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INDICATIONS

AVTOZMA® is an interleukin-6 (IL-6) receptor antagonist indicated for treatment of:

« Rheumatoid Arthritis (RA): Adult patients with moderately to severely active RA who have had an
inadequate response to one or more Disease-Modifying Anti-Rheumatic Drugs (DMARDs).

+ Giant Cell Arteritis (GCA): Adult patients with GCA.

« Polyarticular Juvenile Idiopathic Arthritis (PJIA): Patients 2+ years old with active PJIA.

« Systemic Juvenile Idiopathic Arthritis (SJIA): Patients 2+ years old with active SJIA.

« Cytokine Release Syndrome (CRS): Adults and pediatric patients 2 years of age and older with chimeric
antigen receptor (CAR) T cell-induced severe or life-threatening cytokine release syndrome.

« Coronavirus Disease 2019 (COVID-19): Hospitalized adult patients with COVID-19 who are receiving
systemic corticosteroids and require supplemental oxygen, non-invasive or invasive mechanical
ventilation, or extracorporeal membrane oxygenation (ECMO).

IMPORTANT SAFETY INFORMATION

WARNING: RISK OF SERIOUS INFECTIONS

Patients treated with tocilizumab products including AVTOZMA are at increased risk for developing serious
infections that may lead to hospitalization or death. Most patients who developed these infections were
taking concomitant immunosuppressants such as methotrexate or corticosteroids.

If a serious infection develops, interrupt AVTOZMA until the infection is controlled. Reported infections include:

« Active tuberculosis, which may present with pulmonary or extrapulmonary disease. Patients, except those
with COVID-19, should be tested for latent tuberculosis before AVTOZMA use and during therapy. Treatment
for latent infection should be initiated prior to AVTOZMA use.

« Invasive fungal infections, including candidiasis, aspergillosis, and pneumocystis. Patients with invasive
fungal infections may present with disseminated, rather than localized, disease.

« Bacterial, viral and other infections due to opportunistic pathogens.
The risks and benefits of treatment with AVTOZMA should be carefully considered prior to initiating therapy in

patients with chronic or recurrent infection.

Patients should be closely monitored for the development of signs and symptoms of infection during and
after treatment with AVTOZMA, including the possible development of tuberculosis in patients who tested
negative for latent tuberculosis infection prior to initiating therapy.

Please see additional Important Safety Information throughout and on page 10 and full Prescribing Information.
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Introduction to AVTOZMAZ® (tocilizumab-anoh)’

AVTOZMA injection for intravenous or subcutaneous use is an interleukin-6 (IL-6) receptor antagonist
biosimilar to ACTEMRA® (tocilizumab).

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 AVTOZMA
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.

AVTOZMA Formulation'

FOR INTRAVENOUS INFUSION FOR INTRAVENOUS INFUSION FOR INTRAVENOUS INFUSION

A\Itozmam Avtozmam Avtozmam
sterile concentrate Steri.le. concentraté S\Eﬂ.le' concentrate
t Tla ‘Z?Flllzumab
Vuse g gﬁﬁ Vuse ) e Vuse g %‘ﬁ
80 mg/4 mL (20 mg/mL) 200 mg/10 mL (20 mg/mL) 400 mg/20 mL (20 mg/mL)
Carton of 1 vial® Carton of 1 vial® Carton of 1 vial®
NDC: 72606-042-01 NDC: 72606-043-01 NDC: 72606-044-01

*Please note that the above images may differ from the actual product images
FDA, US Food and Drug Administration; NDC, National Drug Code.

IMPORTANT SAFETY INFORMATION

WARNING: RISK OF SERIOUS INFECTIONS

Patients treated with tocilizumab products including AVTOZMA are at increased risk for developing serious infections that may
lead to hospitalization or death. Most patients who developed these infections were taking concomitant immunosuppressants
such as methotrexate or corticosteroids.

If a serious infection develops, interrupt AVTOZMA until the infection is controlled. Reported infections include:

« Active tuberculosis, which may present with pulmonary or extrapulmonary disease. Patients, except those with COVID-19,
should be tested for latent tuberculosis before AVTOZMA use and during therapy. Treatment for latent infection should be
initiated prior to AVTOZMA use.

« Invasive fungal infections, including candidiasis, aspergillosis, and pneumocystis. Patients with invasive fungal infections
may present with disseminated, rather than localized, disease.

