OTULFI® (ustekinumab-aauz)
Injection for subcutaneous or intravenous use

Billing & Coding Guide

Please see additional Important Safety Information throughout this brochure and click to \\H FRESENIUS
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OTULFI® (ustekinumab-aauz) Billing and Coding Guide

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

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

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 OTULFI® 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 OTULFI® coverage or reimbursement.

INDICATIONS AND USAGE!'

OTULFI® is an interleukin-12 and -23 antagonist indicated for treatment of:

Adult patients with:

+ Moderate to severe plaque psoriasis who are candidates for phototherapy or systemic therapy
* Active psoriatic arthritis

* Moderately to severely active Crohn's disease

* Moderately to severely active ulcerative colitis

Pediatric patients =6 years of age with:
+ Moderate to severe plaque psoriasis who are candidates for phototherapy or systemic therapy
* Active psoriatic arthritis

Important Safety Information (continued) for OTULFI® (ustekinumab-aauz)

OTULFI (ustekinumab-aauz) is contraindicated in patients with * Plaque psoriasis: diverticulitis, cellulitis, pneumonia, appendicitis,
clinically significant hypersensitivity to ustekinumab products or to cholecystitis, sepsis, osteomyelitis, viral infections, gastroenteritis,
any of the excipients in OTULFI (ustekinumab-aauz). urinary tract infections

Infections « Psoriatic arthritis: cholecystitis

Ustekinumab products may increase the risk of infections and + Crohn's disease: anal abscess, gastroenteritis, ophthalmic herpes
reactivation of latent infections. Serious bacterial, mycobacterial, zoster, pneumonia, Listeria meningitis

fungal, and viral infections were observed in patients receiving

- Ul i litis: itis, ophthalmic h ,
ustekinumab products. Ulcerative colitis: gastroenteritis, ophthalmic herpes zoster,

pneumonia, listeriosis
Serious infections requiring hospitalization, or otherwise clinically
significant infections, reported in clinical trials included the
following:

Avoid initiating treatment with OTULFI (ustekinumab-aauz) in
patients with a clinically important active infection until the
infection resolves or is adequately treated. Consider the risks

Please see additional Important Safety Information throughout this brochure and click to
2 see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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AVAILABLE FORMULATIONS OF OTULFI® (ustekinumab-aauz)

OTULFI® is available as [a vial/vials] and prefilled syringes’

Single-dose vial
for intravenous infusion

Single-dose vial for
subcutaneous injection

Single-dose prefilled syringe
for subcutaneous injection

Add
product 45 mg/0.5 mL
Image (NDC# 65219-824-01)
130 mg/26 mL (5 mg/mL) 45 mg/0.5 mL (90 mg/mL)
(NDC# 65219-828-05) (Add NDC#)

Coding for single-dose vial
for intravenous infusion is
included in this billing guide.

90 mg/mL
(NDC# 65219-826-26)

Important Safety Information (continued)

and benefits of treatment prior to initiating use of OTULFI
(ustekinumab-aauz) in patients with a chronic infection or a history
of recurrent infection.

Instruct patients to seek medical advice if signs or symptoms
suggestive of an infection occur while on treatment with OTULFI
(ustekinumab-aauz).

Discontinue OTULFI (ustekinumab-aauz) for serious or clinically
significant infections until the infection resolves or is adequately
treated.

Theoretical Risk for Vulnerability to Particular Infections

Individuals genetically deficient in IL-12/IL-23 are particularly
vulnerable to disseminated infections from mycobacteria (including
nontuberculous, environmental mycobacteria), Salmonella
(including nontyphi strains), and Bacillus Calmette-Guerin (BCG)
vaccinations. Serious infections and fatal outcomes have been
reported in such patients.

It is not known whether patients with pharmacologic blockade

of 1L-12/1L-23 from treatment with ustekinumab products may be
susceptible to these types of infections. Consider appropriate
diagnostic testing (e.q., tissue culture, stool culture, as dictated by
clinical circumstances).

