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Pfizer Inc. has developed this reference guide to assist healthcare providers (HCPs) with understanding coding for INFLECTRA® (infliximab-dyyb)
for Injection, the first infliximab biosimilar to be approved in the United States (US).

The information provided in this document is intended for informational purposes only and is not a comprehensive description of potential coding
requirements for INFLECTRA. Coding and coverage policies change periodically and often without notice. The HCP is solely responsible for determining
coverage and reimbursement parameters and appropriate coding for treatment of his/her patients. The information provided should not be considered a
guarantee of coverage or reimbursement for INFLECTRA.

IMPORTANT SAFETY INFORMATION

SERIOUS INFECTIONS

Patients treated with infliximab products 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. Discontinue INFLECTRA® (infliximab-dyyb) if a patient develops a serious infection or sepsis.

Reported infections include:

e  Active tuberculosis (TB), including reactivation of latent TB. Patients frequently presented with disseminated or extrapulmonary disease. Patients should be tested for latent TB before
and during treatment with INFLECTRA®. Treatment for latent infection should be initiated prior to treatment with INFLECTRA®.

e Invasive fungal infections, including histoplasmosis, coccidioidomycosis, candidiasis, aspergillosis, blastomycosis, and pneumocystosis. Patients may present with disseminated, rather than
localized, disease. Empiric anti-fungal therapy should be considered in patients at risk for invasive fungal infections who develop severe systemic illness.

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

The risks and benefits of treatment with INFLECTRA® should be carefully considered prior to initiating therapy in patients with chronic or recurrent infection. Closely monitor patients for
the development of signs and symptoms of infection during and after treatment with INFLECTRA®, including the possible development of TB in patients who tested negative for latent TB
infection prior to initiating therapy.

Risk of infection may be higher in patients greater than 65 years of age, pediatric patients, patients with comorbid conditions and/or patients taking concomitant immunosuppressant therapy. In clinical
trials, other serious infections observed in patients treated with infliximab included pneumonia, cellulitis, abscess, and skin ulceration.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Pfizer enCompass offers reimbursement and patient support for eligible patients prescribed INFLECTRA, including:
e Verifying insurance benefits
e Providing prior authorization (PA) assistance
e Appeals assistance, when PA or a claim has been denied
e General billing and coding assistance and claims tracking

e Identifying patient support programs for eligible insured, uninsured, and underinsured patients

For assistance, call or visit Pfizer enCompass at:

3 [

1-844-722-6672, www.pfizerencompass.com
Monday-Friday,
8 aAM—-8 PM ET

IMPORTANT SAFETY INFORMATION (Continued)
MALIGNANCIES

Lymphoma and other malignancies, some fatal, have been reported in children and adolescent patients treated with TNF blockers, including infliximab products. Approximately half of

these cases were lymphomas, including Hodgkin’s and non-Hodgkin’s lymphoma. The other cases represented a variety of malignancies, including rare malignancies that are usually associated with
immunosuppression and malignancies that are not usually observed in children and adolescents. The malignancies occurred after a median of 30 months after the first dose of therapy. Most of the patients
were receiving concomitant immunosuppressants.

Postmarketing cases of hepatosplenic T-cell lymphoma, a rare type of T-cell ymphoma, have been reported in patients treated with TNF blockers, including infliximab products. These cases
have had a very aggressive disease course and have been fatal. The majority of reported cases have occurred in patients with Crohn’s disease or ulcerative colitis and most were in adolescent
and young adult males. Almost all of these patients had received treatment with azathioprine or 6-mercaptopurine concomitantly with a TNF blocker at or prior to diagnosis. Carefully assess
the risks and benefits of treatment with INFLECTRA®, especially in these patient types.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Introduction
INFLECTRA was approved on April 5, 2016, under the 351(k) approval pathway as the first infliximab biosimilar in the US. For biosimilars such as INFLECTRA, the
Centers for Medicare & Medicaid Services (CMS) has assigned Q-codes to identify and distinguish biosimilars from the reference biologic.

Coverage for INFLECTRA
Coverage for INFLECTRA may vary across commercial payers, Medicare, and Medicaid and by treatment site of care. HCPs should confirm payer policies prior to
treating patients with INFLECTRA.

Coding Overview
In the physician office and hospital outpatient department (HOPD) sites of care, Medicare Administrative Contractors (MACs), private commercial payers, and
Medicaid typically recognize the following codes for reporting INFLECTRA on claim forms.