« Bacterial, viral and other infections due to opportunistic pathogens.
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Indications'

AVTOZMA® (tocilizumab-anoh) is an interleukin-6 (IL-6) receptor antagonist indicated for treatment of:

« Rheumatoid Arthritis (RA): Adult patients with moderately to severely active RA who have had an
inadequate response to one or more Disease-Modifying Anti-Rheumatic Drugs (DMARDSs).

« Giant Cell Arteritis (GCA): Adult patients with GCA.

« Polyarticular Juvenile Idiopathic Arthritis (PJIA): Patients 2+ years old with active PJIA.

« Systemic Juvenile Idiopathic Arthritis (SJIA): Patients 2+ years old with active SJIA.

« Cytokine Release Syndrome (CRS): Adults and pediatric patients 2 years of age and older with chimeric
antigen receptor (CAR) T cell-induced severe or life-threatening cytokine release syndrome.

« Coronavirus Disease 2019 (COVID-19): Hospitalized adult patients with COVID-19 who are receiving
systemic corticosteroids and require supplemental oxygen, non-invasive or invasive mechanical ventilation,
or extracorporeal membrane oxygenation (ECMO).

Dosage and Administration’

General Administration and Dosing Information

¢ RA, GCA, PJIA, and SJIA - It is recommended that AVTOZMA not be initiated in patients with an absolute
neutrophil count (ANC) below 2000 per mm?3, platelet count below 100,000 per mm?3, or ALT or AST above
1.5 times the upper limit of normal (ULN).

* COVID-19 - It is recommended that AVTOZMA not be initiated in patients with an ANC below 1000 per mm?,
platelet count below 50,000 mm?, or ALT or AST above 10 times the ULN.

+ In RA, CRS, or COVID-19 patients, AVTOZMA doses exceeding 800 mg per infusion are not recommended.

+ In GCA patients, AVTOZMA doses exceeding 600 mg per infusion are not recommended.

Indication Recommended Dosing

Recommended Adult Intravenous Dosage:

* When used in combination with nonbiologic DMARDs or as monotherapy the
recommended starting dose is 4 mg per kg every 4 weeks, followed by an
increase to 8 mg per kg every 4 weeks based on clinical response

Recommended Adult Intravenous Dosage:

: - » The recommended dose is 6 mg per kg every 4 weeks in combination with
Giant Cell Arteritis (GCA) a tapering course of glucocorticoids. AVTOZMA can be used alone following
discontinuation of glucocorticoids

. . . : Recommended Intravenous PJIA Dosage Every 4 Weeks:
i?gzﬂ{it;c(g?lrg)luvemle Idiopathic  Patients less than 30 kg weight: 10 mg per kg
 Patients at or above 30 kg weight: 8 mg per kg

; ; . ; Recommended Intravenous SJIA Dosage Every 2 Weeks:
i}/tsr:ﬁ;ps'c(;ﬁx()an"e Idiopathic  Patients less than 30 kg weight: 12 mg per kg
+ Patients at or above 30 kg weight: 8 mg per kg

Recommended Intravenous CRS Dosage:

Rheumatoid Arthritis (RA)

Cytokine Release Syndrome  Patients less than 30 kg weight: 12 mg per kg
(CRs) - Patients at or above 30 kg weight: 8 mg per kg
+ Alone or in combination with corticosteroids
Coronavirus Disease 2019 The recommended dosage of AVTOZMA for adult patients with COVID-19 is
(covip-19) 8 mg per kg administered by a 60-minute intravenous infusion

ALT, alanine transaminase; AST, aspartate transaminase; ANC, absolute neutrophil count..

IMPORTANT SAFETY INFORMATION (CONTINUED)

WARNING: RISK OF SERIOUS INFECTIONS (CONTINUED)

The risks and benéfits of treatment with AVTOZMA should be carefully considered prior to initiating therapy in patients with
chronic or recurrent infection.
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Sample Coding

This section serves as an educational reference for coding that may be appropriate for reporting AVTOZMA and
related services. Medical record documentation must support the codes reported on the claim. These codes
may be appropriate when AVTOZMA 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

Rheumatoid Arthritis (RA)

