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TYENNE® (tocilizumab-aazq)
Intravenous (IV) Infusion and Subcutaneous (SC) Injection

Billing & Coding Guide

INDICATIONS
TYENNE is indicated for the treatment of:

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

« Giant cell arteritis (GCA) in adult patients.
» Active polyarticular juvenile idiopathic arthritis (PJIA) in patients 2 years of age and older.
+ Active systemic juvenile idiopathic arthritis (SJIA) in patients 2 years of age and older.

Important Safety Information

RISK OF SERIOUS INFECTIONS:

Patients treated with TYENNE® (tocilizumab-aazg) are at increased risk for developing
serious infections that may lead to hospitalization or death, including tuberculosis (TB),
bacterial, invasive fungal, viral, or other opportunistic infections. If a serious infection

develops, interrupt TYENNE until the infection is controlled.

Please see Important Safety Information throughout this brochure and click to see \\\ FRESENIUS

full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg). KABI
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TYENNE® (tocilizumab-aazg) Coding and Billing Guide
IV Infusion and SC injection

The TYENNE® Coding and Billing Guide provides general reimbursement
information for healthcare providers.

Topics include coding, coverage, billing, and reimbursement for treatment with TYENNE®.

The content provided in this guide is for informational purposes only and is not intended as legal advice or
to replace a medical provider's professional judgment. It is the sole responsibility of the treating healthcare
professional to confirm coverage, coding, and claim submission guidance with the patient’s health insurance
plan to ensure TYENNE® claims are accurate, complete, and supported by documentation in the patient's
medical record. Fresenius Kabi does not guarantee that payers will consider all codes appropriate for all
encountered scenarios and Fresenius Kabi does not guarantee TYENNE® coverage or reimbursement.

INDICATIONS AND USAGE
Rheumatoid Arthritis (RA)

TYENNE® (tocilizumab-aazg) is indicated for the treatment of adult patients with moderately to severely
active rheumatoid arthritis who have had an inadequate response to one or more Disease-Modifying Anti-

Rheumatic Drugs (DMARDs).
Giant Cell Arteritis (GCA)

TYENNE® (tocilizumab-aazg) is indicated for the treatment of giant cell arteritis (GCA) in adult patients.

Polyarticular Juvenile Idiopathic Arthritis (PJIA)

TYENNE® (tocilizumab-aazg) is indicated for the treatment of active polyarticular juvenile idiopathic arthritis

in patients 2 years of age and older.
Systemic Juvenile Idiopathic Arthritis (SJIA)

TYENNE® (tocilizumab-aazg) is indicated for the treatment of active systemic juvenile idiopathic arthritis in

patients 2 years of age and older.

Important Safety Information (continued)
Reported infections include:

e Active tuberculosis, which may present with pulmonary
or extrapulmonary disease. Patients should be tested for
latent tuberculosis before TYENNE use and during therapy.
Treatment for latent infection should be initiated prior to
TYENNE use.

¢ |Invasive fungal infections, including candidiasis, aspergillosis,
and pneumocystis. Patients with invasive fungal infections

may present with disseminated, rather than localized, disease.

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

The risks and benefits of treatment with TYENNE 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 TYENNE, including the possible development
of tuberculosis in patients who tested negative for latent
tuberculosis infection prior to initiating therapy.

Please see Important Safety Information throughout this brochure and click to see
2 full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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This coding information may assist you as you complete the payer forms for TYENNE®.

Diagnosis: ICD-10-CM!

ICD-10 Codes

M05.00-M05.09

M05.10-M05.19
M05.20-M05.29
M05.30-M05.39

M05.40-M05.49
M05.50-M05.59
M05.60-M05.69

M05.70-M05.79

MO5.7A

M05.80-M05.8A
MO05.9
M06.00-M06.09
MO6.0A
M06.80-M06.8A
M06.9
M08.20-M08.29
MO8.2A

MO08.3

M31.5

M31.6

Felty's syndrome (rheumatoid arthritis with splenoadenomegaly and leukopenia)
Rheumatoid lung disease with rheumatoid arthritis of unspecified site