Claim

Information Type of Code Code and Descriptor Relevant Sites of Service

HCPCS code™ Q5103: Injection, infliximab-dyyb, biosimilar, (inflectra), 10 mg Physician office, HOPD

HCPCS modifier’ JW: Drug amount discarded/not administered to any patient Physician office, HOPD
INFLECTRA it

NDCs? 10-digit: 0069-0809-01 Physician office, HOPD

11-digit: 00069-0809-01
Revenue codes® 0636: Drugs requiring detailed coding HOPD

*Effective for dates of service on or after April 1,2018.

HCPCS — Healthcare Common Procedure Coding System; HOPD — hospital outpatient department; NDC — National Drug Code.

IMPORTANT SAFETY INFORMATION (Continued)

MALIGNANCIES (Continued)

In clinical trials of all TNF blockers, more cases of lymphoma were observed compared with controls and the expected rate in the general population. However, patients with Crohn’s disease, rheumatoid
arthritis, or plaque psoriasis may be at higher risk for developing lymphoma. In clinical trials of some TNF blockers, including infliximab products, more cases of other malignancies were observed compared
with controls. The rate of these malignancies among infliximab-treated patients was similar to that expected in the general population whereas the rate in control patients was lower than expected. Cases

of acute and chronic leukemia have been reported with postmarketing TNF blocker use. As the potential role of TNF blocker therapy in the development of malignancies is not known, caution should be
exercised when considering treatment of patients with a current or a past history of malignancy or other risk factors such as chronic obstructive pulmonary disease (COPD).

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Coding and Medicare Outpatient Prospective Payment System (OPPS) Reimbursement for INFLECTRA When Purchased Through the 340B Drug
Discount Program*®

The 340B Drug Discount Program is a federal drug pricing program that offers discounted drugs to facilities that serve as safety net providers (eg,
disproportionate share hospitals). Effective April 1, 2020, INFLECTRA no longer has pass-through status. As such, when INFLECTRA is purchased through the
340B Drug Discount Program, certain modifiers may be necessary to report with INFLECTRA’s Q-code on the claims form.

Claim
Information

Type of Code Code and Descriptor Relevant Sites of Service

JG*: Drug or biological acquired with 340B Drug Pricing Program discount

INFLECTRA HCPCS modifiers’ HOPD

TB'*: Drug or biological acquired with 340B Drug Pricing Program discount,
reported for informational purposes

* The “JG” modifier triggers a reduced reimbursement rate.
*Not all 340B hospitals are subject to the reduced reimbursement rate. Certain non-qualifying 340B hospitals may be required to append modifier “TB” for informational purposes.
See the CMS website for additional information on 340B modifiers at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS.

HCPCS — Healthcare Common Procedure Coding System; HOPD — hospital outpatient department; OPPS — Outpatient Prospective Payment System.

IMPORTANT SAFETY INFORMATION (Continued)
MALIGNANCIES (Continued)

Melanoma and Merkel cell carcinoma have been reported in patients treated with TNF blocker therapy, including infliximab products. Periodic skin examination is recommended for all patients, particularly
those with risk factors for skin cancer.

A population-based retrospective cohort study found a 2- to 3-fold increase in the incidence of invasive cervical cancer in women with rheumatoid arthritis treated with infliximab compared to biologics-naive
patients or the general population, particularly those over 60 years of age. A causal relationship between infliximab products and cervical cancer cannot be excluded. Periodic screening should continue in
women treated with INFLECTRA®.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Coding for INFLECTRA Administration and Physician Services
Current Procedural Terminology (CPT®) codes define specific medical procedures performed by physicians.® The following codes may be used to report the
administration of INFLECTRA.

Claim
Information

Type of Code Code and Descriptor Relevant Sites of Services

96413: Chemotherapy administration, IV infusion technique; up to 1 hour, single or initial
substance/drug
CPT codes® Physician office, HOPD
96415: Chemotherapy administration, IV infusion technique; each additional hour (list
separately in addition to code for primary procedure)

E/M codes® 99212-99215: Established patient visit Physician office
Procedures,
:ﬁ;v:l:;s; and HCPCS code’ G0463: Hospital outpatient clinic visit for assessment and management of a patient HOPD

CPT modifiers 25: Significant, separately identifiable E/M service by the same physician or other qualified Physician office, HOPD

healthcare professional on the same day of the procedure or other service

0260: 1V therapy
Revenue codes? 0500: Outpatient services, general HOPD
0510: Clinic, general

E/M — evaluation and management; CPT — Current Procedural Terminology; HCPCS — Healthcare Common Procedure Coding System; HOPD — hospital outpatient department.

