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Billing and Coding Guide

OMLYCLO® is the first and only biosimilar to XOLAIR® (omalizumab)"?

INDICATIONS

OMLYCLO® (omalizumab-igec) injection, is an anti-IgE antibody indicated for:

« Moderate to severe persistent asthma in adults and pediatric patients >6 years of age with a positive skin test or in
vitro reactivity to a perennial aeroallergen and symptoms that are inadequately controlled with inhaled corticosteroids

« Chronic rhinosinusitis with nasal polyps (CRSWNP) in adult patients >18 years of age with inadequate response to
nasal corticosteroids, as add-on maintenance treatment

« IgE-mediated food allergy in adult and pediatric patients >1 year of age for the reduction of allergic reactions (Type
), including anaphylaxis, that may occur with accidental exposure to one or more foods. To be used in conjunction with
food allergen avoidance

« Chronic spontaneous urticaria (CSU) in adults and adolescents =12 years of age who remain symptomatic despite
H1 antihistamine treatment

Limitations of Use: Not indicated for acute bronchospasm or status asthmaticus; emergency treatment of allergic
reactions, including anaphylaxis and other forms of urticaria.

IMPORTANT SAFETY INFORMATION
WARNING: ANAPHYLAXIS

Anaphylaxis presenting as bronchospasm, hypotension, syncope, urticaria, and/or angioedema of the throat

or tongue, has been reported to occur after administration of omalizumab products. Anaphylaxis has occurred
as early as after the first dose of omalizumab products, but also has occurred beyond 1 year after beginning
regularly administered treatment. Because of the risk of anaphylaxis, initiate OMLYCLO therapy in a healthcare
setting and closely observe patients for an appropriate period of time after OMLYCLO administration. Healthcare
providers administering OMLYCLO should be prepared to manage anaphylaxis, which can be life-threatening.
Inform patients of the signs and symptoms of anaphylaxis and instruct them to seek immediate medical care
should symptoms occur. Selection of patients for self-administration of OMLYCLO should be based on criteria to
mitigate risk from anaphylaxis.

Please see additional Important Safety Information throughout and on page 15, as well as full Prescribing Information.
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Overview of Biosimilars

Biosimilars are biologics

OMLYCLO® (omalizumab-igec) is a biosimilar to XOLAIR® (omalizumab).! Reference products and biosimilars
Biosimilars—like OMLYCLO—are biologics that are highly similar versions are like slightly different versions
of existing US Food and Drug Administration (FDA)-approved biologics of the same tool...

(generally referred to as reference products). They are safe and effective,
with no clinically meaningful differences from reference products.'?

Biosimilars are designed to be as similar as possible to reference products.
That's why, compared to reference products, biosimilars®: %‘
S

« Have the same treatment benefits and potential side effects S

- Are created with the same types of living sources (such as bacteria,
yeast, or animal cells)

+ Are administered the same way

Reference Biosimilar
+ Have the same strength and dosage product
However, biosimilars cannot be considered identical to their reference ...they both do the same job,
products because biologics are made from living sources. All biologics despite small differences.*

have inherent variability from batch to batch.>*

The Value of Biosimilars

Biosimilars can help provide patients with additional treatment options, improve access to lifesaving
medications, and may lower healthcare costs via competition.?

IMPORTANT SAFETY INFORMATION (continued)

Contraindications: Severe hypersensitivity reaction to omalizumab products or any ingredient of OMLYCLO.

Anaphylaxis. Life-threatening anaphylaxis has occurred after use of omalizumab products, with signs/symptoms including
bronchospasm, hypotension, syncope, urticaria, and/or angioedema of the throat or tongue; it can occur as early as the first
dose, beyond 1 year after starting, and has been reported up to 4 days after administration. Initiate OMLYCLO in a healthcare
setting equipped to manage anaphylaxis and observe patients for an appropriate period after dosing; educate patients on
signs/symptoms and the need for immediate medical care. Risk is increased in patients with a history of anaphylaxis to foods,
medications, or other causes. After therapy is safely established, self-administration of the OMLYCLO prefilled syringe may

be appropriate for selected patients/caregivers based on risk mitigation (including no prior history of anaphylaxis, at least 3
supervised doses without hypersensitivity, ability to recognize and appropriately treat anaphylaxis, and ability to perform SC
injections correctly). Discontinue OMLYCLO in patients who experience a severe hypersensitivity reaction.

Malignancy. Malignant neoplasms have been observed in clinical studies; the impact of longer exposure and use in patients at
higher baseline risk is not known, and limitations of longer-term observational data preclude definitively ruling out a malignancy
risk with omalizumab products.

Acute Asthma Symptoms and Deteriorating Disease. Omalizumab products have not been shown to relieve acute asthma
exacerbations; do not use OMLYCLO to treat acute bronchospasm or status asthmaticus. Advise patients to seek medical care if
asthma remains uncontrolled or worsens after starting OMLYCLO.

Corticosteroid Reduction. Do not abruptly discontinue systemic or inhaled corticosteroids when starting OMLYCLO for asthma
or CRSWNP; taper gradually under physician supervision. In CSU patients, use of omalizumab products in combination with
corticosteroids has not been evaluated.
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Biosimilar Pricing and Reimbursement

Biosimilars provide substantial cost savings

Biosimilars are held to the same rigorous standards as reference products. However, an abbreviated approval pathway
can allow biosimilar manufacturers to avoid repeating certain costly studies required for reference biologics.>” As a result,
biosimilars can be offered with wholesale acquisition costs (WACs) and average sales prices (ASPs) that are discounted as
compared to reference products.?

Reimbursement expectations for in-office administration

For patients with commercial insurance, if OMLYCLO® is covered, there

should be no reason to anticipate reimbursement issues. Reimbursement will OMLYCLO has an established Q code
vary by payer. (Q5154) and is reimbursed at its

own biosimilar-specific rate.'"'2
For patients with Medicare, OMLYCLO is covered under Medicare Part B if i blosimi ped

administered in the office. Medicaid coverage and reimbursement are determined
on a state-by-state basis.?'°

OMLYCLO is a relatively new product, and it will take time to establish an ASP®To determine reimbursement for a new
biosimilar when ASP has not been established, the Centers for Medicare & Medicaid Services (CMS) uses the biosimilar's WAC
plus a percentage."