M05.00-M05.09 Felty's syndrome (rheumatoid arthritis with splenoadenomegaly and leukopenia)
M05.10-M05.19 Rheumatoid lung disease with rheumatoid arthritis of unspecified site
M05.20-M05.29 Rheumatoid vasculitis with rheumatoid arthritis

M05.30-M05.39 Rheumatoid heart disease with rheumatoid arthritis

M05.40-M05.49 Rheumatoid myopathy with rheumatoid arthritis
M05.50-M05.59 Rheumatoid polyneuropathy with rheumatoid arthritis

M05.60-M05.69 Rheumatoid arthritis with involvement of other organs and systems
M05.70-M05.79 Rheumatoid arthritis with rheumatoid factor without organ or systems involvement
MO5.7A Rheumatoid arthritis with rheumatoid factor of other specified site without organ or systems involvement
M05.80-M05.8A Other rheumatoid arthritis with rheumatoid factor

M05.9 Rheumatoid arthritis with rheumatoid factor, unspecified
M06.00-M06.09 Rheumatoid arthritis without rheumatoid factor

MO06.0A Rheumatoid arthritis without rheumatoid factor, other specified site
M06.80-M06.8A Other specified rheumatoid arthritis

M06.9 Rheumatoid arthritis, unspecified

Giant Cell Arteritis (GCA)

M31.5 Giant cell arteritis with polymyalgia rheumatica

M31.6 Other giant cell arteritis

Polyarticular Juvenile Idiopathic Arthritis (PJIA)

M08.3 Juvenile rheumatoid polyarthritis (seronegative)

M08.80 Other juvenile arthritis, unspecified site

M08.90 Juvenile arthritis, unspecified, unspecified site

Systemic Juvenile Idiopathic Arthritis (SJIA)

M08.20-M08.29 Juvenile rheumatoid arthritis with systemic onset

MO08.2A Juvenile rheumatoid arthritis with systemic onset, other specified site
Cytokine Release Syndrome

D89.833 Cytokine release syndrome, grade 3

D89.834 Cytokine release syndrome, grade 4

D89.835 Cytokine release syndrome, grade 5

D89.839 Cytokine release syndrome, grade unspecified

Coronavirus Disease 2019 (COVID-19)

J12.82 Pneumonia due to coronavirus disease 2019

u07.1 COVID-19

Note: Allowable diagnosis codes may vary by payer.
ICD-10-CM, International Classification of Diseases, 10th Revision, Clinical Modification.

IMPORTANT SAFETY INFORMATION (CONTINUED)
WARNING: RISK OF SERIOUS INFECTIONS (CONTINUED)
Patients should be closely monitored for the development of signs and symptoms of infection during and after treatment with

AVTOZMA, including the possible development of tuberculosis in patients who tested negative for latent tuberculosis infection
prior to initiating therapy.

X
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National Drug Code'?

The National Drug Code (NDC) is required on the claim form. While the FDA uses a 10-digit format when
registering NDCs, payers often require an 11-digit NDC format on claim forms for billing purposes. The NDC unit
of measure qualifier and quantity may also be required. Check payer-specific reporting requirements.

AVTOZMA Carton Size 10-Digit NDC 11-Digit NDC
80 mg/4 mL Carton of 1vial 72606-042-01 72606-0042-01
(20 mg/mL)

200 mg/10 mt Carton of 1vial 72606-043-01 72606-0043-01
(20 mg/mL)

400 mg/20 mL Carton of 1 vial 72606-044-01 72606-0044-01
(20 mg/mL)

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*4¢

Drug administration services are reported on claims forms in both the physician office and hospital
outpatient sites of care using the Current Procedural Terminology (CPT®) coding system.

Locationon
CMS-1450
(UB-04) Form

Location on
CMS-1500 Form

Code Set Code and Description

cpT® 96365 I‘ntroven.ous infusion, for therapy, .p'rophyIGX|s, or Field 24D Field 44
diagnosis (specify substance or drug); initial, up to 1 hour
cpTe 96413 Qhemotherapy adm_lnlstratl_or'\,.|ntravenous infusion Field 24D Field 44
technique; up to 1hour, single or initial substance/drug

IMPORTANT SAFETY INFORMATION (CONTINUED)
Contraindications: Known hypersensitivity to tocilizumab products.