Rheumatoid vasculitis with rheumatoid arthritis

Rheumatoid heart disease with rheumatoid arthritis

Rheumatoid myopathy with rheumatoid arthritis

Rheumatoid polyneuropathy with rheumatoid arthritis

Rheumatoid arthritis with involvement of other organs and systems

Rheumatoid arthritis with rheumatoid factor without organ or systems involvement

Rheumatoid arthritis with rheumatoid factor of other specified site without organ or systems
involvement

Other rheumatoid arthritis with rheumatoid factor

Rheumatoid arthritis with rheumatoid factor, unspecified

Rheumatoid arthritis without rheumatoid factor

Rheumatoid arthritis without rheumatoid factor, other specified site
Other specified rheumatoid arthritis

Rheumatoid arthritis, unspecified

Juvenile rheumatoid arthritis with systemic onset

Juvenile rheumatoid arthritis with systemic onset, other specified site
Juvenile rheumatoid polyarthritis (seronegative)

Giant cell arteritis with polymyalgia rheumatica

Other giant cell arteritis

These codes are not all-inclusive; appropriate codes can vary by patient, setting of care, and payer. Correct coding is the
responsibility of the provider submitting the claim for the item or service. Please check with the payer to verify codes and special
billing requirements. Fresenius Kabi does not make any representation or guarantee concerning reimbursement or coverage for any
item or service. Many payers will not accept unspecified codes. If you use an unspecified code, please check with your payer.

Please see Important Safety Information throughout this brochure and click to see
full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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HCPCS/Modifiers

Healthcare Common Procedure Coding System (HCPCS)?

HCPCS Description

Q5135 Injection, tocilizumab-aazg (tyenne), biosimilar, 1 mg

HCPCS Modifier

JW (IV ONLY) Drug amount discarded/not administered to any patient
Jz Zero drug amount discarded/not administered to any patient

Drug or biological acquired with 340B drug pricing program discount; reported for

TB . -
informational purposes

IMPORTANT NOTICE: As of October 1, 2023, CMS rejects “single dose" drug claims without modifier JZ or JW may be
returned unprocessable until claims are properly submitted including waste modifiers—per Discarded Drugs and Biologicals.
The JW and JZ modifier policy applies to all providers and suppliers who buy and bill single use vials drugs under Medicare
Part B.2 Some commercial payers may require a waste modifier.

These codes are not all-inclusive; appropriate codes can vary by patient, setting of care, and payer. Correct coding is the responsibility of the
provider submitting the claim for the item or service. Please check with the payer to verify codes and special billing requirements. Fresenius Kabi
does not make any representation or guarantee concerning reimbursement or coverage for any item or service. Many payers will not accept
unspecified codes. If you use an unspecified code, please check with your payer.

Contact your TYENNE® Immunology Sales Specialist

to connect with a Field Reimbursement Manager who is
available to share the latest updates in payer coverage.

Please see Important Safety Information throughout this brochure and click to see
4 full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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NDC Numbers and CPT Codes

What codes do | use to bill for TYENNE®?

E[ D « A new prescription is required for TYENNE®.

+ To ensure your patient will receive TYENNE®, please select the appropriate dosing from the
Enroliment and Prescription Form or when prescribing electronically.

National Drug Code (NDC)*

Electronic data exchange standards usually require the use of an 11-digit NDC.

Dosage Form NDC Number 10-digit NDC Code |[11-digit NDC Code
80 mg/4 mL, single-dose vial 65219-590-04 65219-0590-04
[V Infusion 200 mg/10 mL, single-dose vial 65219-592-10 65219-0592-10
400 mg/20 mL, single-dose vial 65219-594-20 65219-0594-20
162 mg/0.9 mL, single-dose prefilled autoinjector 65219-584-01 65219-0584-01
SC Injection
162 mg/0.9 mL, single-dose prefilled syringe 65219-586-04 65219-0586-04

Current Procedural Terminology (CPT) Code®
The CPT code is used to report the injection of TYENNE® by a healthcare professional.