Below are the anticipated OMLYCLO reimbursement scenarios. Initial reimbursement may be higher until ASP is established.®™

Immediately after |
+ No ASP establishe
+ CMS uses WAC to
+ Standard paymen

For patients who self-administer OMLYCLO, reimbursement is provided to private insurers based on CMS
arrangements.>"*

Celltrion Reimbursement Support

A dedicated team of Field Reimbursement Managers (FRMs) assists providers in navigating all aspects of
medication access for patients. Call 1-877-812-6662 to be connected with your dedicated FRM.

*For new qualifying biosimilars, the ASP + 8% reimbursement applies for 5 years starting on the first day of the calendar quarter during which Medicare payment is
first made using ASP. Thereafter, reimbursement changes to ASP + 6% of the reference biological product’s ASP or WAC (whichever is lower).

IMPORTANT SAFETY INFORMATION (continued)

Eosinophilic Conditions. In rare cases, patients with asthma on omalizumab products have developed serious systemic
eosinophilia, sometimes with vasculitis consistent with Churg-Strauss syndrome, often in the setting of oral corticosteroid reduction.
Be alert for eosinophilia, vasculitic rash, worsening pulmonary symptoms, cardiac complications, and/or neuropathy; a causal
association has not been established.
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Introduction to OMLYCLO®"2

OMLYCLO injection, for subcutaneous use only, is an anti-IgE antibody biosimilar to XOLAIR® (omalizumab).
OMLYCLO is interchangeable with XOLAIR.

Biosimilar means that the biological product is approved based on data demonstrating that it is highly similar to an
FDA-approved biological product, known as a reference product, and that there are no clinically meaningful differences
between the biosimilar product and the reference product. Biosimilarity of OMLYCLO has been demonstrated for the
condition(s) of use (eg, indication[s], dosing regimen(s]), strength(s), dosage form(s), and route(s) of administration
described in its full Prescribing Information.

This guide is provided for informational purposes only. Correct coding is the responsibility of the provider
who is submitting the claim for the item or service. Please check with the payer to verify codes and specific
billing requirements. Celltrion does not make any representation or guarantees concerning reimbursement or
coverage for any service or item, nor does Celltrion guarantee patient assistance to the limits described.

OMLYCLO Formulation’
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% 75 mg/0.5 mL single-dose 150 mg/mL single-dose 300 mg/2 mL (150 mg/mL)

< prefilled syringe with a prefilled syringe with a single-dose prefilled syringe with
'5 27-gauge staked needle syringe 27-gauge staked needle syringe a 27-gauge staked needle syringe
g Carton of 1 syringe* Carton of 1 syringe* Carton of 1 syringe*

=) NDC 72606-035-01 NDC 72606-036-01 NDC 72606-054-01

2 Multipack of 2 syringes*

E NDC 72606-054-02

*Please note that the above images may differ from the actual product images.

FDA, US Food and Drug Administration; IgE, immunoglobulin E; NDC, National Drug Code.

IMPORTANT SAFETY INFORMATION (continued)

Fever, Arthralgia, and Rash. In post-approval use, a serum sickness-like constellation (arthritis/arthralgia, rash, fever, lymphadenopathy)
has occurred 1 to 5 days after injections and may recur with additional doses; stop OMLYCLO if this constellation develops.
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Indications’
OMLYCLO® (omalizumab-igec) injection, is an anti-IgE antibody indicated for:

» Moderate to severe persistent asthma in adults and pediatric patients =6 years of age with a positive skin test or in vitro
reactivity to a perennial aeroallergen and symptoms that are inadequately controlled with inhaled corticosteroids

« Chronic rhinosinusitis with nasal polyps (CRSWNP) in adult patients >18 years of age with inadequate response to nasal
corticosteroids, as add-on maintenance treatment

- IgE-mediated food allergy in adult and pediatric patients >1 year of age for the reduction of allergic reactions (Type I),
including anaphylaxis, that may occur with accidental exposure to one or more foods. To be used in conjunction with food
allergen avoidance

« Chronic spontaneous urticaria (CSU) in adults and adolescents >12 years of age who remain symptomatic despite H1
antihistamine treatment

Limitations of Use: Not indicated for acute bronchospasm or status asthmaticus; emergency treatment of allergic reactions,
including anaphylaxis and other forms of urticaria.

IMPORTANT SAFETY INFORMATION (continued)

Parasitic (Helminth) Infection. Monitor patients at high risk of geohelminth infection during OMLYCLO therapy; available data are
insufficient to define the duration of monitoring needed after stopping treatment. A clinical trial in a high-risk setting observed more
infections with omalizumab than placebo; response to appropriate anti-geohelminth treatment was not different between groups.

Laboratory Tests. Total serum IgE increases after dosing and may remain elevated for up to 1 year after discontinuation due to
drug:lgE complexes; do not use total IgE levels obtained less than 1 year after discontinuation to reassess dosing regimen for asthma,
CRSWNP, or IgE-mediated food allergy because these levels may not reflect steady-state free IgE levels.

Potential Medication Error Related to Emergency Treatment of Anaphylaxis. OMLYCLO should not be used for the emergency
treatment of allergic reactions, including anaphylaxis. Instruct patients that OMLYCLO is for maintenance use to reduce allergic
reactions, including anaphylaxis, while avoiding food allergens.

Most Common Adverse Reactions

+ Asthma: In patients =12 years, reported in >1%: arthralgia, general pain, leg pain, fatigue, dizziness, fracture, arm pain, pruritus,
dermatitis, and earache. In pediatric patients (6 to <12 years), reported in >3%: nasopharyngitis, headache, pyrexia, upper
abdominal pain, streptococcal pharyngitis, otitis media, viral gastroenteritis, arthropod bites, and epistaxis.

