 700000
pens, syringes then 250 mg SC q2 weeks®
Tralokinumab ~ Adbry (Lea) 150 mg/1 mL prefilled syringes. 600 myg week 0, then 3839.00
00 mg/2 mL auto-injeetors 300 mg SC g2 weel

The Medical Letter, Vol 66, Issue 1715, Nov 2024 17

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




ENDOCRINOLOGY
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Hypoparathyroidism

Drug(s) .

Class .
Indication -
Dosing .

Mechanism -
of Action

Lexi-Comp and Package Insert

Yorvipath (palopegteriparatide)

Parathyroid hormone analog
Hypoparathyroidism

Initial 18mcg once daily subcutaneously and

adjust daily vitamin D. Adjust dose in 3mcg/day

increments (ma:

Mimics endogenous parathyroid hormone to
exert effects on parathyroid hormone 1
receptor

Yorvipath Considerations

Adverse
Effects

Monitor

Caution

Price .

Lex-Comp, P:

Vasodilation with dizziness, orthostatic
hypotension, palpitations, and presyncope;
headache

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

208

Antibody development, hypo- or hypercalcemia,

and osteosarcoma

$13,155 per 168mcg or 294mcg
$9,396 per 420mcg

Yorvipath 7

21 |




Evidence
for
Approval

Outcomes

Place in
Therapy

Packageinsert Yonipath, Khan

Yo}vipath Bottom Line |

1 randomized, placebo-controlled, phase 3 trial 26-weeks in
duration enrolling 82 participants with hyperparathyroidism.
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

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
Data supporting improved kidney function and reduced long-
term kidney complication

A, etal. PATHWAY Trial. JBMR. 2022;38(1):14 22
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Drug(s)

Class

Indication

Dosing

|
|
L

Adrenal Hyperplasia

Crenessity (crinecerfont)

Corticotropin-releasing factor (CRF) type 1
receptor antagonist

« Congenital adrenal hyperplasia to be used
together with glucocorticoids in adults and kids
>4 years of age

» 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

Lexi-Comp and Package Insert

adrenocorticotropic hormone secretion from
the pituitary

Crenessity Considerations

Adverse
Effects

Monitor

Caution

Lex-Comp, P:

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)

24




9/5/2025

Creinessity Bottom Line |

Evidence 2 randomized, double-blind, placebo-controlled trials

for enrolling 182 adults and 103 children. Primary endpoint was

Approval the change in baseline in total glucocorticoid daily dose
while maintaining androstenedione control and change from
baseline in serum androstenedione at week 4

Outcomes  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

Place in More targeted approach contributing to lower doses of
Therapy 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); CAHitalyst Pediatric. N Engl J Med. 2024:391(6) 25

CARDIOLOGY

Antiarrhythmic

Drug(s) * Rapiblyk (landiolol)

Class » Beta-1 selective beta-blocker

Indication |« 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

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)

| Lesi-Comp and pakageinsert 27
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Rapiblyk Considerations
Adverse » Hypotension
Effects
Monitor * BP, heart rate, continuous ECG, serum glucose
in people with diabetes (can mask
hypoglycemia), bronchospasm, serum
potassium
Caution + Metabolic acidosis
+ C/lin severe sinus bradycardia, sick sinus
| syndrome, decompensated heart failure
| Price + $1,020 per 280mg
Lexi-Comp, Rapi 28 ‘
Rapiblyk Bottom Line
Evidence 8 clinical trials, 5 were randomized, double-blind, placebo-
for controlled trials with total enroliment of 1192 patients with
Approval 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
Outcomes A 40-90% heart rate reduction was achieved in 10 minutes
Place in Systematic review demonstrated patients were more likely to
Therapy achieve target HR compared to those receiving other
| antiarrhythmic therapies
\
Rapiblyk Package Insert, Nasoufidou A,etal. IV Landiolol or rale control.. systematiceview. J Clin Med. 2024:13 29 |

Drug(s)

Class

Indication

Dosing

| Mechanism
i of Action

Lexi-C:

Amyloid Cardiomyopathy

 Attruby (acoramidis)