Serious Infections. Serious and sometimes fatal infections, including bacterial, mycobacterial, invasive fungal, viral, and opportunistic
infections, have been reported with tocilizumab products, including AVTOZMA. Common serious infections include pneumonia,
urinary tract infections, cellulitis, herpes zoster, and sepsis, while opportunistic infections such as tuberculosis and cryptococcus have
also occurred. Patients with chronic or recurrent infections, tuberculosis exposure, or underlying conditions predisposing to infections
should have the risks and benefits of AVTOZMA carefully evaluated. Monitor patients closely during and after treatment for signs of
infection, and discontinue AVTOZMA if a serious infection develops, initiating appropriate antimicrobial therapy as needed.

Gastrointestinal (GI) Perforation. Gastrointestinal perforation events, primarily associated with diverticulitis, have been reported in
clinical trials of tocilizumab. Use AVTOZMA cautiously in patients at increased risk for gastrointestinal perforation. Promptly evaluate
any patient experiencing new abdominal symptoms to ensure early detection and management of this condition.

Hepatotoxicity. Serious hepatic injury, including cases of liver transplant and death, has occurred with tocilizumalb products, with
onset ranging from months to years. Some cases involved marked transaminase elevations (>5x ULN), while others presented with
mild elevations and symptoms of liver dysfunction. Risk is higher with hepatotoxic drugs like methotrexate. Baseline and regular
liver tests are required for RA, GCA, PJIA, and SJIA patients, with specific monitoring intervals based on the condition. Do not initiate
AVTOZMA if ALT or AST >1.5x ULN (RA/GCA) or >10x ULN (COVID-19), and discontinue if ALT or AST >5x ULN. Evaluate symptoms of liver
injury promptly, and only restart treatment if liver test abnormalities are resolved and attributed to another cause.

Changes in Laboratory Parameters. Treatment with tocilizumalb products, including AVTOZMA, has been associated with
neutropenia, thrombocytopenia, elevated liver enzymes, and lipid abnormalities. Infections are uncommon with treatment-related
neutropenia, but AVTOZMA should not be initiated in RA or GCA patients with ANC <2000/mm? or platelet counts

<100,000/ mm?, and treatment is not recommmended if ANC drops below 500/ mm? or platelets below 50,000/ mm?3. For COVID-19
patients, AVTOZMA is not recommended with ANC <1000/mm? or platelets <50,000/mm?. Monitor neutrophils, platelets, and liver
enzymes 4-8 weeks after starting therapy and every 3 months thereafter, adjusting treatment as needed. Lipid levels, including
cholesterol and triglycerides, may increase and should be assessed 4-8 weeks after initiation, with management per clinical
guidelines. A similar pattern is observed in PJIA and SJIA, requiring specific monitoring intervals for these populations. Refer to
Dosage and Administration for modifications based on test results.

X
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HCPCS Level Il Codes®’

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 Q5156 [Injection,
tocilizumabanoh (AVTOZMA), biosimilar, 1 mg] to report AVTOZMA on claims. Effective January 24, 2025,
providers may report HCPCS Q0237, M0237 or M0238 for use in patient with COVID-19, as appropriate. Note
that providers should not report the HCPCS code for the reference product when billing for a biosimilar.

Location on Location on

..8
S DR (S DE P A CMS-1500 Form® CMS-1450 (UB-04) Form®

Q5156 Injection, tocilizumabanoh

HCPCS (AVTOZMA), biosimilar, 1 mg Field 24D Field 44
Modifiers®e8?°
Location on ecatlenion
Modifier Description®® CMS-1500 Form® CMS-1450
(UB-04) Form®
4z No amount of drug was dls‘cgrded froma smg!e—wol/dose drug Field 24D Field 44
and not administered to any patient
JW Amount of drug discarded/not administered to any patient Field 24D Field 44
B Drug or blO!OgICOl acquired with 3403 drug pricing program Field 24D Field 44
discount, reported for tracking purposes

Note on product and administration coding:

If you order AVTOZMA through a specialty pharmacy or the Celltrion CONNECT® Patient Assistance
Program (PAP), 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 AVTOZMA.

CMS, Centers for Medicare & Medicaid Services.

IMPORTANT SAFETY INFORMATION (CONTINUED)
Immunosuppression. The effect of tocilizumalb products on malignancy development is unknown, though malignancies were
observed in clinical studies. As an immunosuppressant, AVTOZMA may increase the risk of malignancies.