» CRSWNP: In =3% of adult patients: headache, injection site reactions, arthralgia, upper abdominal pain, and dizziness.

 IgE-Mediated Food Allergy: In >3% of patients: injection site reactions and pyrexia.

» CSU:In =2% of patients: nausea, nasopharynagitis, sinusitis, upper respiratory tract infections (viral and non-viral), arthralgia,
headache, and cough.

WARNING: ANAPHYLAXIS

Anaphylaxis presenting as bronchospasm, hypotension, syncope, urticaria, and/or angioedema of the throat or tongue,
has been reported to occur after administration of omalizumab products. Anaphylaxis has occurred as early as after the
first dose of omalizumab products, but also has occurred beyond 1 year after beginning regularly administered treatment.
Because of the risk of anaphylaxis, initiate OMLYCLO therapy in a healthcare setting and closely observe patients for

an appropriate period of time after OMLYCLO administration. Healthcare providers administering OMLYCLO should be
prepared to manage anaphylaxis, which can be life-threatening. Inform patients of the signs and symptoms of anaphylaxis
and instruct them to seek immediate medical care should symptoms occur. Selection of patients for self-administration of
OMLYCLO should be based on criteria to mitigate risk from anaphylaxis.

Contraindications: Severe hypersensitivity reaction to omalizumab products or any ingredient of OMLYCLO.
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Dosage and Administration’

General administration and dosing information
OMLYCLO?® is for subcutaneous (SC) administration only.

When used to treat moderate to severe persistent asthma, chronic rhinosinusitis with nasal polyps (CRSwNP),

or IgE-mediated food allergy, dosing is based on serum total IgE level (IU/mL), measured before the start of treatment,
and body weight (kg). Please refer to the respective dosing determination charts for these indications in Section 2 of
the OMLYCLO Prescribing Information. Dosing for chronic spontaneous urticaria (CSU) is not dependent on serum IgE
level or body weight.

Indication | Recommended Dosing

+ OMLYCLO 75 mg to 375 mg SC every 2 or 4 weeks

Moderate to Severe Persistent Asthma » Determine dose (mg) and dosing frequency by serum total IgE level (IU/mL),
measured before the start of treatment, and body weight (kg)*

+ OMLYCLO 75 mg to 600 mg SC every 2 or 4 weeks

CRSWNP » Determine dose (mg) and dosing frequency by serum total IgE level (IU/mL),
measured before the start of treatment, and body weight (kg)*

+ OMLYCLO 75 mg to 600 mg SC every 2 or 4 weeks

IgE-Mediated Food Allergy - Determine dose (mg) and dosing frequency by serum total IgE level (IU/mL),
measured before the start of treatment, and body weight (kg)*

« OMLYCLO 150 mg or 300 mg SC every 4 weeks

» Dosing in CSU is not dependent on serum IgE level or body weight

csu

IgE, immunoglobulin E.

“Refer to dose determination charts in Section 2.2 of the OMLYCLO Prescribing Information.
Refer to dose determination charts in Section 2.3 of the OMLYCLO Prescribing Information.
*Refer to dose determination charts in Section 2.4 of the OMLYCLO Prescribing Information.

IMPORTANT SAFETY INFORMATION (continued)

Anaphylaxis. Life-threatening anaphylaxis has occurred after use of omalizumab products, with signs/symptoms including
bronchospasm, hypotension, syncope, urticaria, and/or angioedema of the throat or tongue; it can occur as early as the first

dose, beyond 1 year after starting, and has been reported up to 4 days after administration. Initiate OMLYCLO in a healthcare

setting equipped to manage anaphylaxis and observe patients for an appropriate period after dosing; educate patients on signs/
symptoms and the need forimmediate medical care. Risk is increased in patients with a history of anaphylaxis to foods, medications,
or other causes. After therapy is safely established, self-administration of the OMLYCLO prefilled syringe may be appropriate for
selected patients/caregivers based on risk mitigation (including no prior history of anaphylaxis, at least 3 supervised doses without
hypersensitivity, ability to recognize and appropriately treat anaphylaxis, and ability to perform SC injections correctly). Discontinue
OMLYCLO in patients who experience a severe hypersensitivity reaction.

Malignancy. Malignant neoplasms have been observed in clinical studies; the impact of longer exposure and use in patients at
higher baseline risk is not known, and limitations of longer-term observational data preclude definitively ruling out a malignancy risk
with omalizumab products.
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Sample Coding

This section serves as an educational reference for coding that may be appropriate for reporting OMLYCLO® and related
services. Medical record documentation must support the codes reported on the claim. These codes may be appropriate
when OMLYCLO is administered to patients in the physician’s office or a hospital setting.

Diagnosis codes (ICD-10-CM codes)*®

This list is for informational purposes only. One or more codes may be appropriate on a claim. Please review payer policy

requirements for guidance on diagnosis codes.

Code Description Code Description

Moderate to Severe Persistent Asthma IgE-Mediated Food Allergy
J45.40 Moderate persistent asthma, uncomplicated 791.010 Allergy to peanuts
J45.41 Moderate persistent asthma with (acute) exacerbation 791.0110 Allergy to milk products, unspecified
J45.50 Severe persistent asthma, uncomplicated Z91.0111 Allergy to milk products with tolerance to baked milk
J45.51 Severe persistent asthma with (acute) exacerbation 791.0112 Allergy to milk products with reactivity to baked milk
Chronic Rhinosinusitis with Nasal Polyps 791.0120 Allergy to eggs, unspecified
J32.0 Chronic maxillary sinusitis 791.0121 Allergy to eggs with tolerance to baked egg
J32.1 Chronic frontal sinusitis 791.0122 Allergy to eggs with reactivity to baked egg
J32.2 Chronic ethmoidal sinusitis 791.013 Allergy to seafood
J32.3 Chronic sphenoidal sinusitis 791.014 Allergy to mammalian meats
J324 Chronic pansinusitis 791.018 Allergy to other foods
J32.8 Other chronic sinusitis 791.02 Food additives allergy status
J32.9 Chronic sinusitis, unspecified K52.21 Food protein-induced enterocolitis syndrome
J33.0 Polyp of nasal cavity K52.29 Other allergic and dietetic gastroenteritis and colitis
J33.1 Polypoid sinus degeneration Chronic Spontaneous Urticaria
J33.8 Other polyp of sinus L50.0 Allergic urticaria
J33.9 Nasal polyp, unspecified L50.1 Idiopathic urticaria
L50.8 Other (chronic, recurrent) urticaria
L50.9 Urticaria, unspecified

Note: Allowable diagnosis codes may vary by payer.