*Payer polices may vary in coding for the administration of INFLECTRA. Payers may require utilization of the following CPT codes for claims submitted for INFLECTRA:
e 96365: Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); initial, up to 1 hour
e 96366: Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); each additional hour (List separately in addition to code for primary
procedure)

IMPORTANT SAFETY INFORMATION (Continued)
CONTRAINDICATIONS

The use of INFLECTRA® at doses >5 mg/kg is contraindicated in patients with moderate or severe heart failure. INFLECTRA® is contraindicated in patients with a previous severe hypersensitivity reaction to
infliximab or any of the inactive ingredients of INFLECTRA® or any murine proteins (severe hypersensitivity reactions have included anaphylaxis, hypotension, and serum sickness).

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Diagnosis Coding for INFLECTRA
INFLECTRA was approved for the following indications:

e Moderately to severely active Crohn’s disease* * Moderately to severely active rheumatoid arthritis*
e Moderately to severely active pediatric Crohn’s disease® e Active ankylosing spondylitis

e Moderately to severely active ulcerative colitis* e Active psoriatic arthritis

e Moderately to severely active pediatric ulcerative colitis* e Chronic severe plaque psoriasis®!

Based on FDA approval, the following International Classification of Diseases, 10th Revision, Clinical Modification (ICD-10-CM) diagnosis codes may be appropriate
when submitting a claim for INFLECTRA. HCPs are responsible for determining appropriate codes based upon actual patient circumstances.

Claim Information Code and Descriptor

Crohn’s disease K50.00-K50.919: Crohn'’s disease

Ulcerative colitis K51.00-K51.919: Ulcerative colitis

Rheumatoid arthritis M06.0-M06.9: Other specified rheumatoid arthritis
Diagnosis’

Ankylosing spondylitis M45.0-M45.9: Ankylosing spondylitis

Psoriatic arthritis L40.50-L40.53: Psoriatic arthritis

Plaque psoriasis L40.0: Plaque psoriasis

* In patients who have had an inadequate response to conventional therapy.

*In combination with methotrexate.

$ Patients who are candidates for systemic therapy and when other systemic therapies are medically less appropriate.
TINFLECTRA should be administered to patients who will be closely monitored and have regular follow-up visits with a physician.

IMPORTANT SAFETY INFORMATION (Continued)
HEPATITIS B REACTIVATION

TNF blockers, including infliximab products, have been associated with reactivation of hepatitis B virus (HBV) in patients who are chronic carriers. Some cases were fatal. Patients should be tested for HBV
infection before initiating INFLECTRA®. For patients who test positive, consult a physician with expertise in the treatment of hepatitis B. Exercise caution when prescribing INFLECTRA® for patients identified
as carriers of HBV, and monitor closely for active HBV infection during and following termination of therapy with INFLECTRA®. Discontinue INFLECTRA® in patients who develop HBV reactivation, and initiate
antiviral therapy with appropriate supportive treatment. Exercise caution when considering resumption of INFLECTRA®, and monitor patients closely.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Buy-and-Bill: HCP Purchases INFLECTRA and Submits a Claim for Reimbursement for INFLECTRA and the Administration Service
Physician Office Sample Claim Form: CMS-1500

DISCLAIMER: This sample form is
intended as a reference for the coding
and billing of INFLECTRA. This form
is not intended to be directive and
the use of the recommended codes
does not guarantee reimbursement.
Healthcare providers may deem
other codes or policies more
appropriate and should select the
coding options that most accurately
reflect their internal guidelines, payer
requirements, practice patients, and
services rendered.