Hypersensitivity Reactions, Including Anaphylaxis. Hypersensitivity reactions, including anaphylaxis and fatal events, have
been reported with tocilizumab products. Anaphylaxis requiring discontinuation occurred in 0.1% to 0.7% of trial patients, with
postmarketing cases reported at various doses, with or without premedication, and as early as the first infusion. AVTOZMA
intravenous infusions must be administered by healthcare professionals equipped to manage anaphylaxis. For subcutaneous
use, patients must seek immediate medical attention if hypersensitivity symptoms occur. Discontinue AVTOZMA permanently if
anaphylaxis or other hypersensitivity reaction occurs. Do not use in patients with known hypersensitivity to tocilizumab products.

Demyelinating Disorders. The impact of tocilizumab on demyelinating disorders is unknown, but rare cases like multiple sclerosis
and polyneuropathy were reported in RA studies. Monitor for symptoms and use caution in patients with preexisting or recent
demyelinating disorders.

Active Hepatic Disease and Hepatic Impairment. Treatment with AVTOZMA is not recommended.

Live Vaccines. Avoid concurrent use of live vaccines with AVTOZMA, as clinical safety and secondary transmission risk are
unknown. Follow guidelines on timing between live vaccines and AVTOZMA.

Adverse Reactions reported in 25% of tocilizumalb-treated patients include upper respiratory tract infections, nasopharyngitis,
headache, hypertension, increased ALT, and injection site reactions.

X
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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.

[OfeH0] T

5 !

HEALTH INSURANCE CLAIM FORM E

APPROVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12 ‘i

PICA PICA ’_rr

1. MEDICARE MEDICAID TRICARE CHAMPVA EE‘QLUTPH PLAN EE}E‘L\UNG ER | 1a. INSURED'S I.D. NUMBER (For Program in Item 1) e

D (Medicare) @ (Medicaict#) D (ID#DoD#) D (Member ID#) D (ID#) D (ID#) D (1D#)

2. PATIENT'S NAME (Last Name, First Name, Middle Initial) 3. P&uENT'SDE\RTH Q(AVTE SEX 4. INSURED'S NAME (Last Name, First Name, Middle Initial)

"T85

| | M F o . .
D Y P e | Field 19: Payers require drug name, route of
123 Main Street set[] spouse[ Jona[ ] over[ ] | 123 Main Street administration, NDC, and total dosage. Check

CcITY STATE | 8. RESERVED FOR NUCC USE cITY STATE 4 . . . pe .

Anytown AZ Anytown Az 2 with your payer to verify specific requirements,

ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) s . . _ . . _ . .

12333 (999)123-9876 12333 (999 ) 123-9876 H including use of the 10-digit or T1-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 Note: Some poye rS mqy 0 |So req uest the

o
2 OTHER INSURED'S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) . INSURED'S DATE OF BIRTH SEX g WholeSG Ie chu Isition cost (WAC) prlCe to be
559

e DO o SR W included
b. RESERVED FOR NUCC USE b. AUTO ACCIDENT? PLAGE (siate) [>- OTHER CLAIM D (Designated by NUCC) a .

[Cves  [wo ! 2
c. RESERVED FOR NUCC USE c. OTHER ACCIDENT? . INSURANCE PLAN NAME OR PROGRAM NAME E

[Jves [ g . . . .
d. INSURANCE PLAN NAME OR PROGRAM NAME 10d. CLAIM CODES (Designated by NUCC) d. IS THERE ANOTHER HEALTH BENEFIT PLAN? z_ Fleld 2" Ind Icqte the mOSt medICGI |y

D ves [[]NO  iryes, complete tems 9, 9a, and 9o i i H ~10-
READ BACK OF FORM BEFORE COMPLHTING & SIGNING THIS FORM. 13. INSURED'S OR AUTHORIZED PERSON'S SIGNATURE | authorize Gpproprlcte dlagnOSIS COde (ICD ] 0 CM).

[12. PATIENT'S OR AUTHORIZED PERSON'S SIGNATURE | authorizq the release of any medical or other information necessary payment of medical benefits to the undersigned physician or supplier for
to process this claim. | also request payment of government benefits gther to myself or to the party who accepts assignment services described below.
below.

SIGNED. DATE SIGNED . . .