ICD-10-CM, International Classification of Diseases, 10th Revision, Clinical Modification.

IMPORTANT SAFETY INFORMATION (continued)

Acute Asthma Symptoms and Deteriorating Disease. Omalizumab products have not been shown to relieve acute asthma
exacerbations; do not use OMLYCLO to treat acute bronchospasm or status asthmaticus. Advise patients to seek medical care

if asthma remains uncontrolled or worsens after starting OMLYCLO.

Corticosteroid Reduction. Do not abruptly discontinue systemic or inhaled corticosteroids when starting OMLYCLO for

asthma or CRSwWNP; taper gradually under physician supervision. In CSU patients, use of omalizumab products in combination

with corticosteroids has not been evaluated.
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Sample Coding (continued)

National drug code (NDC)

The NDC is required on the claim form. This is a unique identifier assigned by the FDA to drugs in the US. The FDA assigns
10-digit NDCs, but some government agencies and payers require the NDC in an 11-digit format. The 11-digit format is
created by adding a leading zero to the correct part of the 10-digit format.' The NDC unit of measure qualifier and quantity
may also be required. Check payer-specific reporting requirements.

Subcutaneous Injection'%"”

OMLYCLO® Carton Size | 10-Digit NDC | 11-Digit NDC
n 75 mg/0.5 mL single-dose prefilled syringe 1 unit 72606-035-01 | 72606-0035-01 | $660.35
'g 150 mg/mL single-dose prefilled syringe 1 unit 72606-036-01 | 72606-0036-01 | $1,320.70
ﬁ 300 mg/2 mL (150 mg/mL) single-dose prefilled syringe 1 unit 72606-054-01 | 72606-0054-01 | $2,641.40
E 300 mg/2 mL (150 mg/mL) single-dose prefilled syringe (mzu I‘:i”;;sck) 72606-054-02 | 72606-0054-02 | $5,282.80

FDA, US Food and Drug Administration; WAC, wholesale acquisition cost.

IMPORTANT SAFETY INFORMATION (continued)

Eosinophilic Conditions. In rare cases, patients with asthma on omalizumab products have developed serious systemic eosinophilia,
sometimes with vasculitis consistent with Churg-Strauss syndrome, often in the setting of oral corticosteroid reduction. Be alert for
eosinophilia, vasculitic rash, worsening pulmonary symptoms, cardiac complications, and/or neuropathy; a causal association has not
been established.

Fever, Arthralgia, and Rash. In post-approval use, a serum sickness-like constellation (arthritis/arthralgia, rash, fever,
lymphadenopathy) has occurred 1 to 5 days after injections and may recur with additional doses; stop OMLYCLO if this constellation
develops.

Parasitic (Helminth) Infection. Monitor patients at high risk of geohelminth infection during OMLYCLO therapy; available data are

insufficient to define the duration of monitoring needed after stopping treatment. A clinical trial in a high-risk setting observed more
infections with omalizumab than placebo; response to appropriate anti-geohelminth treatment was not different between groups.

Laboratory Tests. Total serum IgE increases after dosing and may remain elevated for up to 1 year after discontinuation due to
drug:lgE complexes; do not use total IgE levels obtained less than 1 year after discontinuation to reassess dosing regimen for asthma,
CRSWNP, or IgE-mediated food allergy because these levels may not reflect steady-state free IgE levels.
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Administration and Billing Codes

This section reviews general coding guidelines for drug administration services coded by physician offices using the CMS-1500
claim form and by hospital outpatient departments using the CMS-1450 (UB-04) claim form (or the electronic equivalent).

CPT® code®?!
Drug administration services are reported on claim forms in both the physician office and hospital outpatient sites of care

using the Current Procedural Terminology (CPT®) coding system.

Location on Location on CMS-1450
CMS-1500 Form (UB-04) Form

Code Set Code and Description

96372 Therapeutic, prophylactic, or diagnostic injection

CPT® . :
(specify substance or drug); subcutaneous or intramuscular

Field 24D Field 44

Note: CPT® is a registered trademark of the American Medical Association.
CMS, Centers for Medicare & Medicaid Services.

IMPORTANT SAFETY INFORMATION (continued)

Potential Medication Error Related to Emergency Treatment of Anaphylaxis. OMLYCLO should not be used for the emergency
treatment of allergic reactions, including anaphylaxis. Instruct patients that OMLYCLO is for maintenance use to reduce allergic reactions,
including anaphylaxis, while avoiding food allergens.

Most Common Adverse Reactions

« Asthma: In patients =12 years, reported in >1%: arthralgia, general pain, leg pain, fatigue, dizziness, fracture, arm pain, pruritus,
dermatitis, and earache. In pediatric patients (6 to <12 years), reported in >3%: nasopharyngitis, headache, pyrexia, upper
abdominal pain, streptococcal pharyngitis, otitis media, viral gastroenteritis, arthropod bites, and epistaxis.

» CRSWNP: In =3% of adult patients: headache, injection site reactions, arthralgia, upper abdominal pain, and dizziness.
 IgE-Mediated Food Allergy: In >3% of patients: injection site reactions and pyrexia.

» CSU:In =2% of patients: nausea, nasopharynagitis, sinusitis, upper respiratory tract infections (viral and non-viral), arthralgia,
headache, and cough.

