Resource Guide

KANJINTI™ is a biosimilar to Herceptin®
backed by Amgen expertise'

INDICATIONS

Adjuvant Breast Cancer

KANJINTI™ is indicated for adjuvant treatment of HER2-overexpressing node-positive

or node-negative (ER/PR-negative or with one high-risk feature*) breast cancer:

® As part of a treatment regimen containing doxorubicin, cyclophosphamide and either paclitaxel or
docetaxel

® As part of treatment with docetaxel and carboplatin

® As a single agent following multi-modality anthracycline-based therapy

Select patients for therapy based on an FDA-approved companion diagnostic for trastuzumalb product.

*High-risk is defined as ER/PR positive with one of the following features: tumor size > 2 cm,

age < 35 years, or tumor grade 2 or 3.

Metastatic Breast Cancer

KANJINTI™ is indicated:

® |n combination with paclitaxel for the first line treatment of HER2-overexpressing metastatic breast cancer

® As a single agent for treatment of HER2-overexpressing breast cancer in patients who have received one or
more chemotherapy regimens for metastatic disease

Select patients for therapy based on an FDA-approved companion diagnostic for trastuzumab product.

Metastatic Gastric Cancer

KANJINTI™ is indicated, in combination with cisplatin and capecitabine or 5-fluorouracil, for the treatment of
patients with HER2 overexpressing metastatic gastric or gastroesophageal junction adenocarcinoma, who have not
received prior treatment for metastatic disease.

Select patients for therapy based on an FDA-approved companion diagnostic for trastuzumalb product.

Boxed WARNINGS:

Cardiomyopathy

® Trastuzumab products administration can result in sub-clinical and clinical cardiac failure.
The incidence and severity was highest in patients receiving trastuzumab with anthracycline-containing
chemotherapy regimens.

® Evaluate left ventricular function in all patients prior to and during treatment with KANJINTI™
Discontinue KANJINTI™ treatment in patients receiving adjuvant therapy and withhold KANJINTI™
in patients with metastatic disease for clinically significant decrease in left ventricular function

Please see full indications on pages 2 and 3 and Important Safety Information, including Boxed
WARNINGS, on pages 12 and 13, and click here for full Prescribing Information.

KANJINTI

(trastuzumab-anns)

For Injection 420mg/ vial multiple dose
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Amgen can provide support for institutions, including education, reimbursement
assistance, and to help facilitate transitioning to KANJINTI™ (trastuzumab-anns).

Boxed WARNINGS (continued)

Infusion Reactions; Pulmonary Toxicity

® Trastuzumab products administration can result in serious and fatal infusion reactions and pulmonary
toxicity. Symptoms usually occur during or within 24 hours of administration. Interrupt KANJINTI™
infusion for dyspnea or clinically significant hypotension. Monitor patients until symptoms completely
resolve. Discontinue KANJINTI™ for anaphylaxis, angioedema, interstitial pneumonitis, or acute
respiratory distress syndrome

Embryo-Fetal Toxicity

® Exposure to trastuzumab during pregnancy can result in oligohydramnios and oligohydramnios
sequence manifesting as pulmonary hypoplasia, skeletal abnormalities, and neonatal death. Advise
patients of these risks and the need for effective contraception.

Please click here for full Prescribing Information, including Boxed WARNINGS.
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SUPPLY

SUPPLY!
KANJINTI™ in powder form i :

. m is a sterile, whi _
lyophilized powder in a vial. ite to pale yellow, preservative-free

Each carton of KANJINTI™ contains either:

* 150 mg single-dose vial of KANJINTI™
(NDC 55513-141-01)'

* 420 mg multi-dose* vial of KANJINTI™
(NDC 55513-132-01)
*Multi- ' i
ulti-dose when reconstituted with bacteriostatic water for injection

KANJINTI” '
(trastuzumab-anns)

For Injection

For intravenous infusion only
150 mg/vial

Contents: Each carton contains one 150 mg KANJINTI Single-Dose Vial.
Each Single-Dose Vial delivers 150 mg trastuzumab-anns, 136.2 mg a,a-trehalose dihyd
3.4 mg L-histidine HCI monohydrate, 2.2 mg L-histidine, 0.6 mg. polysorbate 20.