Pre-Treatment Evaluation of Tuberculosis (TB)

Evaluate patients for TB prior to initiating treatment with OTULFI
(ustekinumab-aauz).

Avoid administering OTULFI (ustekinumab-aauz) to patients

with active TB infection. Initiate treatment of latent TB before
administering OTULFI (ustekinumab-aauz). Consider anti-TB
therapy prior to initiation of OTULFI (ustekinumab-aauz) in patients
with a past history of latent or active TB in whom an adequate
course of treatment cannot be confirmed.

Closely monitor patients receiving OTULFI (ustekinumab-aauz) for
signs and symptoms of active TB during and after treatment.

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz). 3
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ICD-10 CODES

This coding information may assist you as you complete the payer

forms for OTULFI® (ustekinumab-aauz).

ICD-10-CM Codes? for Consideration®

Crohn's Disease

K50.00
K50.01
K50.10
K50.1
K50.80
K50.81
K50.90
K50.91

Ulcerative Colitis
K51.00
K51.01
K51.20
K51.21
K51.30
K51.50
K51.51
K51.81
K51.90
K51.91

Psoriatic Arthritis
L40.50

L40.59

Plague Psoriasis

L40.0
L40.9

*|CD-10-CM diagnosis codes consist of 3 to 7 alphanumeric characters, providing increasing levels of specificity. A 3-character code is appropriate only when
there is no need for additional subdivision. A code is invalid if it has not been coded to the full number of characters required for that code.

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

Crohn's disease of small intestine without complications

Crohn's disease of small intestine with complications

Crohn's disease of large intestine without complications

Crohn's disease of large intestine with complications

Crohn's disease of both small and large intestine without complications
Crohn's disease of both small and large intestine with complications
Crohn'’s disease unspecified without complications

Crohn's disease unspecified with complications

Ulcerative (chronic) pancolitis without complications
Ulcerative (chronic) pancolitis with complications
Ulcerative (chronic) proctitis without complications
Ulcerative (chronic) proctitis with complications

Ulcerative (chronic) rectosigmoiditis without complications
Left-sided colitis without complications

Left-sided colitis with complications

Other ulcerative colitis with complications

Ulcerative colitis, unspecified, without complications
Ulcerative colitis, unspecified, with complications

Arthropathic psoriasis, unspecified

Other psoriatic arthropathy

Psoriasis vulgaris
Psoriasis, unspecified

unspecified code, please check with your payer.

Please see additional Important Safety Information throughout this brochure and click to

see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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HCPCS

Healthcare Common Procedure Coding System (HCPCS)

HCPCS Code for OTULFI®3*

Q9999

Injection, ustekinumab-aauz (OTULFI®), biosimilar, 1 mg

Inaccurate reporting of drug billing units is a common claims error and can result in denied or delayed payment.

Payment status indicator

Identifies whether a service represented by a CPT or HCPCS code is payable under the Outpatient Prospective Payment
System (OPPS) Ambulatory Payment Classification (APC) or another payment system. Only 1 status indicator is assigned
to each CPT or HCPCS code.

Q9999 Injection, ustekinumab-aauz (OTULFI®), biosimilar, 1 mg [Add code]

[Add code] Pass-Through Drugs and Biologicals Paid under OPPS; separate APC payment includes pass-through amount.

Contact your Account Manager to connect with a Field
Reimbursement Manager for the latest payer coverage for

patients and assistance with billing, coding, and KabiCare
patient support offerings.

Important Safety Information (continued)

Malignancies

Ustekinumab products are immunosuppressants and may increase
the risk of malignancy. Malignancies were reported among subjects
who received ustekinumab in clinical trials. In rodent models,
inhibition of IL-12/1L-23p40 increased the risk of malignancy.

The safety of ustekinumab products has not been evaluated in
patients who have a history of malignancy or who have a known
malignancy.