Item 21: Specify appropriate

HEALTH INSURANCE CLAIM FORM

APPROVED BY NATIONAL LINIFORM CLAIM COMMITTEE iNUCC) 12112

[TT]ren oo
1. MEDICARE MEDICAID TRICARE CHAMPVA 1a. INSURED'S I.D. NUMBER (For Program in Item 1)
D/M»,Mu-arv,i; E (Medicaid#) D (ID#DaD#) D (Member ID#) E (1D%)
2. PATIENT & NAME (Last Name, First Nams, Mcdie Iritil 3 4. INSURED'S NAME (Lest Name, First Nams, Midals Initil
5. PATIENT & ADDRESS (Nov, Strect 6. PATIENT HELATIONSHIP 10 INSUREL 7. INSURED'S ADDRESS (Nov, Strcet
sel[ 7] speuse[] cnia[ 7] Olhu'ﬁ
cITYy STATE Al WED C cTy STATE
Z|P CODE TELEPHONE (Inludz Area Cods; ZIP CODE TELEFHONE (Include Area Code
5. OTHER INSURED'S NAME (Last Nams, First Nama, Midcle Iritial 11. INSURED'S POLICY GROLP OR FECA NUMBER
a. OTHER INSURED'S POLICY OR GROUP NUMBER a INSURED'S DATE OF BIRTH SEX
MM DD Yy

| | i

b AESERVED FORNUCC USE b OTHER CLAIM ID (Desicrated by NUCC

. RESERVED FOR NUCC USE

c. INSURANCE PLAN NAME OR PROGRAM NAME

d. INSURANCE PLAN NAME OR PROGRAM NAME

d. IS THERE ANOTHER HEALTH BENEFIT PLAN?

READ BACK OF FORM
3 AUTHORIZED PERSON'S SIGI

IPLETING & SIGNING THIS FORM
2% the relzase of any medical ur ot

ICD-10-CM diagnosis code(s)

Item 24D: Specify appropriate HCPCS and
CPT codes and modifiers; for example:
e Drug: Q5103 for INFLECTRA

SIGNED SIGNED
14. DATE OF CURRENT ILLNESS, INJURY, or PF P [15. OTHER DATE 15 DATE f\T\FV\T \V\AF\F7')\\/"RY INCI FR NT QCCUPATION
MM DD YY MM v Yy
| 7] QuAL uA Fron | 0

17. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. 18 HOSPIT, A\ \7AT|O\| DATES Fr\ATrD TOC r\;\;’va SERVIC r\v

7offver | FAOM ‘ T |

T0. ADDITIONAL CLAIM INFOFMATION (Desiancted oyCC) I OUTSIDE LAB? $ CHARGES

= O | |

—
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate AfL tf§=nvice link

2. RESUBMISSION
ORIGINAL REF. NO.

e Administration: 96413, 96415 for drug
administration

A | K50.00 B c. L |
el £l 6l 23 PRIOR AUTHORIZATION NUMAER
L L
24. A DATEA\} OF NEF(\/\(E . B. c F. G. H. I J.
Fro IPLACE OF| (Explain o S o RENDERING
MM DD YY MM UL YY [SERVICE | EMG CPT/HCPCS | $ CHARGES UNTS Pen | QUAL PROVIDER ID. #
N400069080901
MM DD| YY |[MM| DD|YY | 11 |as103 | 40 NP
/MM DD| Yy MM | DD |YY |11 | 196413 | 1 NP1
— —t ‘
‘MM oD vy |mm DD |YY |11 | |loeats | 1 N
I O L | [ [we
S O W L I | [w
L [ [ 1 [ [ | | | | [we
25. FEDERAL TAX |.D. NUMBER SSN EIN 26. PATIENT'S ACCOUNT NO. 28. TOTAL CHARGE 29. AMOUNT PAID 30. Rsvd for NUCC Use
s | 5 |
‘

32. SERVICE FACILITY LOCATION INFORMATION

3 BILLING PROVIDER INFOR PH #t (

IMPORTANT SAFETY INFORMATION (Continued)

HEPATOTOXICITY

Item 19: If additional information is
required to describe INFLECTRA (eg,

NDC), this information may be captured
in Item 19

Item 24G: Specify the billing units. For
example, 10 units = 100 mg of infliximab
biosimilar (INFLECTRA). To bill 400 mg,
enter 40 units

Item 24E: Enter reference to the

diagnosis for the CPT and HCPCS codes
from Item 21

Severe hepatic reactions, including acute liver failure, jaundice, hepatitis, and cholestasis have been reported in patients receiving infliximab products postmarketing. Some cases were fatal or required liver
transplant. Aminotransferase elevations were not noted prior to discovery of liver injury in many cases. Patients with symptoms or signs of liver dysfunction should be evaluated for evidence of liver injury. If
jaundice and/or marked liver enzyme elevations (eg, =5 times the upper limit of normal) develop, INFLECTRA® should be discontinued, and a thorough investigation of the abnormality should be undertaken.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Buy-and-Bill: HCP Purchases INFLECTRA and Submits a Claim for Reimbursement for INFLECTRA and the Administration Service
Hospital Outpatient Sample Claim Form: UB-04