Administration Procedures CPT Code

Intravenous infusion, for therapy, prophylaxis, or diagnosis

NI stien = Slils (specify substance or drug); initial, up to 1 hour Slese

IV Infusion - Complex* Chemotherapy admlnl‘st.rgtlon, intravenous infusion technique; 96413
up to 1 hour, single or initial substance/drug

SC Injection Therapeutic, prophylactic, or diagnostic injection 96372

(specify substance or drug); subcutaneous or intramuscular

*All coding and documentation requirements should be confirmed with each payer before submitting a claim for reimbursement. Medicare requires detailed documentation to
support a complex infusion code claim.

Important Safety Information (continued)

CONTRAINDICATION treated with tocilizumab. Use TYENNE with caution in patients
who may be at increased risk for Gl perforation. Promptly evaluate
patients presenting with new-onset abdominal symptoms for early
identification of Gl perforation.

TYENNE is contraindicated in patients with known hypersensitivity to
tocilizumab products.

WARNINGS AND PRECAUTIONS

Gastrointestinal Perforations

Hepatotoxicity

Serious cases of hepatic injury have been observed in patients taking

Events of gastrointestinal (GI) perforation have been reported in intravenous or subcutaneous tocilizumab products.

clinical trials, primarily as complications of diverticulitis in patients

Please see Important Safety Information throughout this brochure and click to see ‘l\\ FRESENIUS
full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg). KABI
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Physician's Office Billing Information®

TYENNE® (tocilizumab-aazg) Coding Information*

Coding Information in Block 24D:
(Electronic Form: Loop 2400, SV1, 01-2)

Number of Units in Block 24G:
(Electronic Form: Loop 2400, SV1,
04 [03=UN])

Input HPCS code 5135, NDC, and an appropriate CPT administration code, and required
modifiers on seperate lines.

Input number of units for each line item: 1 billable unit = Img
Please bill according to the amount of product administered or wasted.

Administration and Professional Service Coding Information*

The following codes may be available to report administration of TYENNE®. Other codes

Coding Information in Block 24D:
(Electronic Form: Loop 2400, SV1, 01-2)
such codes.

may be appropriate on a payer-specific basis. It is the provider's responsibility to ensure
that codes used are consistent with payer policy and reflect service performed under

Diagnosis Code Information*

A primary ICD-10-CM diagnosis code may be appropriate to describe patients.

ICD-10-CM Code in Block 21:
(Electronic Form: Loop 2300, HI, 01-2)

A primary diagnosis code may be appropriate to describe patients.

* The sample codes are informational and not intended to be directive or a guarantee of reimbursement and include potential codes that would include FDA-approved
indications for TYENNE®. Other codes may be more appropriate given internal system guidelines, payer requirements, practice patterns, and the services rendered.

Important Safety Information (continued)

Some of these cases have resulted in liver transplant or death.

Time to onset for cases ranged from months to years after
treatment initiation. Most cases presented with marked elevations
of transaminases (>5 times ULN), and some cases presented with
signs or symptoms of liver dysfunction and only mildly elevated
transaminases.

Treatment with tocilizumab was associated with a higher incidence
of transaminase elevations; increased frequency and magnitude

of these elevations were observed when tocilizumab was used in
combination with potentially hepatotoxic drugs (e.g., methotrexate).

It is not recommended to initiate TYENNE treatment in RA, GCA,
PJIA, and SJIA patients with elevated transaminases ALT or AST
greater than 1.5x ULN. In patients who develop elevated ALT or AST
greater than 5x ULN discontinue TYENNE.

Measure liver tests promptly in patients who report symptoms that
may indicate liver injury. If the patient is found to have abnormal
liver tests, TYENNE treatment should be interrupted. TYENNE
should only be restarted in patients with another explanation for the
liver test abnormalities after normalization of the liver tests.

Laboratory Parameters

Laboratory monitoring is recommended due to potential
consequences of treatment-related laboratory abnormalities
in neutrophils, platelets, lipids, and liver function tests. Dosage
modifications may be required.

Neutropenia: Treatment with tocilizumab products was associated
with a higher incidence of neutropenia. It is not recommended to
initiate TYENNE treatment in RA, GCA, PJIA, and SJIA patients
with a low neutrophil count i.e., absolute neutrophil count (ANC)
less than 2,000 per mm?3. In patients who develop an ANC less than
500 per mm?3, treatment is not recommended.