« Transthyretin stabilizer

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

* 712mg twice daily

« Attruby binds transthyretin (TTR) at thyroxine-
binding sites and slows dissociation of the TTR
tetramer into its constituent monomers, the rate
limiting step in amyloidogenesis which cause
amyloid cardiomyopathy

30 |

10



Attruby Considerations

Adverse
Effects

Monitor

Price

« Diarrhea, upper abdominal pain

* Increase in serum creatinine and decrease in
eGFR within first 4 weeks of therapy

+ $200.99 per tablet

Lexi-Comp, Atruby P

Image

31
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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 (Vyndagel,
Vyndamax) the current cornerstone of therapy. Vutrisiran
has demonstrated efficacy in the HELIOS-B trial, not FDA
approved yet.

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

At
2025.40(2)

32

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

2025.40(2)

33
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Therapeutic Classes |

Pharmacological Class Mechanism of Action

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

Disrupt TTR fibril production, leading to

TTR Disruptors disaggregation of amyloid deposits
Target a section of the TTR mRNA and
RNA Interference prevents hepatic production of TTR
Agents » @ URE®) -3
Anti Inhibit hepatic synthesis of TTR fibrils
ntisense through targeting RNA and subsequently

Oligonucleotides 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 |
202540(2) 34

T |

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-lll nRNA resulting in reduced

of Action serum apoC-lll protein, which increases
clearance of triglycerides and very low-density
lipoprotein
Lex-Comp and package nsert B . P io X 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

Price - $59,500 per 80MG/0.8ML e o
(lonis Every Step™)
[ Sl
Lexi-Comp, Tryngolza P: 2 wl

12
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Tryngolza Bottom Line ‘

Evidence 1 phase-3, double-blind, placebo-controlled trial enrolling 66
for adult patients with FCS in 29 sites across 11 countries for 49
Approval 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
Outcomes 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%

Place in First and only drug FDA approved for FCS. Tryngolza

Therapy 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)

Tyngolza Packagelnsert, Stoes E, et al. BALANCE. N Eng J Med. 2024;390:1781; Bergmark B, et a, Bridge-TIMI 73a. N Eng J Med. |
2024,300:770 37

P r———— ‘

Maan Percart Change

Thmdne 1 5 b p nmmsm

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

PSYCHIATRY
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Schizoprenia
Drug(s) * Cobenfy (xanomeline and trospium)
Class * Anticholinergic and antipsychotic

Indication  « Treatment of schizophrenia in adults

Dosing * 50mg/20mg twice daily 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

Mechanism « Xanomeline is an agonist at M1 and M4
of Action muscarinic acetylcholine receptors. Trospium
is a muscarinic antagonist

Lexi-Comp 40
Cobenfy Mechanism of Action
Novel mechanism of action
W2 ANTAGONIST
sy 8 ‘S":Lfsi:ii:f*“
\ A
I ‘% Bestene
5 ‘M3 ANTAGONIST
 Uringey otanton
o Constpaiion
@ Dry mouth_sefate . cafermed.com
Lexi-Comp, — 4
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 retention, Gl ‘
motility == |
« C/I Child-Pugh B/C
Price  $37/tablet
o A e c— a2

9/5/2025
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https://www.drugs.com/pro/cobenfy.html
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
https://www.npr.org/sections/shots-health-news/2024/09/27/g-s1-25089/karxt-cobenfy-schizophrenia-psychosis-fda
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Cobénfy 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 280 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

o = .

Syndrome i i L&

Scale; CGHS: £ E '

Clinical Global H B -

Impression-

Severity I IH L I
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=5. Trials are
underway evaluating Cobenfy in combination with dopamine

|
| receptor blockers to enhance treatment effectiveness.
‘ Kaull, etal. EMERGENT-2. Lancet. 2024;403:160; Kaul I, et al. EMERGEN-3. JAMA Psychiatry. 202481(8); Citrome L, et al. Post Hoc.

| Anal Theatment 2025:21:761

43

NEPHROLOGY

IgA Nepropathy

Drug(s) « Vanrafia (atrasentan)

Class « Endothelin receptor antagonist

Indication  + To reduce proteinuria in adults with primary IgA
nephropathy at risk of rapid disease
progression, urine protein-to-creatinine ratio
>1.5g/g