[ [ [ |
DISCLAIMER: This sample form is e e CENCH o
intended as a reference for the coding oerone o [ one e wme[ronl oA v o et T e e
and billing of INFLECTRA. This form S I B e
is not intended to be directive and R R
the use of the recommended codes b
does not guarantee reimbursement. i . . .
Healthcareg oviders  ma deem T T A e T s FL 46: Specify the billing units. For
P . y :| 0636 | N400069080901 INFLECTRA Q5103 MM-DD-YY| 40 s example, 10 units = 100 mg of
other codes or policies more | p | - p— ; infliximab biosimilar (INFLECTRA). To bill
appropriate and should select the ‘ . " - 400 mg of drug, enter 40 units
) . °[ 0260 |IV thera; 96415 M-DD-YY]| P
coding options that most accurately , " T 1
reflect their internal guidelines, payer ’ '
requirements, practice patients, and N ) '
services rendered. ;] L : FL 44: Specify appropriate HCPCS and
q : CPT codes and modifiers, for example:
. g e Drug: Q5103 for INFLECTRA
. .  Administration: 96413, 96415 for drug
i N administration
Form Locator (FL) 42 and 43: Specify g pacE—ToF CREATION-DATE OTA : L
revenue codes and describe procedures Amm:nmm: 51 HEATHFLANID o] [ capricR PAMBTS R = A D :m
FL 67: Specify appropriate _[QKSO w0l 1 T T T T F
ICD-10-CM diagnosis code(s) e ——mmr ' e i | - -
| BT e mATErONG [E |
3 OTHER FROCECURE = l“z'
FL 80: If additional information is - o e I I;.L,"{ I
required to describe INFLECTRA (eg, NDC), i i Eoe]. lﬂ!:“i [
this information may be captured in FL 80. . o | o | ECE|

IMPORTANT SAFETY INFORMATION (Continued)

HEART FAILURE

In a randomized, placebo-controlled study in patients with moderate or severe heart failure (NYHA Functional Class I1I/IV), higher mortality rates and a higher risk of hospitalization were observed at Week
28 at a dose of 10 mg/kg, and higher rates of cardiovascular events were observed at both 5 mg/kg and 10 mg/kg. There have been postmarketing reports of new onset and worsening heart failure, with and
without identifiable precipitating factors. Patients with moderate or severe heart failure taking INFLECTRA® (<5 mg/kg) or patients with mild heart failure should be closely monitored, and treatment should
be discontinued if new or worsening symptoms appear.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Acquisition of INFLECTRA Through a Specialty Pharmacy: HCP Acquires INFLECTRA Through a Specialty Pharmacy and Submits a Claim
for Reimbursement Only for the Administration of INFLECTRA
Physician Office Sample Claim Form: CMS-1500