14. DATE OF CURRENT ILLNESS, INJURY, or PREGNANCY (LMP) |15. OTHER DATE 16. DATES PATIENT UNABLE TO WORK IN CURRENT OCCUPATION Fleld 23: If req u Ired, report the prlor
MM } bD } Yy QUAL } QUAL} } MM } DD } Yy ROM MM } bb } Yy 0 MM } DD } Yy . .

17. NAM‘E OF RéFERR\NG PHOV\DE‘R OR OTHER SOURCE 175_‘ : ‘ ' : ' 18. HOSPIT&\RII‘Z‘ATI%IS D‘ATESVB(ELATED TO CL"\;‘TE‘I\JTSER‘VICESVV GUthorIZthon number here'

! John Smith, MD 170 [we| 321 654 7890 oM || o
19. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) 20. OUTSIDE LAB? $ CHARGES
AVTOZMA 80 MG IV NDC: 72606-0042-01 [Jves [no |
21, DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service line below (24E) o\ T 22. RESUBMISSION
M8‘| 0 ‘ ‘ i | CODE ORIGINAL REF. NO.
L o c.
:» L i L el 2 “ 23, PRIOR AUTHORIZATION NUMBER
I | J. | S Ll . . . . . . .
P h e O SR T T C- 5. PROCEDURES, SERVICES, GREUPPUEE | F ; —Tr T = Field 24A: If line item NDC information is
From To IPLACE OF | (Explain Unusual Circumstances) DIAGNOSIS oA E:fnw . RENDERING o . . . .
MM72632003:;01 MM DD YY |SERVCE| EMG ‘ CPT/HCPCS | MODIFIER POINTER $ CHARGES units | Pl | QUAL PROVIDER ID. # "E_‘ requ”'ed, it W|” be entered in the Shqded
10 j01 {25 |10 jo1 25 Q5156 R Y | exx [wi 3216547890 | i i . i
ho lor | o1 | L ‘ & ortion of item 24A. NDCs must be billed
2 . .
2 L L e L L LA Ll | [wils2iesazes0 g with the N4 qualifier before the NDC.
5
A I ‘ 3 Y A % Field 24D: Indicate appropriate HCPCS as
4 | | | | | | | | e i x . :
N T S N O T [ \ ‘ R 3 required by the payer (eg, Q5156). Include the
G I s O | [ f \ 1 | [ ] 2 appropriate CPT® code (eg, 96365 or 96413)
> ) .
I L | | Wl & to report the administration procedure.
25. FEDERAL TAX 1.D. NUMBER SSN EIN 26. PATIENT'S ACCOUNT NO. 27. kég%gle:w%s %ybgs{?;ﬂ'? 28. TOTAL CHARGE 29. AMOUNT PAID 30. Rsvd for NUCC Use
Of Yes ﬁwo s | s | | . . . .

31. SIGNATURE OF PHYSICIAN OR SUPPLIER '32. SERVICE FACILITY LOCATION INFORMATION T BING FROVIOER PO TP ( ) Fleld 24E. Enter the dICIgnOSIS COde reference
INCLUDING DEGREES OR CREDENTIALS . . .
oo e ar e p et letter as shown in box 21. Enter only 1 diagnosis

pointer.

SIGNED DATE @ “1 a b v
NUCC Instruction Manual available at: www.nucc.org PLEASE PRINT OR TYPE APPRQVED OMB-0938-1197 FORM 1500 (02-12)

Field 24G: Enter the number of HCPCS units.
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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
Street Address

2 Pay-to name
Street Address

FI-

BT | XX-XXX
S ED

Rece

s Fe0 X NO.

31 OCCURRENCE
CoDE DATE

City, State, Zip City, State, Zip [ e v e |

Phone ‘ ‘ ‘
8 PATIENT NAME [a] Janes.Doe 9 PATIENT ADDRESS [a] 123 Main Street
o] o[ Anytown [c[Az Te] 12333 [e[us
10 BATHOAT [rsxfie ome “natree snc| R 7SW] 15 w6 x a N m  x o n [ueR]