Dosing « 0.75mg once daily

Mechanism -« Blocks activation of endothelin-A receptors by

of Action endothelin-1 with >1800-fold selectivity, which
is thought to contribute to the pathogenesis of
‘ IgA nephropathy
|
\
| Lex-Comp, FoA Packageinsert 45
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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

Lex-Comp,

(atrasentan) tablets

G VANRAFIA

0.75mg

46

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

Vanrafia Bottom Line

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 Packagsinsert; Heerspin H, ot al. ALIGN. N Engl J Med. 2025:392:544 47 |
Vanrafia Bottom Line
A Change in 24-Hour Urinary ProleintoCreatinine | B Change in 24-Hour Urinary Protein-lo-Creatinine Ratio at Weeks 6, 12, 24, and 36
Ratio at Week 36
. Fi
] i
i 315 55 ) Y
£ 241070) E |
4 o |
8 b
H £
£
Atrasentan Placeba No. of Patients
(N-124 Ne114) u 2% 1
FDA etal. ALIGN. N EnglJ Med. 2025392544 48
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INFECTIOUS DISEASE

Cystitis

Drug(s) * Orlynvah (sulopenem etzadroxil and
probenecid)
Class « Penem antibiotic; uricosuric agent

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

Dosing * 500mg/500mg twice daily for 5 days (with food)

| Mechanism < Sulopenem inhibits cell wall synthesis through

of Action binding to penicillin-binding proteins.
Probenecid inhibits OAT3-mediated renal
clearance of sulopenem

|
|
L

Lexi-Comp, FDA Packageinsert 50

Orlynvah Considerations

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

Monitor » Hypersensitivity reactions

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

Price » $357/tablet

[sulopenem etzadroxl
and probenecid) tablets

| image from: 51
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Orlyﬁvah 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 Packageinsert Puttagunta, et al. NEngl J Med. 2025:4(7); Dunne M, etal. V. Ciprofloxacin.
Clinical Infectious Diseases. 2025:76(1):66. 52

Cystitis

Blujepa (gepotidacin) \

Drug(s)

Class « Triazaacenaphthylene antibiotic

Indication  « 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

Dosing « 1.5g twice daily for 5 days (750mg tablets)

after eating
Mechanism - Inhibits type Il topoisomerases, resulting in
of Action inhibition of DNA replication

Lexi-Comp, FDA Packageinsert 53

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" half of 2025

BLUJEPA®

(gepotidacin) s

Lexi-Comp, Packageinsert, mage rom: 54
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Blujepa Bottom Line

Evidence
for
Approval

Outcomes

Study Endpoint

Trial 1

Camposite response’

Clinical cure

Mictobiological response

Trial 2

Composite response”

Clinieal cure

Microbiological response

2 double-blind, parallel-group, randomized non-inferiority
trials (EAGLE-2 and -3) enrolling 3,136 participants 12 years
and older comparing Blujepa 1500mg to nitrofurantoin
100mg. Primary outcome was composite of clinical cure and
microbiological response at days 10-13

Nitrofurantoin Treatment Difference

1401298 (47.0)
196/298 (63.8)

|
wiN (%) 95% CI)* | ‘
|

60(-12 13.1)

14464, 22.4)

Place in First-in-class option that is non-inferior to nitrofurantoin
Therapy
FDA Packageinsert; Wagenlehner F, et al. EAGLE-2 and 3. Lancet. 2024;403:741 55

Response to Organisms

EAGLE-2 EAGLE3
Gepotidacin Mitrofurantoin  Gepotidacin Mitrofurantain
(n=336) (n=238) (n=252) {n=275)

Gram- negative organisms

Escherichia col 15

%) 123/268 (45

2
4609

42/80(525%)  30/67 (448%)

SI7 71-4%)

12 (50.0%)

11 (100%) o o 0

FDA Packageinsert; Wagenlehner F, ot al EAGLE-2and 3, Lancet. 2024403741 56

Drug(s)

Class

Indication

Dosing

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 [
\

Mechanism - Respiratory syncytial virus F protein-directed

of Action

Lexi-Comp, FDA Package insert

fusion inhibitor, provides passive immunization

57

9/5/2025
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Enflonsia Considerations