HEALTH INSURANCE CLAIM FORM
. 1 1 APPROVED BY NATIONAL LINIFORM CLAIM COMMITTEE (NUCC) 12112
DISCLAIMER: This sample form is S
H 1 1. MEDICARE MED! ID TRICARE CHAMPVA GROUP FECA OTHER | 1a. INSURED’S 1.D. NUMBER (For. g te
Intended OS a refe rence f:or the COd I ng D/Mv,d”‘ﬁ‘rv #) D (Mec d#) D (ID#/DoD#) D (Member ID#) D :7[5-’5‘ e ANDﬁ[‘?f/H‘NGD (ID#)
Qnd b|”|ng O]c INFLECTRA Th|s form 2. PATIENT & NAME ¢, First Name, Micdle Iritel 3 PATIENTS BIRTH QATE . s[xF 2 INSURED'S NAME (Lot Name, First Nams. Viddls nital
|S not Intended to be dlrectlve (ll’]d . PATIENT S ADDRESS (.., Street & wi:,uﬁ :» ’E ﬁ‘:‘wjhwm:’w;ﬁ 7. INSUREC'S ACDRESS (Nor, Strcet
the use of the recommended Codes Y STATE | A FFEFRVED FORNIICC T15F oY ‘ETATE
does not guarantee relmbursement' ZIP CODE QHH or)u (Inoludz Area Cod ZIP CODE TELEFHO\E ;v' lude Area Code)
Healthcare prOVIderS mcly deem 5. OTHER INSURED'S NAME (Last Nams, First Name, Wiadle Iritl 10,15 PATIENT S CONDITION RELATED TO 11, INSURED'S POLICY GROUP OR FECA NUMBER
Other COdeS or pOIlCIeS more . OTHER INSURED'S POLICY OR GROLP NUMBER a. EMPLOYMENT? (Currsnt or Previous) a \NbUF(bFA[’e‘S‘D/\;[F) c‘w BT 0 SEX 0
; [ v § " ) o
appropriate and should select the T RESERVED FORNUCC UeE b.AUT0 ACCTENTY O Item 19: If additional information is
coding options that most accurately e B e el required to describe INFLECTRA (eg,
refleCt thelr Internal gL”dellneSy payer d. INSURANCE PLAN NAME OR PROGRAM NAME 104. CLAIM (c)DnEvi-E;,:,nEt’\iowc( d. 1S THERE ANOTHER HEALTH BENEFIT PLAN? NDC)' thlS |nf0rmat|on may be Captured
. . . in Item 19
requirements, practice patients, and e e cofcene s PO
services rendered. - : oty s o
SIGNED DATE SIGNED
B A R I e e A row ™| U T M) Item 24G: Specify the billing units. For
17. NAME OF REFERRING PROVIDER OR OTHER SOURCE m‘ ‘ 10 ””’"F",GM”T'SBE nrrv;jru.rrn TO ¢ n\ﬂrﬂrjrm‘nbrmrr:\}v ) ) .
b | B 0 ™ example, 10 units = 100 mg of infliximab
19, ADDITIONAL CLAIM INFORAMATION (Designated byllLICC) I‘ CET&\:EESLAB/D - ‘ E(HAHGE&‘ bIOSImIlQr (INFLECTRA). TO bl” L'OO mg’
Item 21 . SpeC|fy Gppropriate 37 DIAGNOSIS OF NATURE OF LLNESS OF INJLRY Fciate ARt forioe Itk 0 (21E) ol ‘ ‘ 22. FESUBMISSION CRIGINAL FEE 1o, enter AO units
. 4 | K50.00 N . |
ICD-10-CM diagnosis code(s) . e = PR AR e
2‘4 ‘A DATE(S) OF SERVICE = E} e D. PROCEI E. R F. e r‘?w [l J
MM FDEW YY MM DTI; Yy PSLE"F\?]EF EMG CPT‘HX(HL D;%?S%\r‘(s $ CHARGES s [ cu, FHF{ES\%EEFF((“\VD?»;
N400069080901 .
MM oD | YY(TMM‘ oYY | 11 lasis | Il | ] A so0l0o | 40 Item 24F. Enter charges for the
administration of INFLECTRA; enter
(MM BV MM DD Y ALy %R | - A sxxje} 1 £ e $00.00 charges for INFLECTRA since this
Item 24D: Specify appropriate HCPCS and MM ool vy jmm|oo [ [11 | leeass | [ | | A sxxbx | 1| | was purchased by the specialty pharmacy
I
CPT codes and modifiers; for example: T L | T 1 [ [
e Drug: Q5103 for INFLECTRA _ L] ‘ Ll | e
e Administration: 96413, 96415 for drug UL L L L L
de|n|5trat|on 25. FEDERAL TAX I.D. NUMBER Ea 26. PATIENT'S ACCOUNT NO. )/D;‘::E’ A;'" ? 22 TOTAL LHAHGE‘ Zf; AMOUNT PA\L‘) 30. Rsvd for NUCC Use Item ZAE: Enter reference tO the
Bl ‘:\‘id\‘g;blg&:;pzvgtn(c\griSSD\E\‘}T;E}' 32. SERVICE FACILITY LOCATION INFORMATION 3 RILLING PROVIDFR INFO R PH : ) diagnOSiS for the CPT Ond HCPCS COdeS
(I certify that ths statements on the revers from Item 21

