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Using This Billing and Coding Guide

This document is intended as a general guide for submitting information to payers for
reimbursement. Use of this guide does not guarantee that the payer will provide coverage for
Cerezyme and is not intended to be a substitute for, or an influence on, the independent medical
judgment of the prescriber. Prescribers should follow payer-specific coding requirements and
exercise clinical judgment when selecting codes and submitting claims to truthfully and accurately
reflect the services and products furnished to a specific patient. Prescribers are solely responsible
for ensuring the accuracy of billing submissions o any payer.

The coding information discussed in this guide
* |Is provided for informational purposes only

* Is subject to change

+ Should not be construed as legal advice

The codes listed herein may not apply fo all patients or to all health plans. Conversely, additional
codes not listed in this guide may apply to some patients.

Sanofi is committed to working with providers, as well as with public and private payers, to help
with access to Cerezyme as indicated. If you still have questions after reviewing this guide, please
contact CareConnect at 1-800-745-4447, Option 3. Sanofi's CareConnect Case Managers have
expertise in reimbursement, insurance, case management, and the healthcare delivery system
and can provide information to physicians and their patients about the reimbursement process.
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Indication:

Cerezyme® (imiglucerase) for injection is indicated for the tfreatment of non-central nervous system
(CNS) manifestations of Type 1 or Type 3 Gaucher disease in adult and pediatric patients.

Important Safety Information

WARNING: HYPERSENSITIVITY REACTIONS INCLUDING ANAPHYLAXIS

Patients treated with enzyme replacement therapies have experienced life-threatening
hypersensitivity reactions, including anaphylaxis. Anaphylaxis has occurred during the early
course of enzyme replacement therapy and after extended duration of therapy.

Initiate CEREZYME in a healthcare setting with appropriate medical monitoring and support
measures, including cardiopulmonary resuscitation equipment.

If a severe hypersensitivity reaction (e.g.. anaphylaxis) occurs, discontinue CEREZYME
immediately, and initiate appropriate medical treatment, including use of epinephrine.
Inform patients of the symptoms of life-threatening hypersensitivity reactions, including
anaphylaxis, and to seek immediate medical care should symptoms occur.

Warnings and Precautions:

Hypersensitivity Reactions Including Anaphylaxis: See Boxed WARNING.

Patients with antibody to imiglucerase have a higher risk of hypersensitivity reactions. Consider
periodic monitoring during the first year of freatment for IgG antibody formation.

Consider risks and benefits of readministering Cerezyme to individual patients following a severe
reaction. If a mild or moderate hypersensitivity reaction occurs, consider reducing the rate of
infusion, pretreat with antihistamines and/or corticosteroids, and monitor patients for new signs
and symptoms of a hypersensitivity reaction.

Infusion-Associated Reactions:

Infusion associated reactions (IARs) have been observed in patients freated with Cerezyme. If a
severe IAR occurs, discontinue CEREZYME and immediately initiate appropriate medical treatment.
Consider the risks and benefits of re-administering CEREZYME following a severe IAR. If a mild or
moderate IAR occurs, consider decreasing the infusion rate, temporarily stopping the infusion,
and/or administering anfihistamines, antipyretics, and/or corticosteroids.

Adverse Reactions:

Adverse reactions reported in adults and pediatric patients include back pain, chills,
dizziness, fatigue, headache, hypersensitivity reactions, nausea, pyrexia, and vomiting.

Please see Full Prescribing Information, including Boxed WARNING.
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Coding Summary

Diagnosis

Codes used to formalize diagnosis come from the Infernational Classification of Diseases,

Tenth Revision, Clinical Modification (ICD-10-CM), which was originally developed by the World Health
Organization. The ICD-10-CM diagnosis code for Gaucher disease, to be used in conjunction with the
administration of Cerezyme, is E75.22.' This code will be used for both Gaucher disease type 1 and
type 3 (GD1 and GD3).