There have been reports of the rapid appearance of multiple
cutaneous squamous cell carcinomas in patients receiving
ustekinumab products who had pre-existing risk factors for
developing non-melanoma skin cancer (NMSC). Monitor all patients
receiving OTULFI (ustekinumab-aauz) for the appearance of NMSC.

Closely follow patients >60 years of age, those with a medical
history of prolonged immunosuppressant therapy, and those with
a history PUVA treatment.

Hypersensitivity Reactions

Hypersensitivity reactions, including anaphylaxis and angioedema,
have been reported with ustekinumab products. If an anaphylactic
or other clinically significant hypersensitivity reaction occurs,
institute appropriate therapy and discontinue OTULFI
(ustekinumab-aauz).

Posterior Reversible Encephalopathy Syndrome (PRES)

Two cases of posterior reversible encephalopathy syndrome
(PRES), also known as Reversible Posterior Leukoencephalopathy
Syndrome (RPLS), were reported in clinical trials. Cases have

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz). 5
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MODIFIERS

Summary of Code Modifiers

CMS-1500 CMS-1450

. P TP : : [4-6/5-71
Modifier Description Indication and Placement (Item 24D)  (Box 44)
For drugs that have only one HCPCS Level Il
Admini . (J or Q) code but multiple routes of administration, v v
ministered via . . ) )

JA intravenous solution providers should append one of the following Required by  Required by
modifiers (JA or JB) to describe the given route Medicare Medicare
of administration.

For drugs that have only one HCPCS Level Il
Admin ) (J or Q) code but multiple routes of administration, v v
ministered via . . ) )

JB R providers should append one of the following Required b Required b

subcutaneous injection s ) : quired by quired by
modifiers (JA or JB) to describe the given route Medicare Medicare
of administration.

Drug amount discarded/ Applies only to the unused drug that is discarded v v

Jw not administered to any after applicable dose has been administered from a Required by  Required by

patient single-use vial. Medicare Medicare
Zero drug amount To be used for single-dose containers or single- v v
Jz discarded/not administered use packages when the entire amount has been Required by  Required by
to any patient administered to the patient (no wastage). Medicare Medicare
TB modifier is used to identify drugs or biologicals
acquired through the 340B Drug Pricing Program
Drug or biological acquired for informational purposes.
with 340B Drug Pricing The TB modifier is required for all 340B covered v

TB Program discount, entities, including hospital-based and non-hospital- N/A Required by

reported for informational  based entities, for claims with dates of service Medicare

purposes for select entities

beginning on or after January 1, 2025.

TB modifier to be reported on the same claim line as

the drug HCPCS code for all 340B acquired drugs.

When using miscellaneous code, amount wasted is captured in CMS 1500 Form Block 19 & CMS 1450 Form FL 80 and claim form should not include separate

line for JW.

Important Safety Information (continued)

also been reported in postmarketing experience in patients
with psoriasis, psoriatic arthritis and Crohn's disease. Clinical

Immunizations

presentation included headaches, seizures, confusion, visual
disturbances, and imaging changes consistent with PRES a few
days to several months after initiating ustekinumab products. A few
cases reported latency of a year or longer. Patients recovered with
supportive care following withdrawal of ustekinumab.

Monitor all patients treated with OTULFI (ustekinumab-aauz) for
signs and symptoms of PRES. If PRES is suspected, promptly
administer appropriate treatment and discontinue OTULFI
(ustekinumab-aauz).

Prior to initiating therapy with OTULFI (ustekinumab-aauz),
patients should receive all age-appropriate immunizations as
recommended by current immunization guidelines. Patients being
treated with OTULFI (ustekinumab-aauz) should not receive live
vaccines. Avoid administering BCG vaccines during treatment with
OTULFI (ustekinumab-aauz), or for one year prior to initiating
treatment or one year following discontinuation of treatment.
Caution is advised when administering live vaccines to household
contacts of patients receiving OTULFI (ustekinumab-aauz) because
of the potential risk for shedding from the household contact and
transmission to patient.