IMPORTANT SAFETY INFORMATION (Continued)
HEMATOLOGIC EVENTS

Cases of leukopenia, neutropenia, thrombocytopenia, and pancytopenia (some fatal) have been reported. The causal relationship to infliximab-product therapy remains unclear. Exercise
caution in patients who have ongoing or a history of significant hematologic abnormalities. Advise patients to seek immediate medical attention if they develop signs and symptoms of
blood dyscrasias or infection. Consider discontinuation of INFLECTRA® in patients who develop significant hematologic abnormalities.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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Acquisition of INFLECTRA Through a Specialty Pharmacy: HCP Acquires INFLECTRA Through a Specialty Pharmacy and Submits a Claim
for Reimbursement Only for the Administration of INFLECTRA
Hospital Outpatient Sample Claim Form: UB-04

DISCLAIMER: This sample form is
intended as a reference for the coding
and billing of INFLECTRA. This form
is not intended to be directive and
the use of the recommended codes
does not guarantee reimbursement.
Healthcare providers may deem
other codes or policies more
appropriate and should select the
coding options that most accurately
reflect their internal guidelines, payer
requirements, practice patients, and
services rendered.

Form Locator (FL) 42 and 43: Specify
revenue codes and describe procedures

FL 67: Specify appropriate
ICD-10-CM diagnosis code(s)

FL 80: If additional information is

required to describe INFLECTRA (eg, NDC),
this information may be captured in FL 80.
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IMPORTANT SAFETY INFORMATION (Continued)

HYPERSENSITIVITY

FL 47: Enter charges for the
administration of INFLECTRA; enter
$00.00 charges for INFLECTRA since this
was purchased by the specialty pharmacy

FL 46: Specify the billing units. For
example, 10 units = 100 mg of
infliximab biosimilar (INFLECTRA). To bill
400 mg of drug, enter 40 units

FL 44: Specify appropriate HCPCS and
CPT codes and modifiers, for example:
e Drug: Q5103 for INFLECTRA

o Administration: 96413, 96415 for drug
administration

Infliximab products have been associated with hypersensitivity reactions that differ in their time of onset. Anaphylaxis, acute urticaria, dyspnea, and hypotension have occurred in association with infusions of
infliximab products. Medications for the treatment of hypersensitivity reactions should be available.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.



http://labeling.pfizer.com/ShowLabeling.aspx?id=9271
https://labeling.pfizer.com/ShowLabeling.aspx?id=9271&section=medguide
http://www.INFLECTRApi.com

INJECTION.

Inflectra®
infliximab-dyyb

INFLECTRA Coding for Home Infusion
Home infusion providers should confirm appropriate coding with the patient’s payer prior to submitting a claim for INFLECTRA.

Elaim Type of Code Code and Descriptor Billing Considerations

Information

1 Q5103: Injection, infliximab-dyyb, biosimilar, (inflectra), 10 mg
HCPCS code (Effective for dates of service on or after April 1, 2018)

INFLECTRA Codes identifying INFLECTRA

10-digit: 0069-0809-01

2
NDCs 11-digit: 00069-0809-01

99601: Home infusion/specialty drug administration, per visit (up to 2 hours)
CPT codes® 99602: Home infusion/specialty drug administration, per visit (up to 2 hours); each Home nursing CPT codes
additional hour (list separately in addition to code for primary procedure)

$9359: Home infusion therapy, anti-tumor necrosis factor intravenous therapy; (e.g., May be appropriate when
infliximab); administrative services, professional pharmacy services, care coordination, submitting a claim for per diem
and all necessary supplies and equipment (drugs and nursing visits coded separately), ) 9 P
per diem specialty therapy services
Procedures, HCPCS codes'®
services, and 17050: Infusion, normal saline solution, 250 cc
supplies
A4216: Sterile water, sterile saline and/or dextrose, diluent/flush, 10 mL
Details other supplies utilized as part
Code may vary by manufacturer for sodium chloride 0.9 % 250 mL bag of the home infusion
NDCs

Code may vary by manufacturer for sterile water, preservative-free
injection, 20 mL vial

CPT- Current Procedural Terminology; HCPCS - Healthcare Common Procedure Coding System; NDC - National Drug Code.