ICD-10-CM Code'

EOO-E89 Endocrine, nutritional and metabolic diseases
PE75 Disorders of sphingolipid metabolism and other lipid storage disorders
»E75.2 Other sphingolipidosis

Gaucher disease (The ICD-10-CM diagnosis code is the same for all
indicated subtypes of Gaucher disease)

»E75.22

National Drug Code (NDC)

The NDC is a unique 3-segment number that serves as a universal product identifier for human drugs
in the US. Cerezyme has a 10-digit NDC displayed on its packaging. In most cases, this should be
converfed fo an 11-digit code for billing purposes.? Dosing/packaging are the same for both GD1 and
GD3 indications, so the Cerezyme NDC code is the same. Payer requirements for NDC use and format
may vary. Please contact each payer for specific coding policies.

National Drug Code

10-digit NDC 58468-4663-1
11-digit NDC 58468-4663-01
CPT® Code

Current Procedural Terminology (CPT) codes are used to describe the procedures performed on
a patient and/or how a drug or supply being billed was administered.® The CPT codes commonly
associated with the administration of IV-infused biologic therapies like Cerezyme are listed below.
Confirm preferred coding policy with payer prior to administration whenever possible.

Primary Codes*
96365 IV therapy, prophylaxis, or diagnosis (specify substance or drug); initial, up to 1 hour
96366 Each additional hour (list separately in addition to primary procedure code, 96365)*

*Per CMS guidelines, if the incremental amount of infusion time is 30 minutes or less, the time is not to be billed separately. Note that some payers
may require reporting the actual number of minutes on the claim.

CPT is a registered trademark of the American Medical Association.
CMS, Centers for Medicare & Medicaid Services; IV, intravenous.

Please see Important Safety Information on page 3 and Full Prescribing Information,
including Boxed WARNING.
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HCPCS Procedure Codes

HCPCS codes are assigned by CMS and are used by Medicare and most private payers
to describe products administered in a physician’s office or hospital setting.® Note that the
coding system is not a methodology for making coverage or payment determinations.
The existence of a HCPCS code does not imply coverage; it implies only that the product
may be reimbursed if covered. Note that the HCPCS code is the same whether Cerezyme
is used to treat GD1 or GD3.

HCPCS Code®
J1786 Cerezyme—injection, imiglucerase, 10 units

JW modifier: Medicare and some commercial payers require providers and suppliers to report
the JW modifier on Part B drug claims for discarded drugs and biologicals.” Refer to each payer’s
policy for coding and documentation requirements.

Place of Service Codes

Because Cerezyme can be administered in various settings (infusion center, physician office,
patient’s home if deemed clinically appropriate by the prescribing physician), it is important to
populate a claim with the appropriate 2-digit place of service (POS) code.?

Always verify the preferred POS codes for your patient’s health plan before submitting a claim.

HCPCS, Healthcare Common Procedure Code System.

Please see Important Safety Information on page 3 and Full Prescribing Information,
including Boxed WARNING.
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Sample Reimbursement Forms

These sample claim forms are intended for use only as a reference. Reimbursement codes are subject to
contfinual change. Please confirm the accuracy of the codes you use to bill for the prescribed medications
with each payer.