Please see additional Important Safety Information throughout this brochure and click to

see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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NDC Numbers and CPT Codes

il

What codes do | use to bill for OTULFI® (ustekinumab-aauz)?

* A new prescription is required for OTULFI®.

+ To ensure your patient will receive OTULFI®, 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. Check with the payer to
confirm the correct code required when billing to OTULFI®.

Dosage Form Description 10-digit NDC Code 11-digit NDC Code

IV Infusion 130 mg/26 mL (5 mg/mL), single-dose vial 65219-828-05 65219-0828-05
45 mg/0.5 mL, single-dose prefilled syringe 65219-824-01 65219-0824-01
SC Injection 90 mg/mL, single-dose prefilled syringe 65219-826-26 65219-0826-26

[45 mg/0.5 mL, single-dose viall [65219-822-05] [65219-0822-05]

Current Procedural Terminology (CPT) Code

CPT codes are the standard coding system for reporting medical procedures and services under both public
and private health insurance plans.

Code Description

Type
Consult the policy for the patient's health plan to confirm the correct

CPT Code administration code.

96 XXX

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)
Non-live vaccinations received during a course of OTULFI Most Common Adverse Reactions
(ustekinumab-aauz) may not elicit an immune response sufficient

. The most common adverse reactions (=3%) seen in patients
to prevent disease.

treated with OTULFI (ustekinumab-aauz) are:

Noninfectlous Pneumonia « Psoriasis: nasopharynagitis, upper respiratory tract infection,

Cases of interstitial pneumonia, eosinophilic pneumonia, and headache, fatigue
cryptogenic organizing pneumonia have been reported during

) o . * Crohn’s di . induction: iti
post-approval use of ustekinumab products. Clinical presentations ronhn's disease, induction: vomiting

included cough, dyspnea, and interstitial infiltrates following
one to three doses. Serious outcomes have included respiratory
failure and prolonged hospitalization. Patients improved with
discontinuation of therapy and in certain cases, administration
of corticosteroids. If diagnosis is confirmed, discontinue OTULFI
(ustekinumab-aauz) and institute appropriate treatment.

» Crohn's disease, maintenance: nasopharynagitis, injection site
erythema, vulvovaginal candidiasis/mycotic infection, bronchitis,
pruritus, urinary tract infection, sinusitis

« Ulcerative colitis, induction: nasopharyngitis

« Ulcerative colitis, maintenance: nasopharynagitis, headache,
abdominal pain, influenza, fever, diarrhea, sinusitis, fatigue,
nausea

Please see additional Important Safety Information throughout this brochure and click to

see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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Physician's Office Billing Informationt

OTULFI® (ustekinumab-aauz) Coding Information*

Coding Information in Block 24D:

(Electronic Form: Loop 2400, SV1, 01-2) Enter appropriate HCPCS Q9999 and appropriate modifiers.

Number of Units in Block 24G:
(Electronic Form: Loop 2400, SV1,
04 [03=UN1])

Administration and Professional Service Coding Information*

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

Diagnosis Code Information*

Indicate diagnosis using appropriate ICD-10 CM codes. Use diagnosis codes to
highest level of specificity for the date of service and enter the diagnosis in
priority order.

Enter the drug quantity in HCPCS units according to the dose, with
1mg =1 unit.

Indicate appropriate CPT codes 93XXX.

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

* 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 OTULFI®. Other codes may be more appropriate given internal system guidelines, payer requirements, practice patterns,
and the services rendered.

Important Safety Information (continued)

To report SUSPECTED ADVERSE REACTIONS, contact - Moderately to severely active Crohn's disease
Fresenius Kabi USA, LLC at 1-800-551-7176 or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

Indications

- Moderately to severely active ulcerative colitis
+ Pediatric patients =6 years of age with:

- Moderate to severe plaque psoriasis who are candidates for

OTULFI (ustekinumab-aauz) is an IL-12/23 antagonist indicated for phototherapy or systemic therapy

treatment of:
» Adult patients with:

- Moderate to severe plaque psoriasis who are candidates for
phototherapy or systemic therapy

- Active psoriatic arthritis

- Active psoriatic arthritis

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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Sample CMS 1500 Claim Form

(physician office 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 OTULFI® (ustekinumab-aauz) claims are accurate,
complete, and supported by documentation in the patient’s medical record. KabiCare does not guarantee OTULFI® coverage

or reimbursement.