Dosage: See Prescribing Information.

420 KANJINTI"
(trastuzumab-anns)
mg/Vial For Injection : ,
" KANJINTI

For intravenous infusion after reconstitution [t rast uzuma b -4 nns]

420 mg/vial
l Contents: Each carton contains one 420 mg KANJINTI multiple-d For Injection

Each multiple-dose vial delivers 420 mg trastuzumab-anns, 381
dihydrate, 9.5 mg L-histidine HCI monohydrate, 6.1 mg L-histidi
polysorbate 20.

Dosage: See Prescribing Information.

KANJINTI

(trastuzumab-anns)

For Injection 420mg/ vial multiple dose




RECONSTITUTION AND PREPARATION INSTRUCTIONS

RECONSTITUTION OF KANJINTI™ (TRASTUZUMAB-ANNS) VIALS'?

SUPPLY AND STORAGE

Multiple-Dose Vials*

Reconstituted with 20 mL BWFI, USP Diluted in infusion bag with 250 mL of 0.9%
containing 1.1% benzyl alcohol sodium chloride injection, USP

Refrigerate at

2° to 8°C (36° to 46°F) 2° to 8°C (36° to 46°F)
Maximum time: Maximum time:
28 days 24 hours

*Single-use vial when reconstituted with Sterile Water for Injection
'‘Bacteriostatic water for injection, USP, containing 0.9%-11% benzyl alcohol as a preservative is allowable

If you have any questions about the reconstitution and
preparation of KANJINTI™, refer to the package insert or
call 1-800-77-AMGEN (1-800-772-6436). For additional
information and resources, please visit KANJINTl.com

Important Safety Information (continued)

Cardiomyopathy

®* Administration of trastuzumab products can result in sub-clinical and clinical cardiac failure.
The incidence and severity was highest in patients receiving trastuzumab with anthracycline-
containing chemotherapy regimens. In a pivotal adjuvant breast cancer trial, one patient who

developed CHF died of cardiomyopathy.

Please see full Important Safety Information, including Boxed WARNINGS, and
4 click here for full Prescribing Information.
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RECONSTITUTION AND PREPARATION INSTRUCTIONS
(continued)

FOR RECONSTITUTION!
Use appropriate aseptic technique when performing the following reconstitution steps:

F] Using a sterile syringe, slowly inject the (20 mL) of diluent into the vial
) containing the lyophilized cake of KANJINTI™. The stream of diluent should be

N directed into the lyophilized cake. The reconstituted vial yields a solution for
" multiple-dose use, containing 21 mg/mL trastuzumab-anns KANJINTI™ if BWFI
was used to reconstitute.

Swirl the vial gently to aid reconstitution. DO NOT SHAKE.

Slight foaming of the product may be present upon reconstitution.
Allow the vial to stand undisturbed for approximately 5 minutes.

Inspect visually for particulates and discoloration prior to administration. The
solution should be free of visible particulates, clear to slightly opalescent, and
colorless to pale yellow.

Store KANJINTI™ reconstituted with diluent in the refrigerator at 2°C to 8°C
(36°F to 46°F); discard unused KANJINTI™ after 28 days. If KANJINTI™ is
reconstituted with SWFI without preservative, use immediately and discard any
\—_____/ unused portion.

=

DO NOT FREEZE.

FOR DILUTION'

Determine the dose (mg) of KANJINTI™. Calculate the volume of the 21 mg/mL
reconstituted KANJINTI™ solution needed, withdraw this amount from the vial
and add it to an infusion bag containing 250 mL of 0.9% Sodium Chloride, USP.
DO NOT USE DEXTROSE (5%) SOLUTION.

— _ \ Gently invert the bag to mix the solution. The solution of KANJINTI™ for infusion,
diluted in polyvinylchloride or polyethylene bags containing 0.9% Sodium

Q Chloride Injection, USP, should be stored at 2° to 8°C (36° to 46°F) for no more

\ ) than 24 hours prior to use. This storage time is additional to the time allowed for

the reconstituted vials!'