WARNING: ANAPHYLAXIS

Anaphylaxis presenting as bronchospasm, hypotension, syncope, urticaria, and/or angioedema of the throat or tongue, has
been reported to occur after administration of omalizumab products. Anaphylaxis has occurred as early as after the first dose of
omalizumab products, but also has occurred beyond 1 year after beginning regularly administered treatment. Because of the
risk of anaphylaxis, initiate OMLYCLO therapy in a healthcare setting and closely observe patients for an appropriate period of
time after OMLYCLO administration. Healthcare providers administering OMLYCLO should be prepared to manage anaphylaxis,
which can be life-threatening. Inform patients of the signs and symptoms of anaphylaxis and instruct them to seekimmediate
medical care should symptoms occur. Selection of patients for self-administration of OMLYCLO should be based on criteria to
mitigate risk from anaphylaxis.

Contraindications: Severe hypersensitivity reaction to omalizumab products or any ingredient of OMLYCLO.
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Administration and Billing Codes (continued)
HCPCS level Il codes'*20-22

Drugs are typically reported using product-specific Healthcare Common Procedure Coding System (HCPCS) codes, which are
assigned by CMS. Effective October 1, 2025, providers may use HCPCS code Q5154 (Injection, omalizumab-igec [OMLYCLO],
biosimilar, 5 mg) to report OMLYCLO® on claims. Note that providers should not report the HCPCS code for the reference
product when billing for a biosimilar.

Location on Location on CMS-1450
CMS-1500 Form (UB-04) Form

Code Set Code and Description

Q5154 Injection, omalizumab-igec (OMLYCLO),

HCPCS biosimilar, 5 mg

Field 24D Field 44

CMS, Centers for Medicare & Medicaid Services.

IMPORTANT SAFETY INFORMATION (continued)

Anaphylaxis. Life-threatening anaphylaxis has occurred after use of omalizumab products, with signs/symptoms including
bronchospasm, hypotension, syncope, urticaria, and/or angioedema of the throat or tongue; it can occur as early as the first

dose, beyond 1 year after starting, and has been reported up to 4 days after administration. Initiate OMLYCLO in a healthcare

setting equipped to manage anaphylaxis and observe patients for an appropriate period after dosing; educate patients on signs/
symptoms and the need forimmediate medical care. Risk is increased in patients with a history of anaphylaxis to foods, medications,
or other causes. After therapy is safely established, self-administration of the OMLYCLO prefilled syringe may be appropriate for
selected patients/caregivers based on risk mitigation (including no prior history of anaphylaxis, at least 3 supervised doses without
hypersensitivity, ability to recognize and appropriately treat anaphylaxis, and ability to perform SC injections correctly). Discontinue
OMLYCLO in patients who experience a severe hypersensitivity reaction.

Malignancy. Malignant neoplasms have been observed in clinical studies; the impact of longer exposure and use in patients at
higher baseline risk is not known, and limitations of longer-term observational data preclude definitively ruling out a malignancy risk
with omalizumab products.

Acute Asthma Symptoms and Deteriorating Disease. Omalizumab products have not been shown to relieve acute asthma
exacerbations; do not use OMLYCLO to treat acute bronchospasm or status asthmaticus. Advise patients to seek medical care if
asthma remains uncontrolled or worsens after starting OMLYCLO.

Corticosteroid Reduction. Do not abruptly discontinue systemic or inhaled corticosteroids when starting OMLYCLO for asthma
or CRSWNP; taper gradually under physician supervision. In CSU patients, use of omalizumab products in combination with
corticosteroids has not been evaluated.

Eosinophilic Conditions. In rare cases, patients with asthma on omalizumab products have developed serious systemic eosinophilia,
sometimes with vasculitis consistent with Churg-Strauss syndrome, often in the setting of oral corticosteroid reduction. Be alert for
eosinophilia, vasculitic rash, worsening pulmonary symptoms, cardiac complications, and/or neuropathy; a causal association has not
been established.

Fever, Arthralgia, and Rash. In post-approval use, a serum sickness-like constellation (arthritis/arthralgia, rash, fever, lymphadenopathy)
has occurred 1 to 5 days after injections and may recur with additional doses; stop OMLYCLO if this constellation develops.
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Administration and Billing Codes (continued)

Modifiers'2021.23

Location on Location on CMS-1450
CMS-1500 Form (UB-04) Form

Modifier Description

Zero drug amount discarded/

)z o .
not administered to any patient

Field 24D Field 44

Note on Product and Administration Coding

If you order OMLYCLO® through a specialty pharmacy or the Celltrion CONNECT® Patient Assistance Program,
you should not seek reimbursement for the product; however, your patient’s health plan may still require that
you include the HCPCS code on the claim with a zero or nominal charge in order for them to reimburse the
drug administration procedure.

Remember to submit a claim for reimbursement for services associated with OMLYCLO.

CMS, Centers for Medicare & Medicaid Services.

IMPORTANT SAFETY INFORMATION (continued)

Parasitic (Helminth) Infection. Monitor patients at high risk of geohelminth infection during OMLYCLO therapy; available data are
insufficient to define the duration of monitoring needed after stopping treatment. A clinical trial in a high-risk setting observed more
infections with omalizumab than placebo; response to appropriate anti-geohelminth treatment was not different between groups.

Laboratory Tests. Total serum IgE increases after dosing and may remain elevated for up to 1 year after discontinuation due to drug:IgE
complexes; do not use total IgE levels obtained less than 1 year after discontinuation to reassess dosing regimen for asthma, CRSWNP,
or IgE-mediated food allergy because these levels may not reflect steady-state free IgE levels.

Potential Medication Error Related to Emergency Treatment of Anaphylaxis. OMLYCLO should not be used for the emergency
treatment of allergic reactions, including anaphylaxis. Instruct patients that OMLYCLO is for maintenance use to reduce allergic reactions,
including anaphylaxis, while avoiding food allergens.