Please see Important Safety Information throughout this brochure and click to see
6 full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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These sample claim forms are for informational purposes only and are not intended to replace a medical provider's professional
judgment. It is the sole responsibility of the treating healthcare provider to confirm coverage, coding, and claim submission guidance
with the patient's health insurance plan to ensure TYENNE® claims are accurate, complete, and supported by documentation in the
patient's medical record. KabiCare does not guarantee TYENNE® coverage or reimbursement.

HEALTH INSURANCE CLAIM FORM

APPROVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12
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PICA PICA [T ] | ¢
1. MEDICARE  MEDICAID TRICARE CHAMPVA GROUP | FEGA  ~  OTHER|fa INSUREDSLD.NUMBER (For Program in ltem 1) N
|:| (Medicare#) D (Medicaid#) |:| (ID#/DoD#) D (MemberID#) D (ID#) D (ID#) D (ID#)
2. PATIENT'S NAME (Last Name, First Name, Middle Initial) 3. PQ‘I’\')'ENT‘%EIRTH DYA;;I'E SEX 4. INSURED’S NAME (Last Name, First Name, Middle Initial)
| |
I I . e
- W ] f[] Block 19: Additional
5. PATIENT’S RDDRESS (N0, Street) 6. PAT |7 TNSURED'S ADDRESS (N0, Street) o
! ‘ Information
SelfD SpouseD ChildD OlherD . . -
cITy STATE | 8. RESERVED FOR NUCC USE cITY STATE - | Medicare requires reporting
2 | additional NDC codes in box
ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) g 19. Refer to your MAC for
) ( ) & | more information.
L
9. OTHER INSURED'S NAME (Last Name, First Name, Middle Initial) 10. 1S PATIENT'S CONDITION RELATED TO: 11. INSURED'S POLICY GROUP OR FECA NUMBER =
]
a. OTHER INSURED'S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) a. INSURED'S DATE OF BIRTH SEX g
MM | DD | YY
e [w > O O 3
b. RESERVED FOR NUCC USE - . FTAGE (Sare) |0 O e CONTI O DES et 6y WOeey 2— Block 21: Diagnosis
I
O [ | 2 .
¢. RESERVED|FOR NUCC USE ¢. OTHER ACCIDENT? ¢. INSURANCE PLAN NAME OR PROGRAM NAME £ | Enter appropriate ICD-10-
[ves  [no 2 | CM diagnosis code(s).
d. INSURANCE PLAN NAME OR PROGRAM NAME 10d. CLAIM CODES (Designated by NUCC) d.1S THERE ANOTHER HEALTH BENEFIT PLAN? g
D YES D NO if yes, complete items 9, 9a, and 9d.
READ BACK OF FORM BEFORE COMPLETING & SIGNING THIS FORM. 13. INSURED'S OR AUTHORIZED PERSON'S SIGNATURE | authorize
12. PATIENT'S OR AUTHORIZED PERSON'SISIGNATURE | authorize the release of any medical or other information necessary payment of medical benefits to the undersigned physician or supplier for
to process fhis claim. | also request paymenflof government benefits either to myself or to the party who accepts assignment services described below.
below.
SIGNED DATE SIGNED Block 24D: Drug Code
14. DATE OF BURRENT ILLNESS, INJURY, & PREGNANCY (LP) [15. JTHER DATE W ob . 16. DATES PATIENT UNABLE TO WORK IN CURRENT QGCUPATION A .
| | | | | | | | |
| } QUAL aufd } } } FROM | } 0 i | Enter appropriate HCPCS
17. NAME OF |REFERRING PROVIDER OR OfTHER SOURCE 17al 1. HOSPITALIZATION DATES SELATED TO CURRENT SERVICES, (Q5135)/Modifiers and CPT
| | | | |
; 176 NPI FROM | ! T0 | ! codes.
19 ADDITIONAL CLAIM INFORMATION (Desfanated by NUCC) 20. OUTSIDE LAB? $ CHARGES
Block 19 [Jves [Ino ‘
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L (o servide line below (24E) T 22. RESUBMISSION
ICDInd.; 1 CODE ORIGINAL REF. NO.
AL cl4 D. | o f
c ol ; 23. PRIOR AUTHORIZATION|NUMBER Block 24G: Units
b ~ : b !
L1 Ll K1 Ll L e
24. A, DATE(S) OF SERVICE B. | C. | D. PROCE(URES, SERVICES, OR SUPPLIES E. F. Gl o] o 7 ~ | Enter the billing units:
From To PLACE OF| (Explaih Unusual Gircumstances) DIAGNOSIS °oul [Fow| ™ RENDERING Q| 1billing unit = 1mg.
MM_ DD YV MM DD Yy [seRvce| EMG | CPTHCRS | MODIFIER POINTER $ CHARGES N [[Pen | quaL. PROVIDER ID. # £
=
1 | | | | | | | | I
! ! ! ! Block 24D W i i ‘ I NPI S
Il Il Il Il Il Il Il L e
H
D | | | | | | | | e A po
I~ | | | | | [+
N T O R R | l : e &
0 3
3 | | | | | I | | e B a
NN N I S Y A A B | l ! et 5
4 | | | | | | | | et B o
i i | i i | | | I i i | | L | NPI ]
Il Il | L Il Il L L =
<
S ] | | | (| T 3
| | ‘ | | ‘ ‘ ! I I ‘ ! ‘ ‘ NP n
>
5 | | | | | | | | s B z
N N N N IR L el
25. FEDERAL TAX 1.0. NUMBER SSN EIN 26. PATIENT'S ACCOUNT NO. 27. ACCEPT ASSIGNMENT? | 28. TOTAL CHARGE 29. AMOUNT PAID | 30. Rsvd for NUCC Use
(For govt. claims, 566 back)