DO NOT FREEZE.

Important Safety Information (continued)

® Trastuzumab products can cause left ventricular cardiac dysfunction,
arrhythmias, hypertension, disabling cardiac failure, cardiomyopathy,
and cardiac death

® Trastuzumab products can also cause asymptomatic decline in left
ventricular ejection fraction (LVEF)

® Discontinue KANJINTI™ treatment in patients receiving adjuvant
breast cancer therapy and withhold KANJINTI™ in patients
with metastatic disease for clinically significant decrease in left
ventricular function

KANJINTI

(trastuzumab-anns)

For Injection 420mg/ vial multiple dose




IV INFUSION DURATION, DOSING, AND SCHEDULES

ADJUVANT TREATMENT, BREAST CANCER
WITH PACLITAXEL OR DOCETAXEL

Week 1 Weeks 2-12 Weeks 13-52
| | |
Initial Dose Qw Q3w
4 mg/kg 2 mg/kg 6 mg/kg
over 90 min over 30 min over 30-90 min

WITH DOCETAXEL AND CARBOPLATIN

Week 1 Weeks 2-18 Weeks 19-52

Initial Dose Qw Q3wW
4 mg/kg 2 mg/kg 6 mg/kg
over 90 min over 30 min over 30-90 min

AS SINGLE AGENT*

Week 1 Weeks 4-52

Initial Dose Q3w
8 mg/kg 6 mg/kg
over 90 min over 30-90 min

* Within 3 weeks following completion of all chemotherapy.

METASTATIC BREAST CANCER METASTATIC GASTRIC CANCER

AS SINGLE AGENT OR WITH PACLITAXEL AS SINGLE AGENT

Week 1 Week 2 until disease progression Week 1 Week 4 until disease progression

Initial Dose Qaw Initial Dose Q3w
4 mg/kg 2 mg/kg 8 mg/kg 6 mg/kg
over 90 min over 30 min over 90 min over 30-90 min

IV = intravenous; QW = once a week; Q3W = once every 3 weeks.

Important Safety Information (continued)
Cardiac Monitoring

® Evaluate cardiac function prior to and during treatment. For adjuvant breast cancer therapy,
also evaluate cardiac function after completion of KANJINTI™

® Conduct thorough cardiac assessment, including history, physical examination, and determination
of LVEF by echocardiogram or MUGA scan

Please see full Important Safety Information, including Boxed WARNINGS, and
6 click here for full Prescribing Information.
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GENERAL CODING INFORMATION

NATIONAL DRUG CODES (NDCs)'

BILLING Each single-dose carton contains one vial of KANJINTI™ (150 mg trastuzumalb-anns)
NDC 55513-141-01

Each multi-dose carton contains one vial of KANJINTI™ (420 mg trastuzumalb-anns)
NDC 55513-132-01

BREAST CANCER

Malignant neoplasm of the breast

Female breast Male breast

C50.011 - C50.012, C50.019 C50.021 - C50.022, C50.029

C50.111 - C50.112, C50.119 C50.121 - C50.122, C50.129

s C50.211 - C50.212, C50.219 C50.221 - C50.222, C50.229

ICD-10-CM C50.311 - C50.312, C50.319 C50.321 - C50.322, C50.329

C50.411 - C50.412, C50.419 C50.421 - C50.422, C50.429

C50.511 - C50.512, C50.519 C50.521 - C50.522, C50.529

C50.611 - C50.612, C50.619 C50.621 - C50.622, C50.629

C50.811 - C50.812, C50.819 C50.821 - C50.822, C50.829

C50.911 - C50.913, C50.919 C50.921 - C50.922, C50.929
HCPCS* Q5117 injection, trastuzumab-anns, biosimilar, (KANJINTI™), 10 mg

96413: Chemotherapy administration, intravenous infusion technique; up to 1 hour,

single or initial substance/drug.

96415: Chemotherapy administration, intravenous infusion technigue; each additional
CPTS hour. Must be listed separately in addition to code for primary procedure.