Most Common Adverse Reactions

 Asthma: In patients >12 years, reported in >1%: arthralgia, general pain, leg pain, fatigue, dizziness, fracture, arm pain, pruritus,
dermatitis, and earache. In pediatric patients (6 to <12 years), reported in >3%: nasopharyngitis, headache, pyrexia, upper
abdominal pain, streptococcal pharynagitis, otitis media, viral gastroenteritis, arthropod bites, and epistaxis.

» CRSWNP: In =3% of adult patients: headache, injection site reactions, arthralgia, upper abdominal pain, and dizziness.

 IgE-Mediated Food Allergy: In >3% of patients: injection site reactions and pyrexia.

» CSU:In =2% of patients: nausea, nasopharynagitis, sinusitis, upper respiratory tract infections (viral and non-viral), arthralgia,
headache, and cough.

e
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v 0 m I c I o Please see additional Important Safety Information throughout
: : and on page 15, as well as full Prescribing Information.
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Sample CMS-1500 Claim Form—Physician Office?*

The sample claim form provided below is only an example. It is always the provider’s responsibility to determine the
appropriate healthcare setting and to submit true and correct claims for the products and services rendered. Providers should
contact third-party payers for specific information on their coding, coverage, payment policies, and fee schedules.

EiE '
HEALTH INSURANCE CLAIM FORM £
APPROVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12 i
PICA PICA ’_rr
1. MEDICARE MEDICAID TRICARE CHAMPVA EEAOIE'JTT-( PLAN Eﬁsf " OTHER | 1a. INSURED'S |.D. NUMBER (For Program in Item 1) e
D/Memcurs«) (Medicaid#) D (ID#DODH) D (MemberID#) D (ID#) D{ID#[ U GD(ID»)
2. PATIENT'S NAME (Last Name, First Name, Middle Initial) 3. PﬁuE?“lT'SDgIR‘TH IWE SEX 4. INSURED'S NAME (Last Name, First Name, Middle Initial)
Do dane s oy~ P2 oL SR | Field 19: Payers require drug name, route of
123 Main Street L ser[] spouse[_Jono[] oner[ ] | 123 Main Street administration, NDC, and total dosage. Check with
cITY STTE | 8. RESERVED FOR NUCC USE cITY STATE -4 . . . . .
Anytown A Anytown AZ 2 your payer to verify specific requirements, including
ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) s o« . .
12333 (999)123-9876 12333 (999 ) 1239876 |E use of the 10-digit or 11-digit NDC.
9. OTHER INSURED'S NAME (Last Name, First Name, Middle Initial) 10. IS PATIENT'S CONDITION RELATED TO: 11. INSURED'S POLICY GROUP OR FECA NUMBER 2
a Note: Some payers may also request the wholesale
a. OTHER INSURED'S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) a. \NSURE&S DADTE OF B\%TVH SEX g o _egs o .
Clves  [wo P (] O |2 acquisition cost (WAC) price to be included.
b. RESERVED FOR NUCC USE b. AUTO ACCIDENT? PLACE (State) |b- OTHER CLAIM ID (Designated by NUCC) g
[Qves [ve ! <
c. RESERVED FOR NUCC USE c. OTHER ACCIDENT? . INSURANCE PLAN NAME OR PROGRAM NAME E
YES NO w . . . .
S NI mm-g‘mw%’mwm Z Field 21: Indicate the most medically appropriate
szs o Ifyn,compl\ete\(emss,sa,amisﬂ. diagnOSiS code (|CD_‘| O_CM)
[ READ BACK OF FORM BEFORE COMPLE [ING & SIGNING THIS FORM. 13. INSURED'S OR AUTHORIZED PERSON'S SIGNATURE | authorize
2. PATIENT'S OR AUTHORIZED PERSON'S SIGNATURE | authorizéfthe release of any medical or other information necessary payment of medical benefits to the undersigned physician or supplier for
:)oe ror::ess this claim. | also request payment of government benefits € fher to myself or to the party who accepts assignment services described below.
SIGNED. DATE. SIGNED * . H B B B
4.3&TEOE§URRE§J ILLNESS, \N‘JUHV, ‘or PREGNANCY (LMP) 5. OTHER DATE MM oD vy 6. DATES&/:AT\ENTDHNAELEVT 'WORK IN CU?‘RN?NTQDCDCUFATIQL\I ) Fleld 23. If reqUIred’ report the prlor aUthorlzatlon
) aua | oo | L Fow | | o 7 number here.
7. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. ‘ ‘ 8. HOSPIT’\AAI'.AIZATIODE DATESVQELATED TO CL,%;ENT@ERVIOESVV
}_j hn Smi 17b. [ NPI FROM ! ! TO ! !
! John Smith, MD v [NPi[ 321 654 7890 ! ! N
9. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) J20. OUTSIDE LAB? $ CHARGES
OMLYCLO 75 MG SC NDC: 72606-0035-01 [Jves [no | |
1. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service line below (24E) 1CD Ind, } { po. EESD%EMISSION ORIGINAL REF. NO.
M08.3 L
; : : : z : : “ Fﬁ PRIOR AUTHORIZATION NUMBER
LT e S . e - z Field 24A: If line item NDC information is required,
W o v wi oo vy Psuaac«fg EMG ‘ m'/?é’?é"s”""f“‘ MODIFIER POINTER § CHARGES g P PROVDERID, ¢ E enter it in the shaded portion of Field 24A. NDCs
7260600370 r £ . - .
1o o1 25 1o lo1 125 156 | | L 1 aA | L \ei | 321 654 7890 5 must be billed with the N4 qualifier before the NDC.
H
S I T I I P I R A PO 3 | [ wei]321 6547890 &
3 | | | | | | | | ety Rt E
. N S S [ | ‘ | = Field 24D: Indicate appropriate HCPCS as required by
| | e « )
N I S S I I \ 3 | [ S the payer (eg, Q5154). Include the appropriate CPT®
< . .
5. L] | | 1 | [w] g code (eg, 96372 for subcutaneous administration) to
> .o . .
6 | L . | I z report the administration procedure. Make sure to
25. FE‘DERAL‘ TAX 1.D. NUME‘ER ' SSN EIN 26. PATIENT'S ACCOUNT NO. ' 27‘. @%Eiv‘ﬂﬁg‘ :‘1;@4‘ NT? 2: TOTAL CNA‘HGE} 29. AMOUNT FAII‘J 30. Rsvd for Nut‘:c Use incl ude the JZ mod iﬁer tO |nd icate no wa Stage.
|
31. SIGNATURE OF PHYSICIAN OR SUPPLIER 32. SERVICE FACILITY LOCATION INFORMATION 33. BILLING PHOVIDEI INFO & PH # ( ' ) '
INCLUDING DEGREES OR CREDENTIALS
(I certify that the statements on the reverse
apply to this bill and are made a part thereof.)
. E - = Field 24E: Enter the diagnosis code reference letter
SIGNED DATE : : . . . . .
NUCC Instruction Manual available at: www.nuce.org PLEASE PRINT OR TYPE APPRC|VED OMB-0036-1197 FORM 1500 (02-12) as shown in Field 21. Enter only 1 diagnosis pointer.
Field 24G: Enter the number of HCPCS units.