03/23/)970 I [ T 1 [ T [ |

33 OCCURRENGE 4 OCCURRENCE
CODE DATE con: e

3 ‘OCCURRENGE SPAN g
coDE FROM THROUGH

% 3 ) \LUE CODES
oo ‘Gooe AMOUNT
a
b
o
d
42REV.CO. | 43 DESGAIPTION HPPS COOE ASSERV.ONTE |46 SERVUNTS 7 TorAL craRges 48 NON COVERED GHARGES | 49
0636 AVTOZMA Q5156 10-01-25 XX
2
10940 Other therapeutic services 96XXX 10-01-25 1
.
5 g
o g
7 a
fl g
9 g
o
r
"
| .
| o
x| ko
2| br
2 2
#0001 |PAGE____ OF CREATION DATE OTA
50 PAYER NAVE 51 HEATH PN D ZRT [ o4 prion PAYMENTS | 5 EST. AMOUNT OUE sanel
57
o otHER
q PRV ID le
[ 58 wsureo's naue [sorreL] 60 msuRED's UniauE 1D 61 GROUP NAME 62 INSURANCE GROUP NO.
o o
£ e
63 TREATMENT AUTHORIZATION CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAVE
A I
o o
E le
o | G
T ["ee El \ F
e o ER PROGEDURE i 7o arENomG et o]
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Field 42: Include appropriate revenue codes
corresponding with the HCPCS code in

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

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

Field 44: Indicate appropriate HCPCS
codes (eg, Q5156) and CPT® codes

(eg, 96365 or 96413) and modifiers as
required by the payer.

Field 46: Enter the number of HCPCS units.

Field 47: Indicate total charges.

Field 56: Indicate the appropriate NPI
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.
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Patient Support Programs Created
to Provide Treatment Access to
as Many Eligible Patients as Possible

4 N

CELLTRION el CELLTRION
& C FCRM
PATIENT SUPPORT PROGRAM CO-PAY PROGRAM ACCESS SOLUTIONS FOR PATIENTS & PROVIDERS
Celltrion CONNECT® helps Commercially insured patients A dedicated team of Field
hub-enrolled patients understand may be able to receive Relmbursement Managers
and navigate their insurance financial assistance through (FRMS) to assist patients and
coverage and identify resources the Celltrion CARES® Co-Pay providers in navigating all
that may help them afford their Assistance Program aspects of medication access
treatment

~

Comprehensive Patient Support Offered by Celltrion CONNECT

CELLTRION
©

PATIENT SUPPORT PROGRAM

4 N )

= 8
Financial Healthcare Provider
Assistance Resources
« Patient insurance benefit + Online portal
verifications (BV) « Sample Letters of Medical Exception
« Prior authorization (PA) assistance and Appeal
» Appeal support « Downloadable brochures
» Co-pay Assistance Program « Downloadable Enroliment Form
(Celltrion F:ARES) for your - Downloadable Billing and Coding
commercially insured patients Guide
« Financial support for qualified

\ eligible patients J \ J

www.CelltrionCONNECT.com

9 1-877-81CONNC (1-877-812-6662) y
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IMPORTANT SAFETY INFORMATION

WARNING: RISK OF SERIOUS INFECTIONS

Patients treated with tocilizumab products including
AVTOZMA are at increased risk for developing serious
infections that may lead to hospitalization or death. Most
patients who developed these infections were taking
concomitant immunosuppressants such as methotrexate
or corticosteroids.

If a serious infection develops, interrupt AVTOZMA until the
infection is controlled. Reported infections include:

« Active tuberculosis, which may present with pulmonary
or extrapulmonary disease. Patients, except those with
COVID-19, should be tested for latent tuberculosis before
AVTOZMA use and during therapy. Treatment for latent
infection should be initiated prior to AVTOZMA use.

« Invasive fungal infections, including candidiasis,
aspergillosis, and pneumocystis. Patients with invasive
fungal infections may present with disseminated, rather
than localized, disease.

« Bacterial, viral and other infections due to opportunistic
pathogens.

The risks and benefits of treatment with AVTOZMA should
be carefully considered prior to initiating therapy in
patients with chronic or recurrent infection.

Patients should be closely monitored for the development
of signs and symptoms of infection during and after
treatment with AVTOZMA, including the possible
development of tuberculosis in patients who tested
negative for latent tuberculosis infection prior to initiating
therapy.

Contraindications: Known hypersensitivity to tocilizumab
products.