| | |
00 O [o s s |
31. SIGNATURE OF PHYSICIAN OR SUPPLIER 32. SERVICE FACILITY LOCATION INFORMATION 33. BILLING PROVIDER INFO & PH # ( )
INCLUDING DEGREES OR CREDENTIALS
(I certify that the statements on the reverse
apply to this bill and are made a part thereof.)

SIGNED DATE * lb' o lb'
|_NUCC Instruction Manual available at; www.nucc.org PLEASE PRINT OR TYPE APPROVED OMB-0938-1197 FORM 1500 (02-12)
Please see Important Safety Information throughout this brochure and click to see FRESENIUS

full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg). KABI
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Hospital/Institutional Billing”

TYENNE® (tocilizumab-aazg) Coding Information*

Revenue Code in Form Location (FL) 42: Use the most appropriate revenue code for cost center, e.g., 636 Drugs that require
(Electronic Form: Loop 2400, SV201) detail coding.

Coding Information in FL 44:
(Electronic Form: Loop 2400, Enter Q5135 as the HCPCS code, appropriate modifiers and CPT codes.
SV202-2 [SV202-1=HC/HP])

Service Units in FL 46: Q5135 - TYENNE® 80 mg, 200 mg, 400 mg IV Injection: 1 billable unit = 1mg.
(Electronic Form: Loop 2400, SV205) Please bill according to the amount of product administered or wasted.

Administration and Professional Service Coding Information*

Revenue Code in FL 42:

(Electronic Form: Loop 2400, SV201) Appropriate revenue code for the cost center in which the service is performed.

Description in FL 43: When billing for the IV formulation of TYENNE®, list the N4 indicator first, then the
(Not required by Medicare) 1-digit NDC number, followed by the unit of measurement qualifier and the unit quantity.

Coding Information in FL 44:
(Electronic Form: Loop 2400, Enter Q5135 as the HCPCS code, appropriate modifiers and CPT codes.
SV202-2 [SV202-1=HC/HP])

Diagnosis Code Information*

ICD-10-CM Code in FL 66:
(Electronic Form: Loop 2300, Input diagnosis code, ICD-10-CM code(s) for patient condition.
HI101-2 [HIO1-1=BK])

Sequencing of codes may vary based on patient’s condition and payer's policy.