96417: Chemotherapy administration, intravenous infusion technique; each additional
sequential infusion (different substance/drug), up to one hour. Must be listed
separately in addition to code for primary procedure.

METASTATIC GASTRIC CANCER

Malignant neoplasm of the stomach

ICD-10-CM3
C16.0 Cl16.2 Cle.4 Cl6.6 C16.8
C16.1 C16.3 C16.5 C16.7 C16.9
HCPCS# Q5117 injection, trastuzumab-anns, biosimilar, (KANJINTI™), 10 mg
CPTS 96413: Chemotherapy administration, intravenous infusion technique;

up to 1 hour, single or initial substance/drug.

96415: Chemotherapy administration, intravenous infusion technigque; each additional
hour. Must be listed separately in addition to code for primary procedure.

96417: Chemotherapy administration, intravenous infusion technique;
each additional sequential infusion (different substance/drug), up to one hour.
Must be listed separately in addition to code for primary procedure.

The information provided in this document is of a general nature and for informational purposes only; it is not intended to be comprehen-
sive or instructive. Coding and coverage policies change periodically and often without warning. The healthcare provider is solely respon-
sible for determining coverage and reimbursement parameters and appropriate coding for his/her own patients and procedures. In no way
should the information provided in this document be considered a guarantee of coverage or reimbursement for any product or service.

ICD = international classification of diseases; HCPCS = healthcare common procedure coding system; J I ITM

CPT = current procedural terminology.
(trastuzumab-anns)

Important Safety Information (continued)
For Injection 420mg/ vial multiple dose

® Monitor frequently for decreased left ventricular function during
and after KANJINTI™ treatment

® Monitor more frequently if KANJINTI™ is withheld for significant
left ventricular cardiac dysfunction



PHYSICIAN CODING FORM

The CMS 1500 for Physician Office
Sample CMS 1500 Form — Physician Office Administration

PICA

HEALTH INSURANCE CLAIM FORM

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

PICA

1. MEDICARE MEDICAID TRICARE

D (Medicare#) |:| (Medicaid#) |:| (ID#DoD#)

Y Y WL
D (Member ID#) |:| (D#) |:| (ID#) |:| (ID#)

1a. INSURED'S I.D. NUMBER (For Program in Item 1)

Doe, John D

2. PATIENT’S NAME (Last Name, First Name, Middle Initial)

3. PATIENT'S BIRTH DATE
MM YY SEX
f[ ]

4. INSURED’S NAME (Last Name, First Name, Middle Initial)

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

5555 Any Street

1 DDy
6. PATIENT RELATIONSHIP TO INSURED

XX Xx xx ™[]
SeIfD SpouseD ChildD O(herD

CITY STATE | 8. RESERVED FOR NUCC USE
Anytown AS

ZIP CODE TELEPHONE (Include Area Code)

01010 (XXX) XXX-XXXX

Doe, John D
7. INSURED’S ADDRESS (No., Street)
CITY STATE
ZIP CODE TELEPHONE (Include Area Code)

C )

9. OTHER INSURED’S NAME (Last Name, First Name, Middle Initial)

10. IS PATIENT'S CONDITION RELATED TO:

a. OTHER INSURED’S POLICY OR GROUP NUMBER

a. EMPLOYMENT? (Current or Previous)

b. RESERVED FOR NUCC USE

ves [ Ino
?
b. AUTO ACCIDENT? PLAGE (tate)
|:| YES NO

c. RESERVED FOR NUCC USE

c. OTHER ACCIDENT?

[Jves [ Jno

11. INSURED’S POLICY GROUP OR FECA NUMBER

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

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

v L]

c. INSURANCE PLAN NAME OR PROGRAM NAME

PRODUCT CODE (BOX 24D)

biosimilar, (KANJINTI™), 10 mg

d. INSURANCE PLAN NAME OR PROGRAM NAME

Use Q5117 injection, trastuzumab-anns,

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.

ING & SIGNING THIS FORM.
he release of any medical or other information necessary
er to myself or to the party who accepts assignment

13. INSURED’S OR AUTHORIZED PERSON’S SIGNATURE | authorize
payment of medical benefits to the undersigned physician or supplier for

services described below.