Annotated claim form CMS-1500°

Field 19: Provide any required
detailed information, such

[OfiH0)
-ﬁ;’% 0 as drug name, total dosage
=557 i and strength, method of
EIEEE ST T O z administration, 11-digit NDC,
APPROVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12 o .
ich Poa [TV and basis of measurement
1. MEDICARE MED\CA?«ID TRICARE CHAMPVA HEALTH AR BLK LUNG OTHER | 1a. INSURED'S 1.D. NUMBER (For Program in Item 1) (Qﬁ(] Ch Se p(] r(] Tely |f need ed)
[ ] (Medicare) [ | Medicaia) || io#poDe) (] temeriom [ ] ioa) [Jaos"["Jaom
2. PATIENT'S NAME (Last Name, First Name, Middle Initial) 3. PATlENTS BIHTH DATE SEX 4. INSURED'S NAME (Last Name, First Name, Middle Initial)
s
5. PATIENT'S ADDRESS (No., Street) 6. PATIENT RELATIONSHIP TO INSURED 7. INSURED'S ADDRESS (No., Street)
sei[ ] spouse[ cnia[ | omer[ ] : .
cTy STATE | 8. RESERVED FOR NUCC USE cITy STATE = Fleld 21_. EnTer The
2 appropriate ICD-10-CM
ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) < 1 1
( £ diagnosis codes
9. OTHER INSURED’S NAME (Last Name, First Name, Middle Initial) 10. IS PATIENT'S CONDITION RELATED TO: 11. INSURED'S POLICY GROUP OR FECA NUMBER E
a
a. OTHER INSURED'S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) a. INSURED'’S DATE OF BIRTH SEX g
[T= [Jw o il I, = [ = Field 24A: Enter the date of
b. RESERVED FOR NUCC USE b. AUTO AGCIDENT? PLAGE (Siate) [P OTHER GLAM 1D (Designated by NUGO) a .
- .
Cves v, | | 2 service for each procedure.
¢. RESERVED FOR NUCC USE ¢. OTHER ACCIDENT? ¢. INSURANCE PLAN NAME OR PROGRAM NAME =z H H
Cles [l g Include NDC information,
d. INSURANCE PLAN NAME OR PROGRAM NAME 10d. CLAIM CODES (Designated by NUCC) d. |s|T__H|EHE ANOIEER HEALTH BENEFIT PLAN? § |f req u | red, |n The Sh Od ed
YES 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 0 req S 0 bove eOCh dOTe
12. PATIENT'S OR AUTHORIZED PERSON'S SIGNATURE | authorize the release of any medical or other information necessary payment of medical benefits to the undersigned physician or supplier for
to process this claim. | also request payment of government benefits either to myseif or to the party who accepts assignment services described below.
below.

D DATE SIGNED

CURRENT ILLNESS, INJURY, or PREGNANCY (LMP) | 15. OTHER DATE 16. DATES PATIENT UNABLE TO WORK IN CURRENT QGCUPATION
R i | | MM | DD | oYY o0
! QUAL.| QALY | ! I FROM TO
F REFERRING PROVIDER OR OTHER SOURCE 17a. 18 HDSPITAHZATION DATES FELATED TO CUMR’EENT SERVICES, Fleld 24B EnTer
- i .
17b.| NPI FROM ! T0 .
DITIONAL CLAIM INFORMATION (Designated by NUCC) 20, OUTSIDE LAB? SCHARGES a pprOp nOTe p |O ce Of

[Jves [no |

RESUBMISSION
CODE

service code (office,
infusion center, efc)

21. DIAGNOSIS OR NATURE OF ILLN elate A-L to servi

ORIGINAL REF. NO.

23. PRIOR AUTHORIZATION NUMBER

999 ° e @

21.3. A DATE(S) OF SEHVICE C D. PROCEnuﬁES \/ICES OR SUPPLIES 3 = G. H. I J. - -4
W Bo" w05 v s;"n%if s | crintage oy |Tommn | scmmces | o [ |  cmowpembs |2 .
‘ £ Field 24D: Include payer-
| | 1 1 9 . .
— ] S | : g required details such as
i | | L | | [ | N I Y g HCPCS code (J code), CPT
I o b | T OO = g codes, and modifiers
0w
| | | | | T T e 4
S T N S L [N [N [ | Ll | [w g
Lo Lo b ! 5 - 3] )
R b g Field 24E: Enter the
[N S S Y S S S S L | |w 3 diagnosis code reference
25. FEDERAL TAX 1.D. NUMBER SSN EIN 26. PATIENT'S ACCOUNT NO. 27 @g(ngwPLaA%SISGeyblg&Nﬂ 28. TOTAL CHARGE 29. AMOUNT PAID 30. Rsvd for NUCC Use .
oo ves [ v s s | | letter or number from Field
31. SIGNATURE OF PHYSICIAN OR SUPPLIER 32. SERVICE FACILITY LOCATION INFORMATION 33. BILLING PROVIDER INFO & PH # ( )
INCLUDING DEGREES OR CREDENTIALS 2] ThGT relOTeS 1‘0 The que

(I certify that the statements on the reverse
apply to this bill and are made a part thereof.)

of service and the services
|sanen oute » P P or procedures performed
that are entered

»

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 on page 3 and Full Prescribing Information,
including Boxed WARNING.
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Sample Reimbursement Forms (cont’d)

The sample claim form shown below is an example of the form used for claims submitted by hospitals,
nursing facilities, and other inpatient institutions. Although fields are organized differently than in the
CMS 1500, the information captured is essentially the same.