IMPORTANT SAFETY INFORMATION (Continued)
CARDIOVASCULAR AND CEREBROVASCULAR REACTIONS DURING AND AFTER INFUSION

Serious cerebrovascular accidents, myocardial ischemia/infarction (some fatal), hypotension, hypertension, and arrhythmias have been reported during and within 24 hours of initiation of infliximab product
infusion. Cases of transient visual loss have been reported during or within 2 hours of infliximab product infusion. Monitor patients during infusion, and if a serious reaction occurs, discontinue infusion.
Manage reactions according to signs and symptoms.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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IMPORTANT SAFETY INFORMATION (Continued)

NEUROLOGIC EVENTS

Agents that inhibit TNF have been associated with CNS manifestation of systemic
vasculitis, seizure, and new onset or exacerbation of CNS demyelinating disorders,
including multiple sclerosis and optic neuritis, and peripheral demyelinating disorders,
including Guillain-Barré syndrome.

Exercise caution when considering INFLECTRA® in patients with these disorders and
consider discontinuation if these disorders develop.

CONCURRENT ADMINISTRATION WITH OTHER BIOLOGICS

Concurrent use of infliximab products with anakinra, abatacept, tocilizumab, or other
biologics used to treat the same conditions as INFLECTRA® is not recommended
because of the possibility of an increased risk of infection. Care should be taken when
switching from one biologic to another, since overlapping biological activity may
further increase the risk of infection.

AUTOIMMUNITY

Treatment with infliximab products may result in the formation of autoantibodies
and in the development of a lupus-like syndrome. Discontinue INFLECTRA®
treatment if symptoms of a lupus- like syndrome develop.

VACCINATIONS AND USE OF LIVE VACCINES/THERAPEUTIC INFECTIOUS
AGENTS

Prior to initiating INFLECTRA®, update vaccinations in accordance with current
vaccination guidelines. Live vaccines or therapeutic infectious agents should not

be given with INFLECTRA® due to the possibility of clinical infections, including
disseminated infections.

At least a 6-month waiting period following birth is recommended before the
administration of any live vaccine to infants exposed in utero to INFLECTRA®.

ADVERSE REACTIONS

In clinical trials with infliximab products, the most common adverse reactions
occurring in >10 % of infliximab treated patients included infections (eg, upper
respiratory, sinusitis, and pharyngitis), infusion-related reactions, headache, and
abdominal pain.

INJECTION.

Inflectra®
infliximab-dyyb

INDICATIONS

INFLECTRA® is indicated for:

Crohn’s Disease
e Reducing signs and symptoms and inducing and maintaining clinical
remission in adult patients with moderately to severely active Crohn’s disease
(CD) who have had an inadequate response to conventional therapy
e Reducing the number of draining enterocutaneous and rectovaginal fistulas
and maintaining fistula closure in adult patients with fistulizing CD

Pediatric Crohn’s Disease
e Reducing signs and symptoms and inducing and maintaining clinical remission
in pediatric patients 6 years of age or older with moderately to severely active
CD who have had an inadequate response to conventional therapy

Ulcerative Colitis
e Reducing signs and symptoms, inducing and maintaining clinical remission
and mucosal healing, and eliminating corticosteroid use in adult patients
with moderately to severely active ulcerative colitis (UC) who have had an
inadequate response to conventional therapy

Pediatric Ulcerative Colitis
e Reducing signs and symptoms and inducing and maintaining clinical
remission in pediatric patients 6 years of age and older with moderately
to severely active UC who have had an inadequate response to
conventional therapy

Rheumatoid Arthritis
e Reducing signs and symptoms, inhibiting the progression of structural
damage, and improving physical function in adult patients with
moderately to severely active rheumatoid arthritis (RA) in combination
with methotrexate (MTX)
Ankylosing Spondylitis
e Reducing signs and symptoms in patients with active ankylosing spondylitis (AS)
Psoriatic Arthritis
e Reducing signs and symptoms of active arthritis, inhibiting the progression
of structural damage, and improving physical function in patients with
psoriatic arthritis (PsA)

Plaque Psoriasis
e The treatment of adult patients with chronic severe (ie, extensive and/or
disabling) plaque psoriasis (pS) who are candidates for systemic therapy
and when other systemic therapies are medically less appropriate

e INFLECTRA® should only be administered to patients who will be closely
monitored and have regular follow-up visits with a physician

Please see Important Safety Information throughout, and click for full Prescribing Information, including BOXED WARNING and Medication Guide, also

available at INFLECTRApi.com.
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Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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The brand names included throughout are the properties of their respective owners.

Please see Important Safety Information throughout, Indications on page 13, and click for full Prescribing Information, including BOXED WARNING
and Medication Guide, also available at INFLECTRApi.com.
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