]
5

HEALTH INSURANCE CLAIM FORM

APPROVED BY NATIONAL UNIFORM CLAIN COMMITTEE (NUCC) 02/12

Block 21: Diagnosis

Enter appropriate ICD-10-CM
diagnosis code(s).

Block 24 A: Date(s) of

[TTPoA mea
1. MEDICARE  MEBICAID TRICARE CHAMPVA GROUP . EECA. OTHER [ 1a. INSURED'S I.D. NUMBER (For Program in Item 1)
D(Medicare«) I:l (Medicaia) D (ID}/DoD#) I:l (Member 1D#) I:l (ID%) D(/D#) D(ID#)
2. PATIENT'S NAME (LastjName, First Nam{, Middle Initial) 3 PATIENT'S BIRTH DATE SEX 4. INSURED'S NAME (Last Name, First Name, Middle Initial)

I I

I

L W] [

5. PATIENT'S ADDRESS (No., Street)

6. PATIENT RELATIONSHIP TO INSURED

SeIID SpcuseD ChildD OIherD

7. INSURED'S ADDRESS (No., Street)

CITY

lsTaze CORNMIGCISE

T IR=TET=

Service

If line item NDC information
is required, enter it in the
shaded portion of item 24A.

ZIP CODE TELEPHQNE (Include

C

rea Code)

ZIP CODE TELEPHONE (Include Area Code)

C )

9. OTHER INSURED'S NAME (Last Name, Fjrst Name, Mif

dle Initial) 10. 1S PATIENT'S CONDITION RELATED TO:

a. OTHER INSURED'S POLICY OR GROUPINUMBER

a. EMPLOYMENT? (Current or Previous)

[Jves  [no

b. RESERVED FOR NUC{ USE

?
b. AUTO ACCIDENT? PLACE (Stae)
[Jres NO

c. RESERVED FOR NUCQJUSE

c. OTHER ACCIDENT?
[

[Jres

11. INSURED’S POLICY GROUP OR FECA NUMBER

a.INSURED’S DATE OF BIRTH SEX
MM DD | YY

v g

b. OT‘HER CLAIM ID (Designated by NUCC)
|
|

c. INSURANCE PLAN NAME OR PROGRAM NAME

d. INSURANCE PLAN NANE OR PROGRAN NAME

10d. CLAIM CODES (Designated by NUCC)

d. IS THERE ANOTHER HEALTH BENEFIT PLAN?

D YES D NO

If yes, complete items 9, 9a, and 9d.

Block 24B: Place of Service

A place of service code
(1-Office, 12-Home,

19-Off Campus-Outpatient
Hospital, or 49-Independent
Clinic) should be used when
billing for office (other than
hospital), home infusion, or
ambulatory infusion suite
(AIS) services.

> | <————— PATIENT AND INSURED INFORMATIOll ———>|<4— CARRIER—)|

Block 24D: Drug Code

Q9999-Enter the drug
quantity in HCPCS units
according to the dose, with
1mg =1unit.

Block 24E: Diagnosis

Pointer

Refer to the diagnosis for
this service from line 21,
enter only 1diagnosis
pointer per line.

Block 24F: $ Charges
Indicate total charges.