Adverse + Antibody development ‘
Effects

Monitor * Hypersensitivity reactions

Caution * Hypersensitivity reactions

Price $667.20/dose

7
ENFLONSIA™ I

Lexi-Comp, Image from: o flonsia-f " 58

Enflonsia Bottom Line

Evidence Trial 1 was a randomized, double-blind, placebo-controlled ‘
for trial enrolling 3,632 infants with primary endpoint as 21 ‘
Approval 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.
Outcomes  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
Place in Long-acting monoclonal antibody providing protection
Therapy throughout the season with one dose
FDA Packageinsert; Sinha A, et al. CLEVER. Contemp Clin Trias. 2025 59 |

OPHTHALMOLOGY

20



Drug(s)

Class

Indication

Dosing

of Action

Lexi-Comp, FDA Packageinsert

Mechanism

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 |

9/5/2025

Adverse
Effects

Monitor

Caution

Price

Lex-Comp, g

Tryptyr Considerations

Eye pain (50%)

None

Administer single-use vials immediately after
opening, remove contact lenses prior to and
reinsert 15 minutes after administration

Not yet available, expected 3¢ quarter 2025

FDA Packageinsert

Tryptyf 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
MET-2 COMET-3
TRYPTYR Vehicle TRYPTYR Vehicle
N =230 N=235 N =232 N=234
210 mm increase in 42 6% 82% 53.2% 14.4%
tear production at Day
Difference (95% CI) 34.4% (269, 42.0) 38.8% (30 8, 46.8)
P-value versus vehicle =001 <001
Place in First-in-class, provides rapid onset with results starting at

Therapy day 1

63 |

o2l
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PAIN

9/5/2025

Drug(s)

Class
Indication

Dosing

Mechanism
of Action

|
|
L

Lex-Comp, FDA Package insert

Adverse
Effects

Monitor

Caution

Price

Image from:

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

accl

Journavx Considerations

Skin rash, increased creatinine phosphokinase
in blood, muscle spasm, decreased GFR (all
incidences are <3%)

None noted

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

$18.60/tablet

sceTgRe

66
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Evidence
for
Approval

Outcomes

Place in
Therapy

Journavx Bottom Line

2 randomized, double-blind, placebo-controlled and active-
controlled trials of acute surgical pain (one following
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

Trinl 1 il
JOURNAVX Placeba JOURNAVX  Placebo

Efficacy Messurs Neta7 N=223 Neaze N=216

LS maan® 1184 0.1 "o 6

LS mean ofierence (95% CI) 18.4(336.63.1) 29.3114.0,445)

Puvalue <0.0001 0.0002

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

Lex-Comp, FDA

T, etal. Suzetrigine. 142:10¢ 67

Lexi-Comp, FDA

Abdominoplasty

N EEEEE]

T, etal. Suzetrigine. 025;142:1085 68

NEW FORMULATIONS OR
EXPANDED INDICATIONS

9/5/2025
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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 =
Khindi
=
Lexi-Comp, Image from: hitps://www.drugs.com/imprints/medicine-37210.htmi 70 |

Lopressor (metoprolol tartrate)
— New Formulation |

Formulation + Oral solution 10mg/mL

and Dose « 100mg once daily

Class » Beta-1 selective beta blocker
Indication * Hypertension

Pricing * $1.50/mL (300mL bottles)

i1}

icus I

Lexi-Comp, Image from, 7

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

Lexi-Comp, Images from: hitps:/iwww.dist.com/mezofy-drug.htm
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Formulation -
and Dose

Class .
Indication .

Price .

Lexi-Comp

Eliquis (apixaban) — New

Formulation

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

73 |

Formulation -
and Dose .

Class .
Indication .

Price ©

Arbli (losartan) — New

Formulation

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

Angiotensin Il receptor blocker

Treatment of hypertension in adults and

children 6 years of age and older

$4.33/mL (165mL bottle)
s =

A o 1

SArbli
(losartan pofassium)
oral suspension

|
|

Lexi-Comp Image from: hipsiwwn crugs com/profarblhtm 74 |

Formulation -
and Dose .