» | <——— PATIENT AND INSURED INFORMATION 4}‘4*CARRIER—>

DIAGNOSIS CODE (BOX 21)
SIGNED DATE )
14.'\[A)'OITE OB[()}URRE§$ ILUNESS, INTJURY, or PREGNANCY (LMP) |15. OTHER DATE MM oD vy D_OCU ment a pproprlate |CD_1 D_CM
= i 2 i % QuaL| QUAL_i i i i dla_gno§|s ;ode[s]_ correspondlng to

[17. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. p'atlent S dlagnOSIS' Llne A = prlmary

| diagnosis code.

} 17b.| NPI
[19. ADDITIONAL CLAIM IN!F{MATION (Designated by NUCC) DlAGNOSlS CODE ‘Box ZI.E'
Brand Name Molecule Name NDC ### Dose|Administered Specify diagnosis, from Box 21, relating to
P1. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service line below (24[) 1CD Ind. } } eaCh CPT/HCPCS‘ Code llsted ||"1 BOX ZAD

il | .
A LM ‘ B. [S35) A D. |
E E G H | 23. PRIOR AUTHORIZATION NUMBER
. J. K. L
4. A DATE(S) OF SERVICE B. C. D. PROCEDURES, SERVICES, OR SUPPLIES . F. G. H. J.
Io PLACEOFL lain Unusual Circumstances) DIAGNOSIS DAYS izsm'ﬁ;r RENDERING
MM DD YY MM DD YY [SERVICE | EMG CPT/HEPCS i MODIFIER POINTER $ CHARGES UNITS Plan | gild BROMIDER ID_#
1 N4 ‘555‘1301320‘1 MG ; ‘ ‘ ‘ v ‘ SERVICE UNITS (BOX 24G)

XX| XX| XX [ XX | XX [xx |11 l 05117 [ ; ; ; A [ xxx 1xx| # Report units of service per

‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ KANJINTI™ label and per local
XX XX XX [ XX | xx 1xx |11 | ‘ 96XXX | i i i | & |  xxx xx|#

payer policy as appropriate.

[ S I )

| ol e
| =]
7]
| e g
PROCEDURE CODE (BOX 24D) l N I B Y S
. <
Use CPT code representing procedure ‘ ! ‘ ‘ Vo0 i o
performed. Healthcare providers should : o
consult the payer or Medicare contractor to " e —— P
B dEtermine WhICh COde iS TS apprOpriate for IGNMENT? | 28. TOTAL CHA}RGE 29. AMOUI\:\‘TP:?’AID 30. Rsvd for NUCC U:
25. FEDERAL TAX I.D. NUME administration Of KANJ'NT'TM PIGNMENT? 5 ‘ . ; . Rsvd for ‘ se
[|no $ | $ ! |
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.)
a. b. a. [b.
SIGNED DATE
NUCC Instruction Manual available at: www.nucc.org PLEASE PRINT OR TYPE APPROVED OMB-0938-1197 FORM 1500 (02-12)

This sample form is intended as a reference for coding and billing for product and associated services. It is not intended
to be directive; 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
system guidelines, payer requirements, practice patterns, and the services rendered. Healthcare providers are responsible
for ensuring the accuracy and validity of all billing and claims for appropriate reimbursement.



HOSPITAL CODING FORM

The CMS 1450 for Hospital Outpatient
Sample UB-04 (CMS 1450) Form — Hospital Outpatient Administration

‘Anytown Hospital 2 B ﬁ
1 00 Main Street %EMCEE 6 STATEMENT COVERS PERIOD 7
Anytown, Anystate 01010 5 FED-TAXNO FROM THROUGH

8 PATIENT NAME

[:[ Smith, Jane

9 PATIENT ADDRESS

[[123 Main

Street, Anytown, Anystate 12345

|

b

[

L]