* The sample codes are informational and not intended to be directive or a guarantee of reimbursement and include potential codes that would include FDA-approved
indications for TYENNE®. Other codes may be more appropriate given internal system guidelines, payer requirements, practice patterns, and the services rendered.

Important Safety Information (continued)

Thrombocytopenia: Treatment with tocilizumab products Elevated Liver Enzymes: It is not recommended to initiate TYENNE
was associated with a reduction in platelet counts. It is not treatment in patients with elevated transaminases ALT or AST
recommended to initiate TYENNE in RA, GCA, PJIA, and SJIA »1.5x ULN. In patients who develop elevated ALT or AST >5x ULN,
patients with a platelet count below 100,000 per mm?3. In patients treatment is not recommended.

who develop a platelet count less than 50,000 per mm?3, treatment

! Lipid Abnormalities: Treatment with tocilizumab products
is not recommended.

was associated with increases in lipid parameters such as total
cholesterol, triglycerides, LDL cholesterols, and/or HDL cholesterol.

Please see Important Safety Information throughout this brochure and click to see
8 full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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Sample CMS 1450 (UB-04) Claim Form

(hospital outpatient site of service)’

These sample claim forms are for informational purposes only and are not intended to replace a medical provider's professional
judgment. It is the sole responsibility of the treating healthcare provider to confirm coverage, coding, and claim submission guidance
with the patient’s health insurance plan to ensure TYENNE® claims are accurate, complete, and supported by documentation in the
patient's medical record. KabiCare does not guarantee TYENNE® coverage or reimbursement.

FL 42

5 FED, TAX NO.

6 STATEMENT COVERS PERIOD |7
FROM THROUGH

8PA

ENT NAME

9 PATIENT ADDRESS

[+]

]

Enter the appropriate revenue
code and procedure description.

a o o w

42REV.CD. | 43 DESCRIPTION

44 HOPCS / RATE / HIPPS CODE

45 SERV. DATE

46 SERV. UNITS

47 TOTAL CHARGES

48 NON-COVERED CHARGES | 49

: FL 43

o] o] EIE ]
10 8[RTHDATE [ oex [T R e s o [ 7o | T R e T e
\ I FL 43
31 E 32 PAN 36 'OCCURRENCE SPAN
col DATE CC FROM THROUGH CODE FROM THROUGH
‘ : When billing for the IV
= E oo e CoDES formulation of TYENNE®, list
CODE AMOUNT CODE AMOUNT

the N4 indicator first, then the
11-digit NDC number, followed
by the unit of measurement
qualifier and the unit quantity.

FL 44

Enter Q5135 as the HCPCS code,
modifiers and CPT codes.

FL 46

Q5135 - TYENNE® 80 mg, 200
mg, 400 mg IV Injection:
1 billable unit =1mg,

Please bill according to the
amount of product administered
or wasted.

B PAGE OF CREATION DATE OTA =
50 PAYER NAME 51 HEALTH PLAN ID [ore] [Foen| 54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 56 NP1
A 57 a
E TeER FL 66
d PRV ID 3
INSURED'S NAVE 597REL| 8 NSURED'S UNIQUE D 51 GROUP NAVE 52 INSURANGE GROUP NO. Identify the type of ICD
h . diagnosis code used (e.q.,
8 ° ey
i . enter a 0" for ICD-10-CM).
TREATMENT AUTHORIZATION CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAME
+ x
3
66
o
5 [ [ [ [ [ [ =
Iox]
69 ADMIT 70 PATIENT 7IPPS 72 l ‘ l ]73
X CODE £l
oo THER PROCEDURE. B o R PROCEDURE 7o ATTENDNG [ o] ]
I — o frr
coof™ "oV S Rl © ot " T7opeRATNG._p |
LaST ‘F\P.ST
80 REMARKS 1ce other | [t Joua] ]
b LaST ‘mnsr
° 79oTHER | [Nm QuAL| [
d LasT [sT
U804 CIS-1450 APPROVED OMB NO, 0936-099 ~ THE ON THE REVERSE APPLY TO THIS BILL AND ARE WADE A PART HEREOF.
NUBC sierme: Lico213257