Class .
Indication .

Price °

Lexi-Comp; Image from: hitps:/iwww goodrx.com/brynovin/what-

Brynovin (sitagliptin) — New

Formulation

Oral solution 25mg/mL
4mL orally once daily

Dipeptidyl peptidase-4 inhibitor

Adjunct to diet and exercise to improve
glycemic control in adults with type 2 diabetes
$2.95/mL (120mL bottle)

00pUK0.JOVALOGVO!

L XeICHLHWU0BS 75 |

9/5/2025
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Formulation
and Dose

Class

Indication

Price

Lexi-Comp; Image from: hilps:

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

o

. foscarhidopa/foslevodopa

Injestion for subcutaneaus use
1] my"‘im g per ml

flwww vyalev.com!

Vyalev (Froscarbidopaﬁ
foslevodopa) — New Formulation |

7mralfy (tizanidine) — New

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

Formulation
and Dose

Class
Indication

Price

Treatment of spasticity in adults

Not yet available

Lexi-Comp; Image from: https:/iwww drugs. comiprofontralfy htmi

wmm 2

Inzirqo (hydrochlorothiazide) -
New Formulation

Formulation
and Dose

Class
Indication

Price

Lexi-Comp; Image from:

10mg/mL powder for oral suspension
25-50mg once daily adults

1-2mg/kg daily for pediatric

Thiazide diuretic

Hypertension in adults or pediatric

$5.71/mL

7htmi

78 |

9/5/2025
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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 * SSRI
Indication « Major depressive disorder in adults

Price « $3.09/mL

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

| Lexi-Comp; Image from:

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 FDA APPROVES FIRST

Indication » Treatment of hypertension

Price * Not yet available

Emblaveo (aztreonam and
avibactam) — New Combo

Formulation + 1.5g/0.5g 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
Combination: monobactam antibacterial and
B-lactamase inhibitor
Indication * In combination with metronidazole for the
treatment of complicated intraabdominal
infections

Price + $392.40/vial E &

Class

Lexi-Comp; Image from: 81

9/5/2025
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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
Price » $270.11/tablet

Lexi-Comp; Image from: https://www.rinvog.com/ 82 |

OLD DRUGS - NEW BRAND
NAMES

Generic Brand  Information \
Chlorthalidone Hemiclor « Treatment of hypertension in
adults

* 12.5mg tablets
» Dose: 12.5-25mg once daily

Lexi-Comp; Image from: 84
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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

85

Review Question 2

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

A. Hemiclor (chlorthalidone)

B. Mezofy (aripripazole)

C. Eliquis (apixaban)

D. Widaplik (telmisartan, amlodipine,
indapamide)

86

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

87

9/5/2025
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MEDICATION & FORMULARY
RESOURCES AND OTHER

HELPFUL
RESOURCES/INFORMATION

Prior Authorization

Therapeutic Categories:

ak

K
b

‘; OKLAHOMA

Health Care Authority

0

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

89
| Diabetes Related Info
danatech a

o Insulin odicines&  Apps&  Education
Moniering Cetvery Thersies Pltorms e - Explore
. = [j :
Insalin Pumps & AID Medicine Delivery Desices Cods Apps & Platforms
|
https://www.adces.org/education/danatech -

9/5/2025
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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
https://www.adces.org/education/danatech

Community & Other
Medication Resources

« WalMart $4 ($10) List https://www.walmart.com/cp/4-
rescriptions/1078664

« Genscripts (bulk quantities, will mail) https://www.genscripts.com/

+ Tulsa County Pharmacy

+ Oklahoma County Pharmacy

* http:/ffreeclinicdirectory.org/oklahoma_care/oklahoma_ok_county.html
+ Tulsa Bedlam Charitable Pharmacy

+ OKC Crossings Clinic

« Prescription Assistance www.needymeds.org

+ OU Health Pharmacies (340b, Dispensary of Hope
https://www.dispensaryofhope.org/)

91

9/5/2025

[ 34

New Drug Update 2025

51st Annual Oklahoma Academy of Ph CME Conference

September 19, 2025

Kathenne} ,O'Neal, Pharm.D., MBA, BCACP,

CDCES, BG‘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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