CMS, Centers for Medicare & Medicaid Services; CPT, Current Procedural Terminology; HCPCS, Healthcare Common Procedure Coding System;
ICD-10-CM, International Classification of Diseases, 10th Revision, Clinical Modification; NDC, National Drug Code.

e
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v 0 m I c I o Please see additional Important Safety Information throughout
: : and on page 15, as well as full Prescribing Information.
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CMS-1450 (UB-04) Claim Form—Hospital Outpatient Departments?'

The sample claim form provided below is only an example. It is always the provider’s responsibility to determine the
appropriate healthcare setting and to submit true and correct claims for the products and services rendered. Providers should
contact third-party payers for specific information on their coding, coverage, payment policies, and fee schedules.

" Facility Name 2 Pay-to name BT XXX “
! Street Address Street Address hice
! City, State Zip City, State Zip 5 FED.TAX NO. U Gheheneaias) 8
Phone |
6 PATIENT NAVE [a] Janes.Doe 9 PATIENT ADDRESS [a] 123 Main Street
o o[ Anytown [e[Az T 12333 [e]Us
[rsexie owe “natirvee ssrcl oo 7SW] 16w P -
03/23/[970 I T 1 |
37__0GCU| [RENGE 3 OCCURRENGE % ‘GCCURRENGE SPAN EQ ‘CCCURRENGE SPAN
cone DATE cooe DATE cooe FROM TrRouaH | cooe FROM THROUGH
a
b
o
d
i2nevco s oescaerion S CooE SSERVONTE |46 SERVUNTS 47 TOTAL CHARGES 48 NON.COVERED CHARGES. |40
20636 MLYCLO Q5154 10-01-25 X '
2 B
10940 Other therapeutic services 96XXX 10-01-25 1 °
4 g
5 s
i g
7 i
fl g
i g
r fo
| o
n he
l s
r ho
r hs
r he
] e
l ho
r ho
x| ko
2| b
= e
#0001 |PAGE____ OF ____ CREATION DATE OTA [
50 PAYER NAVE 51 HEALTH PLAN EreT oot erion pamenTs |55 ST AvOUNT DUE sanel
A 5 ln
° oTHER o
E PRV 1D 3
58 INSURED'S NAME [sopreL 60 msuRED's UniauE 1D 61 GROUP NAME 62 INSURANGE GROUP NO.
A h
o o
q le
63 TREATMENT AUTHORIZATION CODES. 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAVE
A I
o o
E e
i e s L
DT PTENT TiPPS ’E’ —‘ Tn
i PO PROGEDURE Pl S ToAmEnonG_fer |
LasT [FmsT
e S |W oo
LasT [FirsT
MEYGLO 75 MG NDG X000 000X e Tomen | E|
3 LasT [Frmst
< moEen | |wi Jo] T
d LasT FiRsT
0536 069 THE REVERSE APPLY 1O TAND ARE VADE A PART HEREOF.

NUBC' 2225 Licoz1azs7

Field 42: Include appropriate revenue code
corresponding with the HCPCS code in

Field 44.Then, enter the appropriate revenue
code corresponding with the CPT® code in
Field 44.

Field 43: Provide drug product name, strength,
NDC, and quantity.

Field 44: Indicate appropriate HCPCS codes
(eg, Q5154) and CPT® codes (eg, 96372 for
subcutaneous administration) and modifiers
(eg, JZ), as required by the payer.

Field 46: Enter the number of HCPCS units.

Field 47: Indicate total charges.

Field 56: Indicate the appropriate NPl number.

Field 66: Indicate the most medically appropriate
diagnosis code.

Field 80: Payers require drug name, route of
administration, NDC, and total dosage.
Check with your payer to verify specific
requirements, including use of the 10-digit or
11-digit NDC. This is a necessary field.

CMS, Centers for Medicare & Medicaid Services; CPT, Current Procedural Terminology; HCPCS, Healthcare Common Procedure Coding System;
NDC, National Drug Code; NPI, National Provider Identifier.
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Patient Support Programs Created to Provide Treatment
Access to as Many Eligible Patients as Possible

-

CELLTRION
CONNECT

PATIENT SUPPORT PROGRAM

Celltrion CONNECT® helps
hub-enrolled patients understand and
navigate their insurance coverage and
identify resources that may help them

afford their treatment

CELLTRION

CARES

CO-PAY PROGRAM

Commercially insured patients may
be able to receive financial assistance
through the Celltrion CARES® Co-Pay

Assistance Program

CELLTRION

nFORM

ACCESS SOLUTIONS FOR PATIENTS & PROVIDERS

A dedicated team of Field
Reimbursement Managers assists
patients and providers in navigating
all aspects of medication access