Annotated claim form CMS-1450'°

Field 42: Enter the
4-digit revenue code
that best describes the
service provided, in
accordance with the
hospital billing policy

T z T
CNTL #
SyED
REC. #
ST CoTES FEor |7
prprs F o TS|

8 PATIENT NAME ‘ a ‘ ‘ 9 PATIENT ADDRESS ‘a ‘

| o] ([T [

ADMISSION "CONDITION CODES 9 ACDT[30
0 BrTHONTE [roox]ie owe “RRNervee sonc[COMITIW] o e o CBTOR0

E
2 P G

31 OCCURRENCE 3  OCCURRENCE 3 OCCURRENCE 3 CCURRENC 5 SPAN 36 SPAN
CODE DATE co DATE CODE DATE C: DATE FROM THROUGH | CODE FROM THROUGH

Field 43: Enter

the corresponding
description of service
(eg. IV therapy)

VALUE CODES
AMOUNT

39 VALUE CODES
CODE AMOUNT'

2 o o »

42REV.CD. | 43 DESCRIPTION 44 HOPCS / RATE / HIPPS CODE 45 SERV. DATE 46 SERV.UNITS. 47 TOTAL CHARGES 48 NON-COVERED CHARGES | 49

o Field 44: Include
. ‘ payer-required details,

such as relevant
HCPCS and CPT codes

Field 66: Enter the
appropriate ICD-10-
CM diagnosis codes

Field 80: Provide
any required detailed
! ' information, such

PRV ID

2| PAGE OF CREATION DATE OTA ]

50 PAYER NAVE ST HEALTH PLAN D FEr] [t prion pavMENTS |55 EST. AMOUNT DUE sonel

A 57 a

DIEI=RaNTE el ErmoIEEs BT PEIEEE as drug name,

! ' total dosage and

. . strength, method of
‘GSTREATMENT AUTHORIZATION CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAME I OdmInISTrOTIOﬂ, Ond
11-digit NDC (attach
a I I I I I I F separately if needed)
\ \ \ \ \ \ \ \

69 ADMIT 70 PATIENT 7iPPS 7 &
DX REASON DX covE Ect

7 PARGIPAL PROGEDURE o TER PROGEDURE_ oaEonG [ o] ]
LasT [rest

O D EIEERE 77 OPERATIVG [Pt Jouu] T
LasT [FrrsT

o1c other | vl Jou] T
3 LasT [rest

moren | [ Joou] T
d LasT FIRST

503 CWIS-1450 APPROVED OVIE N0, 0336060 - HE ONTHE REVERSE APPLY TO THIS BILL AND ARE WADE A PART FEFEOF.
NUBC sz i LICo213257

Please see Important Safety Information on page 3 and Full Prescribing Information,
including Boxed WARNING.
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Additional Billing and Coding Considerations

Reimbursement Considerations

Cerezyme is designed to be prepared and administered by a healthcare provider, in both outpatient
and home settings. Cerezyme may be eligible for reimbursement by commercial payers and Medicare.
Please refer to the individual patient’s plan to determine any applicable coverage requirements. The
specifics of coverage may vary by payer.

When Filing a Claim

It is ecommended that Cerezyme coverage be confirmed with all payers prior fo patient administration,
as patient benefits vary among payers and by plan.

Some payers also have policies that may affect coverage for Cerezyme. These include:

+ Site of care: Some payers may have coverage rules that restrict where patients can receive certain
types of medical care such as infusions

* Network providers: Some payers have exclusive contracts with in-network or participating providers
fo administer infusion therapies; these may include contracts for coverage in physician offices and
outfpatient settings or with specialty pharmacies that provide drugs and biologics to the provider

* Prior authorization: Many plans may require providers to obtain prior authorization (eg. medical
necessity) to begin a course of freatment; check with the payer to determine their process,
requirements, and method for requesting authorization

Documenting Medical Necessity

Cerezyme is a medication used to freat a rare disease. Therefore, some insurers may not be familiar with
Cerezyme and may require additional documentation to process a prior authorization or a claim upon
receipt. Documentation requirements might include:

« Statement of medical necessity from the attending physician

* Cerezyme Prescribing Information

* Details on the patient’s case history, previous therapy,
and clinical course

Example of a Statement of Medical Necessity

Note that some payers have their own specific form for medical
necessity, which should be used in those cases. Check with the
patient’s insurer for details that will be needed in the statement
of medical necessity and how the insurer prefers to receive this
information.