EAD BACK OF [ORM BEFOFE COMPLETING & SIGNING| THIS FORM. 13. INSURED’S OR AUTHORIZED PERSON'S SIGNATURE | authorize
12. PATIENT'S OR AUTHQRIZED PERSONS SIGNATURE | authorize the release of anjl medical or other information necessary payment of medical benefits to the undersigned physician or supplier for
to process this claim. | aiso request paymefit of governmant benefits either to myself or t the party who accepts assignment services described below.
below.
SIGNED DATE SIGNED
14. DATE OF CURRENT IILNESS, INJURY Jor PREGNANCY (LMP) | 15. OTHER DATE 16. DATES PATIENT UNABLE TO WORK IN CURRENT OCCUPATION
MM | DD oYY ] | MM | DD | YY MM | DD | YY MM | DD YY
! ! QUAL.| QUAL, } } FROM | | 0 | |
17. NAME OF REFERRING PROVIDER OR [DTHER SOUIRCE |7a_‘ ‘ 18. HOSPITALIZATION DATES RELATED TO CURRENT SERVICES
| MMT DD Y MM | DD | YY
| 170, P | FROM | i To |
i I I ol
19. ADDITIONAL CLAIM INFORMATION (Ddsignated by NUGC) 20. OUTSIDE LAB? $ CHARGES
Oves o |
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Helate A-L (o service line belov] (24E) 1 22. RESUBMISSION
ICDIInd. CODE ORIGINAL REF. NO.
. DOKX Blo S ol \
23. PRIOR AUTHORIZATION NUMBER
E. . F. L G. | H.
| 1|
24. A, DATE(S) OF SERVICE B. D. PROCEDURES, SERVICES, OR SUPPLIES E. F. G LA « J. 4
From To [PLACE OF] (Explain Unusual Gfrcumstances) AGNOSIS DAYS EESoT b, RENDERING o
MM DD Yy Mt DD YY |seRvice| EMIG | CPT/HCPCS | MODIFIER OINTER $ CHARGES UNITS | Plan’ | QUAL. PROVIDER ID. # =
1 I I I I I I I I r-—q4-——~"~"~""~"~"~"~~"===77 E
MM DD | YY | DD |YY Qo999 | Jz | | | A i U NP1 S
e
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=
| | | | | | | i
6 | | i | [ } | 1 NPI o
25. FEDERAL TAX 1.D. NUMBER SSN EIN 26. PATIENT'S ACCOUNT NO. 27. ACCEPT ASSIGNMENT? | 28. TOTAL CHARGE 29. AMOUNT PAID 30. Rsvd for NUCC Use
(For gowt. claims, see back) | | |
00 e (o |s L |
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 - > - - ‘b' A8
NUCC Instruction Manual available at: www.nucc.org PLEASE PRINT OR TYPE APPROVED OMB-0938-1197 FORM 1500 (02-12)

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).

Block 24G: Units

Q9999/96X X X-Enter the
drug quantity in HCPCS units
according to the dose, with
1mg =1unit; 1vial =130 mq.
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Hospital/Institutional Billingt~!

OTULFI® (ustekinumab-aauz) Coding Information*

SR (96 1) A0 e i (L) List revenue codes in ascending order.
42: (Electronic Form: Loop 2400, SV201) 9 ’
Coding Information in FL 44:
(Electronic Form: Loop 2400,

SV202-2 [SV202-1=HC/HP])

Enter appropriate HCPCS/Modifiers and CPT codes.
Q9999-Injection, ustekinumab-aauz (OTULFI®), biosimilar, 1 mg.

Service Units in FL 46: Enter the drug quantity in HCPCS units according to the dose, with
(Electronic Form: Loop 2400, SV205) 1mg =1 unit.

Administration and Professional Service Coding Information*

Revenue Code in FL 42: Appropriate revenue code for the cost center in which the service is
(Electronic Form: Loop 2400, SV201) performed.

Description in FL 43: Enter narrative description of corresponding revenue code (e.g., clinic, lab,
(Not required by Medicare) infusion).

Coding Information in FL 44:
(Electronic Form: Loop 2400,
SV202-2 [SV202-1=HC/HP])

Enter appropriate CPT codes. 96 XXX—Enter 1 unit for the first hour of
infusion.