- J

Comprehensive Patient Support Offered by Celltrion CONNECT®

4 )
CELLTRION

CONNECT

PATIENT SUPPORT PROGRAM

4 N )

Financial Healthcare Provider

Assistance Resources

+ Patient insurance benefit verifications + Online portal

« Prior authorization assistance « Sample Letters of Medical Exception

« Appeal support and Appeal

. Co-pay Assistance Program « Downloadable brochures

(Celltrion CARES) for your
commercially insured patients

« Downloadable Enrollment Form

« Downloadable Billing and Coding Guide
- Financial support for qualified
eligible patients

\ /O J
CelltrionCONNECT.com

1-877-812-6662
N /

Ll
I
]
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IMPORTANT SAFETY INFORMATION
WARNING: ANAPHYLAXIS

Anaphylaxis presenting as bronchospasm, hypotension,
syncope, urticaria, and/or angioedema of the throat or
tongue, has been reported to occur after administration

of omalizumab products. Anaphylaxis has occurred as

early as after the first dose of omalizumab products, but

also has occurred beyond 1 year after beginning regularly
administered treatment. Because of the risk of anaphylaxis,
initiate OMLYCLO therapy in a healthcare setting and closely
observe patients for an appropriate period of time after
OMLYCLO administration. Healthcare providers administering
OMLYCLO should be prepared to manage anaphylaxis, which
can be life-threatening. Inform patients of the signs and
symptoms of anaphylaxis and instruct them to seekimmediate
medical care should symptoms occur. Selection of patients for
self-administration of OMLYCLO should be based on criteria to
mitigate risk from anaphylaxis.

Contraindications: Severe hypersensitivity reaction to
omalizumab products or any ingredient of OMLYCLO.

Anaphylaxis. Life-threatening anaphylaxis has occurred after

use of omalizumab products, with signs/symptoms including
bronchospasm, hypotension, syncope, urticaria, and/or
angioedema of the throat or tongue; it can occur as early as the
first dose, beyond 1 year after starting, and has been reported up
to 4 days after administration. Initiate OMLYCLO in a healthcare
setting equipped to manage anaphylaxis and observe patients

for an appropriate period after dosing; educate patients on
signs/symptoms and the need for immediate medical care. Risk

is increased in patients with a history of anaphylaxis to foods,
medications, or other causes. After therapy is safely established,
self-administration of the OMLYCLO prefilled syringe may be
appropriate for selected patients/caregivers based on risk
mitigation (including no prior history of anaphylaxis, at least 3
supervised doses without hypersensitivity, ability to recognize and
appropriately treat anaphylaxis, and ability to perform SCinjections
correctly). Discontinue OMLYCLO in patients who experience a
severe hypersensitivity reaction.

Malignancy. Malignant neoplasms have been observed in clinical
studies; the impact of longer exposure and use in patients at
higher baseline risk is not known, and limitations of longer-term
observational data preclude definitively ruling out a malignancy
risk with omalizumab products.

Acute Asthma Symptoms and Deteriorating Disease.
Omalizumab products have not been shown to relieve acute
asthma exacerbations; do not use OMLYCLO to treat acute
bronchospasm or status asthmaticus. Advise patients to seek
medical care if asthma remains uncontrolled or worsens after
starting OMLYCLO.

Corticosteroid Reduction. Do not abruptly discontinue systemic
or inhaled corticosteroids when starting OMLYCLO for asthma

or CRSWNP; taper gradually under physician supervision. In

CSU patients, use of omalizumab products in combination with
corticosteroids has not been evaluated.

Eosinophilic Conditions. In rare cases, patients with asthma

on omalizumab products have developed serious systemic
eosinophilia, sometimes with vasculitis consistent with Churg-
Strauss syndrome, often in the setting of oral corticosteroid
reduction. Be alert for eosinophilia, vasculitic rash, worsening
pulmonary symptoms, cardiac complications, and/or neuropathy; a
causal association has not been established.

Fever, Arthralgia, and Rash. In post-approval use, a serum
sickness-like constellation (arthritis/arthralgia, rash, fever,
lymphadenopathy) has occurred 1 to 5 days after injections and
may recur with additional doses; stop OMLYCLO if this constellation
develops.

Parasitic (Helminth) Infection. Monitor patients at high risk of
geohelminth infection during OMLYCLO therapy; available data
are insufficient to define the duration of monitoring needed after
stopping treatment. A clinical trial in a high-risk setting observed
more infections with omalizumab than placebo; response to
appropriate anti-geohelminth treatment was not different
between groups.

Laboratory Tests. Total serum IgE increases after dosing and

may remain elevated for up to 1 year after discontinuation due to
drug:lgE complexes; do not use total IgE levels obtained less than

1 year after discontinuation to reassess dosing regimen for asthma,
CRSWNP, or IgE-mediated food allergy because these levels may
not reflect steady-state free IgE levels.

Potential Medication Error Related to Emergency Treatment
of Anaphylaxis. OMLYCLO should not be used for the emergency
treatment of allergic reactions, including anaphylaxis. Instruct
patients that OMLYCLO is for maintenance use to reduce allergic
reactions, including anaphylaxis, while avoiding food allergens.

Most Common Adverse Reactions

+ Asthma: In patients >12 years, reported in >1%: arthralgia,
general pain, leg pain, fatigue, dizziness, fracture, arm pain,
pruritus, dermatitis, and earache. In pediatric patients (6 to
<12 years), reported in >3%: nasopharyngitis, headache,
pyrexia, upper abdominal pain, streptococcal pharynagitis,
otitis media, viral gastroenteritis, arthropod bites, and
epistaxis.

«  CRSWNP: In >3% of adult patients: headache, injection site
reactions, arthralgia, upper abdominal pain, and dizziness.

« lgE-Mediated Food Allergy: In >3% of patients: injection site
reactions and pyrexia.

+ CSU:In =2% of patients: nausea, nasopharyngitis, sinusitis,
upper respiratory tract infections (viral and non-viral),
arthralgia, headache, and cough.

Please see the full Prescribing Information for complete
details. To report suspected adverse reactions, contact
CELLTRION USA INC. at 1-800-560-9414 or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.com
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