Please see Important Safety Information on page 3 and Full Prescribing Information,
including Boxed WARNING.
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Dosing Information’”

Dosage and Administration

Cerezyme is administered by IV infusion. The recommended dosage, based upon disease severity,
ranges from 2.5 units/kg 3 times a week to 60 units/kg once every 2 weeks. For patients weighing

20 kg and greater, infusions will usually last 1 to 2 hours. For patients weighing less than 20 kg, infusions
will usually take 2 hours. Dosage should be fitrated based on disease severity and therapeutic goals
for the patient.

Cerezyme should be administered under the supervision of a healthcare provider knowledgeable in
the management of hypersensitivity reactions including anaphylaxis.

Cerezyme should be initiated in a healthcare setting with appropriate medical monitoring and support
measures, including access to cardiopulmonary resuscitation equipment.

Patients who experience hypersensitivity reactions fo Cerezyme must be premedicated with
antihistamines and/or corticosteroids. Patients should be monitored for the occurrence of new
hypersensitivity reactions.

Cerezyme should be stored at 2°C to 8°C (36°F to 46°F). Reconstituted Cerezyme can be stored atf
room temperature at 20°C to 25°C (68°F to 77°F) or refrigerated at 2°C to 8°C (36°F to 46°F)
for up to 12 hours. After dilution, Cerezyme is stable for up to 24 hours when refrigerated.

Please see the Full Prescribing Information for additional details regarding preparation and
administration.

Please see Important Safety Information on page 3 and Full Prescribing Information,
including Boxed WARNING.
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Patient Support Services
careconnect

PERSONALIZED SUPPORT SERVICES

Connected Care Throughout Your Patient’s Journey

CareConnect is a free, voluntary, and confidential support program for eligible patients and
families living with lysosomal storage disorders, including Gaucher disease types 1 and 3.

roi Q

Your pa

5D

g

Connected Education
Comprehensive disease education from diagnosis and beyond for individuals, families,
and communities.

Connected Team
Dedicated feam who connects the dots between specialists, insurance, and
appointments for a less fragmented care experience.

Connected Experience
Programs designed to support patients by connecting them with experts and the
community to navigate life fransitions and disease management.

tient’s team is made up of two dynamic professionals

Case Managers assist with reimbursement matters, provide financial assistance
resources, and help patients navigate access hurdles throughout freatment.

Patient Education Licisons have a clinical background and provide patients with disease
and treatment education throughout their journey.

If affording treatment is an issue, CareConnect may be able to help eligible patients access
financial assistance.

CONNECT WITH US
www.careconnectpss.com
1-800-745-4447 (Option 3)

info@careconnectpss.com

Please see Important Safety Information on page 3 and Full Prescribing Information,
including Boxed WARNING.
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Ordering Information for Cerezyme

To order Cerezyme, contact one of the specialty distributors listed below:

Specialty Distributors
Cardinal Health

Phone
800-926-3161

Web
cardinalhealth.com

Cardinal Health Specialty
Pharmaceutical Distribution

855-855-0708

cardinalhealth.com

McKesson Specialty Health

800-482-6700

mscs.mckesson.com

McKesson Pharmaceutical
Distribution

855-625-4677

mckesson.com

McKesson Plasma and
Biologics (MPB)

877-625-2566

connect.mckesson.com

Morris & Dickson
Specialty Distribution

800-388-3833

mdspecialtydist.com

Use the information below to order Cerezyme directly from Sanofi:

Direct Order Contact

Rare Disease Product
Services

800-745-4447, Option 1

CO@Sanofi.com

Cerezyme is also available through most specialty pharmacies.

Please see Important Safety Information on page 3 and Full Prescribing Information,

including Boxed WARNING.
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