Diagnosis Code Information*

ICD-10-CM Code in FL 67: Appropriate ICD-10-CM code(s) for patient condition.
(Electronic Form: Loop 2300, Sequencing of codes may vary based on patient’s condition and payer’s
HI01-2 [HI01-1=BK]) 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 OTULFI®. Other codes may be more appropriate given internal system guidelines, payer requirements, practice patterns,
and the services rendered.

The JW and JZ modifier requirement applies to all separately payable drugs from single-dose containers assigned status indicators “G" (pass-through
drugs and biologicals) or “K" (non-pass-through drugs) under the OPPS for which there is a discarded amount.

Please see additional Important Safety Information throughout this brochure and click to
10 see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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Sample CMS 1450 (UB-04) Claim Form

(hospital outpatient site of service)t®/®!

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 OTULFI® (ustekinumab-aauz) claims are accurate,
complete, and supported by documentation in the patient’s medical record. KabiCare does not guarantee OTULFI® coverage
or reimbursement.

; e FL 42
‘ |
‘ s FED TAX O [P o o roen | Enter the appropriate revenue code
! ‘ ‘ and procedure description.
o [ ot sooress[a]

o] | [T [

10 BRTHDATE [11 s=x [i20 are gy 16 oA [17 STAT | CONDITION CODES, T2 ACOT[%

A O A R
] EOCSUHSE’}C\EE %ODEOCCURR%N;E gSODE FROM SPANTHROUGH SOBODE FROM SPANTHHOUGH &
. ‘ ‘ L Enter NDC or narrative description.
oE

VALUE CODES VALUE CODES
AMOUNT AMOUNT

®

39
CODE.

2 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

| os3s Q9999 MM DD YY 1 :

2| 0510 9BXXX MM DD YY 1 2 |_
‘ ﬁ : FL 44

, Q9999-Injection, ustekinumab-aauz
. . (OTULF1®), biosimilar, 1 mg.

. . 96XXX-Enter 1 unit for the first hour
of infusion. (OTULFI®), biosimilar, 1 mg.

N FL 46

) - Q9999-Enter the drug quantity in
HCPCS units according to the dose,
|. o with 1 mg =1 unit.

" " 96XXX-Enter 1 unit for the first

hour of infusion.

PAGE_____ OF CREATION DATE OTA 3 FL 67
50 PAYER NAME. 51 HEALTH PLAN ID 2iel [aesc| 54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 56 NPI
i T Appropriate ICD-10-CM code(s)
q e . for patient condition.
58 INSURED'S NAME 59 PREL| 60 INSURED'S UNIQUE ID 61 GROUP NAME 62 INSURANC = GROUP NO.
| A
a s
q o
63 TREATMENT AUTHORIZATION CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAME
N R
o
d FL 67 .
|
["&2 \7 l7 l3
(CODE
76 ATTENDING ]NPI IQUAI.] ‘
LAST lFIRS‘l
77 OPERATING ‘NPI |QUAL| {
st [t
78 OTHER l ‘NPI IQUALI ‘
b LAST lFIRST
79 OTHER ‘ {NPI lm’ {
. st [t
bor oS APPROVED GVE W0 033505 - e GERTIFOATIONS O THE REVERSE APPLY TOTHIS BLL AN ARE TADE R PART REREG

NUBC i Lice213257

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 « May require an invoice * Letter of medical necessity
* Physician clinical notes * Drug-identifying information (e.g., NDC) + Letter of appeal
* PA number

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz). 1
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KabiCare Reimbursement and Payment Support

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

Enroliment Support

e Case Management Support — KabiCare helps your team navigate insurance processes and
provides information related to your patient's insurance coverage. After enroliment is complete
and insurance is confirmed, your patient will receive a phone call from KabiCare to review their
benefits and discuss other KabiCare resources that may be available.

* Provider Access - Centralized provider portal for submitting enrollments and checking
patient status.