Additional documentation for filing your claim
In addition to the CMS 1500 or CMS 1450 (UB-04) claim form, the payer may request the following:

+ Patient medical history
+ Physician clinical notes
* PA number

» May require an invoice

+ Letter of medical necessity (see sample at tyennehcp.com/tyenne-letter-medical-necessity)

+ Drug-identifying information (e.g., NDC)

« Letter of appeal (see sample at tyennehcp.com/tyenne-letter-appeal)
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Please see Important Safety Information throughout this brochure and click to see
full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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KabiCare Reimbursement and Payment Support

Comprehensive support to enable patient access

KabiCare provides comprehensive access and support resources for patients including but not limited to:

FINANCIAL SUPPORT
programs, including copay
assistance for eligible patients
with out-of-pocket costs as little
as $0/month*

DEDICATED SUPPORT
to address access challenges

* Terms and conditions apply.

BRIDGE TO THERAPY
program to avoid treatment
delay while waiting for
insurance approvalt

CENTRALIZED PATIENT
SUPPORT PORTAL

with real-time status updates

CLINICAL INSIGHTS
PROGRAM
provides a Therapeutic Drug
Monitoring program to help
commercially insured patients
monitor their treatment journey
at no cost to the patients!

PERSONAL SUPPORT
including nurse educators and
field reimbursement managers*

T Eligibility criteria apply. Patients are not eligible for Bridge to Therapy if the prescription is eligible to be reimbursed, in whole or in part, by any state or federal

healthcare program.

+ Nurse support provided by KabiCare is not meant to replace discussions with a healthcare provider regarding a patient's care and treatment.
§ Patients must be 18 years or older and prescribed TYENNE® for an on-label indication. Patients are not eligible for the Clinical Insights Program if the prescription is eligible to be

reimbursed, in whole or in part, by any state or federal healthcare program.

|| The Clinical Insights Anser Tests were developed and validated by Prometheus Laboratories, Inc., a partner of Fresenius Kabi. Test results are provided via Prometheus Laboratories Inc.
to physicians. Prescribing physicians are decision makers and are ultimately responsible for the exercise of independent clinical judgment in the best interest of patients.

Important Safety Information (continued)
Immunosuppression

The impact of treatment with tocilizumab products on the
development of malignancies is not known, but malignancies

were observed in clinical studies with tocilizumab. TYENNE is an
immunosuppressant, and treatment with immunosuppressants may
result in an increased risk of malignancies.

Hypersensitivity Reactions

Hypersensitivity reactions, including anaphylaxis, have been
reported in association with tocilizumab products and anaphylactic
events with a fatal outcome have been reported with intravenous
infusion of tocilizumab products. TYENNE for intravenous use
should only be infused by a healthcare professional with appropriate
medical support to manage anaphylaxis. For TYENNE subcutaneous
injection, advise patients to seek immediate medical attention

if they experience any symptoms of a hypersensitivity reaction.

If anaphylaxis or other hypersensitivity reaction occurs, stop

administration of TYENNE immediately and discontinue TYENNE
permanently. Do not administer TYENNE to patients with known
hypersensitivity to tocilizumab products.

Demyelinating Disorders

The impact of treatment with tocilizumab products on
demyelinating disorders is not known, but multiple sclerosis and
chronic inflammatory demyelinating polyneuropathy were reported
rarely in clinical studies. Monitor patients for signs and symptoms
of demyelinating disorders. Prescribers should exercise caution

in considering the use of TYENNE in patients with preexisting or
recent-onset demyelinating disorders.

Active Hepatic Disease and Hepatic Impairment

Treatment with TYENNE is not recommended in patients with active
hepatic disease or hepatic impairment.