10 BIRTHDATE

ADMISSION
11 8EX 13 HR_14 TYPE

12 DATE

15 sRe |16 DHR

17 STAT 29

CONDITION CODES
22 23 24

N
]
>
<]
=1
S
@
8

28

31 ‘OCCURRENCE 32 OCCURRENCE 33 'OCCURRENCE 34 OCCURRENCE 'OCCURRENCE SPAN
CODE DATE CODE DATE CODE DATE CODE DATE FROM THRO!
SERVICE UNITS (BOX 46) g
- - e Report units of service per "
CcopE AMOUNT KANJINTI™ label and per local
a payer policy as appropriate.
b
[
d
42 REV.CD. 43 DESCRIPTION 44 HCPCS / RATE / HIPPS CODE 45 SERV. DATE 46 SERV. UNITS 47 TOTAL CHARGES 48 NON-COVERED CHARGES 49
0636| N4 55513013201 ###MG 05117 MMDDYY | # XXXXX !
0510| Clinic MMDDYY | # XXXXX 2
REVENUE CODES (BOX 42) AND PROD AND PROCEDURE COD BO .
DESCRIPTIONS (BOX 43) Brod ;
Product eQ ectio a ab-a bio a ¢
Medicare: Use revenue code 0636, A 0 mg °
drugs requiring detailed coding. palated ad Ation procedure o
Other payers: Use revenue code 0250, e CPT code represe g procedure performed "
general pharmacy (or 0636, if required ea e provide ould co e payer o "
bya given payer]. edicare co actor to aete e ode 0 "
Related administration procedure appropriate for a¢ B iF it "
Use most appropriate revenue code e
for cost center where services were .,
performed (eg, 0510, clinic). .
PAGE OF CREATION DATE OTA i
50 PAYER NAME 51 HEALTH PLAN ID o] [aen| 54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 56 NPI
57 A
OTHER B
DIAGNOSIS CODES (BOX 67) PRV ID c

59 PREL|

Enter appropriate ICD-10-CM

60 INSURED'’S UNIQUE ID

61 GROUP NAME

62 INSURANCE GROUP NO.

diagnosis code(s) corresponding
to patient’s diagnosis.

63 TREATMENT AUTHORIZATION CODES

64 DOCUMENT CONTROL NUMBER

65 EMPLOYER NAME

\d

66 &8
DX|
69 ADMIT 70 PATIENT 71PPS 7 7
DX REASON DX CODE ECI
7 PRINCIPAL PROCEDURE OTHER PROCEDURE OTHER PROCEDURE 75
CODE DATE CODE DATE CODE DATE F 76 ATTENDING [NP‘ [QUAL[ [
LAST ‘FIRST
OTHER PROCEDURE OTHER PROCEDURE OTHER PROCEDURE
CODE DATE CODE DATE CODE DATE 77 OPERATING ‘NP' ‘QUA"‘ ‘
LAST [Flnsr
80 REMARKS 81 CaC 78 OTHER l ‘NP| IQUALI ‘
KANJINTI trastuzumab-anns | ° LAST [F'RST
NDC 55513013201 XXMG E woren | i Joua]
d LaST FIRST

UB-04 CMS-1450

APPROVED OMB NO. 0938-099:

THE CERTIFICATIONS ON THE REVERSE APPLY TO THIS BILL AND ARE MADE A PART HEREOF.

This sample form is intended as a reference for coding and billing for product and
associated services. It is not intended to be directive; 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 system guidelines, payer requirements, practice patterns, and the services rendered.
Healthcare providers are responsible for ensuring the accuracy and validity of all billing and
claims for appropriate reimbursement.

KANJINTI

(trastuzumab-anns)

For Injection 420mg/ vial multiple dose




KANJINTI" (TRASTUZUMAB-ANNS) PRODUCT FACT SHEET

See full Indications, Boxed WARNINGS, and additional Important Safety Information on
following pages.

PRODUCT INFORMATION

NDC Description Quantity
NDC 55513-141-01 150 mg single-dose vial of KANJINTI™ One per carton
NDC 55513-132-01 420 mg multi-dose vial of KANJINTI™ One per carton

STORAGE AND HANDLING REQUIREMENTS

KANJINTI™ vials must be stored in the refrigerator at 2° to 8°C (36° to 46°F) until time of reconstitution.
DO NOT FREEZE.