Serious Infections. Serious and sometimes fatal infections,
including bacterial, mycobacterial, invasive fungal, viral, and
opportunistic infections, have been reported with tocilizumab
products, including AVTOZMA. Common serious infections
include pneumonia, urinary tract infections, cellulitis, herpes
zoster, and sepsis, while opportunistic infections such as
tuberculosis and cryptococcus have also occurred. Patients
with chronic or recurrent infections, tuberculosis exposure,
or underlying conditions predisposing to infections should
have the risks and benefits of AVTOZMA carefully evaluated.
Monitor patients closely during and after treatment for signs
of infection, and discontinue AVTOZMA if a serious infection
develops, initiating appropriate antimicrobial therapy as
needed.

Gastrointestinal (GlI) Perforation. Gastrointestinal
perforation events, primarily associated with diverticulitis,
have been reported in clinical trials of tocilizumab. Use
AVTOZMA cautiously in patients at increased risk for
gastrointestinal perforation. Promptly evaluate any patient
experiencing new abdominal symptoms to ensure early
detection and management of this condition.

Hepatotoxicity. Serious hepatic injury, including cases of
liver transplant and death, has occurred with tocilizumab
products, with onset ranging fromm months to years. Some
cases involved marked transaminase elevations (>5x ULN),
while others presented with mild elevations and symptoms
of liver dysfunction. Risk is higher with hepatotoxic drugs like
methotrexate. Baseline and regular liver tests are required
for RA, GCA, PJIA, and SJIA patients, with specific monitoring

intervals based on the condition. Do not initiate AVTOZMA if
ALT or AST >1.6x ULN (RA/GCA) or >10x ULN (COVID-19), and
discontinue if ALT or AST >5x ULN. Evaluate symptoms of

liver injury promptly, and only restart treatment if liver test
abnormalities are resolved and attributed to another cause.

Changes in Laboratory Parameters. Treatment with
tocilizumab products, including AVTOZMA, has been
associated with neutropenia, thrombocytopenia, elevated liver
enzymes, and lipid abnormailities. Infections are uncommon
with treatment-related neutropenia, but AVTOZMA should

not be initiated in RA or GCA patients with ANC <2000/mm?

or platelet counts <100,000/mm? and treatment is not
recommended if ANC drops below 500/mm? or platelets
below 50,000/mmé. For COVID-19 patients, AVTOZMA is

not recommended with ANC <1000/mm? or platelets
<50,000/mm?. Monitor neutrophils, platelets, and liver enzymes
4-8 weeks after starting therapy and every 3 months
thereafter, adjusting treatment as needed. Lipid levels,
including cholesterol and triglycerides, may increase

and should be assessed 4-8 weeks after initiation, with
management per clinical guidelines. A similar pattern is
observed in PJIA and SJIA, requiring specific monitoring
intervals for these populations. Refer to Dosage and
Administration for modifications based on test results.

Immunosuppression. The effect of tocilizumab products on
malignancy development is unknown, though malignancies
were observed in clinical studies. As an immunosuppressant,
AVTOZMA may increase the risk of malignancies.

Hypersensitivity Reactions, Including Anaphylaxis.
Hypersensitivity reactions, including anaphylaxis and fatal
events, have been reported with tocilizumab products.
Anaphylaxis requiring discontinuation occurred in 0.1% to 0.7%
of trial patients, with postmarketing cases reported at various
doses, with or without premedication, and as early as the first
infusion. AVTOZMA intravenous infusions must be administered
by healthcare professionals equipped to manage anaphylaxis.
For subcutaneous use, patients must seek immediate medical
attention if hypersensitivity symptoms occur. Discontinue
AVTOZMA permanently if anaphylaxis or other hypersensitivity
reaction occurs. Do not use in patients with known
hypersensitivity to tocilizumab products.

Demyelinating Disorders. The impact of tocilizumab on
demyelinating disorders is unknown, but rare cases like
multiple sclerosis and polyneuropathy were reported in RA
studies. Monitor for symptoms and use caution in patients
with preexisting or recent demyelinating disorders.

Active Hepatic Disease and Hepatic Impairment. Treatment
with AVTOZMA is not recommended.

Live Vaccines. Avoid concurrent use of live vaccines with
AVTOZMA, as clinical safety and secondary transmission
risk are unknown. Follow guidelines on timing between live
vaccines and AVTOZMA.

Adverse Reactions reported in 25% of tocilizumalb-

treated patients include upper respiratory tract infections,
nasopharyngitis, headache, hypertension, increased ALT, and
injection site reactions.

For more information about AVTOZMA, please see
full Prescribing Information.
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