Insurance Support

¢ Bridge to Therapy - The Bridge to Therapy Program provides commercially insured patients
access to treatment without delay while they are waiting for insurance approval. Eligibility
criteria apply.*

¢ Benefits Investigation — Once your patient is enrolled, KabiCare conducts the benefits
investigation on behalf of the patient to confirm insurance coverage details. The information is
provided to you, your practice, and your patient to aid in patient access.

* Prior Authorization Support - If a prior authorization is needed, KabiCare will provide the
appropriate forms to the office for completion and will help follow up on the status.

¢ Billing & Coding Support — KabiCare offers reimbursement resources to help you submit
claims and understand eligibility for reimbursement.t

¢ Claims Appeals Support — Should a claim or prior authorization be denied, KabiCare will
provide the appropriate appeal documentation and the information required to contest the
denial similar to the prior authorization process. Visit KabiCare.us for a Sample Letter of
Medical Necessity and Sample Letter of Appeal.

* Eligibility criteria apply. Patients are not eligible for commercial copay support and Bridge to Therapy program if the prescription is eligible to be
reimbursed, in whole or in part, by any state or federal healthcare programs.

+ Terms and conditions apply.

+ Eligibility for resources provided by independent nonprofit patient assistance programs is based on the nonprofits’ criteria. Fresenius Kabi has no control
over these programs.

§ Clinical support provided by KabiCare is not meant to replace discussions with a healthcare provider regarding a patient's care and treatment.

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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KabiCare Contact Information

Financial Support

e Commercial Copay Support - If your patient has commercial or private insurance, they
may be eligible” for the copay program that lowers their out-of-pocket costs to as little as
SO/month for treatment with an annual maximum.

¢ Patient Assistance Program — If your patient does not have insurance or their plan does
not cover their medication, they may be eligible for additional assistance through the Patient
Assistance Program or through independent nonprofit assistance programs. Eligibility
criteria apply.*

@ Clinical Support

¢ Clinical Support - KabiCare clinical support can provide medication counseling, offer
self-injection training for applicable products, and answer questions your patient may have
about their Fresenius Kabi biosimilar.®

e Specialty Pharmacy Support - The Patient Support Guide will coordinate with the
specialty pharmacy to ensure proper triage of the prescription with benefit details to
facilitate a timely dispense.

KabiCate™

Patient support from Fresenius Kabi

E
0G=)

Call 1-833-KABICARE Fax 1-833-302-1420 Visit our website
(1-833-522-4227) at KabiCare.us
Monday through Friday
8am.to 8 p.m.ET
(excluding holidays)

To learn more about the KabiCare patient support program, please scan the QR code:

Please see additional Important Safety Information throughout this brochure and click to
see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz). 13
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OTULFI® (ustekinumab-aauz) treatment approval process

Benefits verification

Complete a thorough assessment and investigation of benefits before administering OTULFI® (ustekinumab-
aauz) to determine that the patient's coverage is in effect at the time of injection and to see if any additional
information is required to obtain coverage.

Benefits verification checklist

Confirm the following with the patient’s insurance plan:

Q The patient is actively covered

Q Insurance policy effective and termination dates

Q Whether the patient has a secondary insurer (in addition to primary)

Q Whether the product is covered under medical benefit, pharmacy benefit, or both

0 The insurance holder's name and relationship to the patient

0 In-network or out-of-network coverage

Q HCPCS Q-Code, CPT® code for administration, diagnosis code, and number of units covered

Whether a prior authorization (PA) and supplemental documentation/medical record
is required

Q The patient’s financial responsibility (copay, coinsurance percentage, deductible)
Q The policy limits, including exclusions or documentation requirements

Q If uninsured, whether the patient may be eligible for the Patient Assistance Program

o Please contact KabiCare for assistance

Please see additional Important Safety Information throughout this brochure and click to
14 see full Prescribing Information and Medication Guide for OTULFI® (ustekinumab-aauz).
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Notes
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OTULFI® (ustekinumab-aauz)
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 Account Manager to

connect with a Field Reimbursement

Manager for the latest payer coverage

for patients and assistance with

billing, coding, and KabiCare patient

support offerings.
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