Vaccinations

Avoid use of live vaccines concurrently with TYENNE. No data are
available on the secondary transmission of infection from persons

Please see Important Safety Information throughout this brochure and click to see
10 full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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KabiCare Contact Information
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KabiCaie ™

Patient support from Fresenius Kabi

Call 1-833-KABICARE
(1-833-522-4227)
Monday through Friday
8a.m.to8 p.m. ET
(excluding holidays)

=]
)

Fax 1-833-302-1420

Visit our website
at KabiCare.us

(
TYENNE® offers additional educational
tools and resources, including:

 Video resources
* Demo kits

* Sampling
* Educational resources

-

Important Safety Information (continued)

receiving live vaccines to patients receiving TYENNE or on the
effectiveness of vaccination in patients receiving TYENNE. Patients
should be brought up to date on all recommended vaccinations prior
to initiation of TYENNE therapy, if possible.

ADVERSE REACTIONS

Most common adverse reactions (incidence of at least 5%):
upper respiratory tract infections, nasopharyngitis, headache,
hypertension, increased ALT, injection site reactions.

DRUG INTERACTIONS

In GCA patients, no effect of concomitant corticosteroid on
tocilizumab exposure was observed.

Cytochrome P450s in the liver are down-regulated by infection and
inflammation stimuli including cytokines such as IL-6. Inhibition of
IL-6 signaling in RA patients treated with tocilizumab products may
restore CYP450 activities to higher levels than those in the absence

Please see Important Safety Information throughout this brochure and click to see
full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).

of tocilizumab products leading to increased metabolism of drugs
that are CYP450 substrates.

Exercise caution when coadministering TYENNE with CYP3A4
substrate drugs where decrease in effectiveness is undesirable, e.g.,
oral contraceptives, lovastatin, atorvastatin, etc.

USE IN PREGNANCY

The limited available data with tocilizumab products in pregnant
women are not sufficient to determine whether there is a drug-
associated risk for major birth defects and miscarriage.

You may report side effects to the FDA at (800) FDA-1088
or www.fda.gov/medwatch. You may also report side effects to
Fresenius Kabi at (800) 551-7176.

FRESENIUS
KABI
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TYENNE® (tocilizumab-aazq)
offers resources to help your
patients start and stay on
prescribed therapy

We are dedicated to providing your patients
with ongoing support to help them access
Fresenius Kabi medications as prescribed.

Contact your TYENNE®
Immunology Sales Specialist
to connect with a Field

Reimbursement Manager who
is available to share the latest
updates in payer coverage.

References: 1. Centers for Medicare & Medicaid Services. ICD Code Lists: Valid ICD-10 List [excel file]. https://www.cms.gov/medicare/coordination-
benefits-recovery/overview/icd-code-lists. Page last modified October 17, 2023. Accessed Feb 15, 2024. 2. Centers for Medicare & Medicaid Services.
HCPCS Quarterly Update: January 2024 Alpha-Numeric HCPCS Files [zip file]. https://www.cms.gov/medicare/coding-billing/healthcare-common-
procedure-system/quarterly-update. Page last modified December 7, 2023. Accessed February 15, 2024. 3. Medicare Program Discarded Drugs and
Biologicals - JW Modifier and JZ Modifier Policy Frequently Asked Questions. cms.gov. Accessed February 15, 2024. https://www.cms.gov/medicare/
medicare-fee-for-service-payment/hospitaloutpatientpps/downloads/jw-modifier-fags.pdf. 4. TYENNE® (tocilizumab-aazg) prescribing information.
Lake Zurich, IL: Fresenius Kabi, USA LLC; 2024. 5. CPT coding for Drug Administration - AAPC Knowledge Center. aapc.com. https://www.aapc.com/
blog/23016-infuse-yourself-with-coding-knowledge/. Accessed February 15, 2024. 6. Centers for Medicare & Medicaid Services. Medicare Claims
Processing Manual, Chapter 26. https://www.cms.gov/requlations-and-quidance/quidance/manuals/downloads/cim104c26pdf.pdf. Accessed May 28,

2024. 7. Centers for Medicare & Medicaid Services. Medicare Claims Processing Manual, Chapter 25. https://www.cms.gov/requlations-and-quidance/
quidance/manuals/downloads/clm104¢c25.pdf. Accessed May 28, 2024.

Please see Important Safety Information throughout this brochure and click to see
full Prescribing Information, including Boxed Warning for TYENNE® (tocilizumab-aazg).
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