SHIPPING CONTAINER INFORMATION
KANJINTI™ should be unpacked and refrigerated.
KANJINTI™ should not be stored in the shipping container.

PRODUCT EXPIRATION
The expiration date is printed on each dispensing pack and vial label.

PRODUCT CODE
Q5117 injection, trastuzumalb-anns, biosimilar, (KANJINTI™), 10 mg

SUPPLIED AND MARKETED BY
Amgen USA Inc.

amgen.com

KANJINTI.com

PRODUCT RETURNS

For information and instructions regarding product returns, please contact your wholesaler or Amgen Trade
Operations at 1-800-28-AMGEN (1-800-282-6436). Credit for returns is subject to Amgen’s current Product
Return Policy.

PRODUCT INFORMATION
Medical Information: 1-800-77-AMGEN (1-800-772-6436)

REIMBURSEMENT INFORMATION
Amgen Assist® 1-888-4ASSIST (1-888-427-7478) or www.AmgenAssistOnline.com

Please see full Important Safety Information, including Boxed WARNINGS, and
click here for full Prescribing Information.

10
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SUPPORT PROGRAMS

AMGEN

ASSIST 360

Support, Simplified

See How We Can Help Your Patients

Offering the tools, information, and support for Amgen products
that make a difference for you and your patients

e =

PATIENT
RESOURCE GUIDE

AMGEN REIMBURSEMENT
SPECIALISTS

BENEFIT
VERIFICATION

Connect with an Amgen
Reimbursement Counselor or
schedule a visit with a Field
Reimbursement Specialist

Find co-pay and reimbursement
resources* for patients with
different kinds of insurance,

or no insurance at all

Submit, store, and retrieve

benefit verifications for all

your patients currently on
an Amgen product

*Resources include referrals to independent nonprofit patient assistance programs. Eligibility for resources provided by independent
nonprofit patient assistance programs is based on the nonprofits’ criteria. Amgen has no control over these programs and provides referrals

as a courtesy only.

CALL 1-888-4ASSIST (888-427-7478)
Monday to Friday, 9:00 am to 8:00 pm ET,
OR VISIT AMGENASSIST360.COM

KANJINTI

(trastuzumab-anns)

For Injection 420mg/ vial multiple dose
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IMPORTANT SAFETY INFORMATION

Boxed WARNINGS and Additional Important
Safety Information

Cardiomyopathy

® Trastuzumab products administration
can result in sub-clinical and clinical
cardiac failure. The incidence and
severity was highest in patients receiving
trastuzumab with anthracycline-containing
chemotherapy regimens

® Evaluate left ventricular function in all
patients prior to and during treatment
with KANJINTI™. Discontinue KANJINTI™
treatment in patients receiving adjuvant
therapy and withhold KANJINTI™ in
patients with metastatic disease for
clinically significant decrease in left
ventricular function

Infusion Reactions; Pulmonary Toxicity

® Trastuzumab products administration can
result in serious and fatal infusion reactions
and pulmonary toxicity. Symptoms
usually occur during or within 24 hours
of administration. Interrupt KANJINTI™
infusion for dyspnea or clinically significant
hypotension. Monitor patients until
symptoms completely resolve. Discontinue
KANJINTI™ for anaphylaxis, angioedema,
interstitial pneumonitis, or acute respiratory
distress syndrome

Embryo-Fetal Toxicity

® Exposure to trastuzumab products during
pregnancy can result in oligohydramnios
and oligohydramnios sequence manifesting
as pulmonary hypoplasia, skeletal
abnormalities, and neonatal death. Advise
patients of these risks and the need for
effective contraception

Cardiomyopathy

®* Administration of trastuzumab products
can result in sub-clinical and clinical cardiac
failure. The incidence and severity was
highest in patients receiving trastuzumab
with anthracycline-containing chemotherapy
regimens. In a pivotal adjuvant breast
cancer trial, one patient who developed
CHF died of cardiomyopathy

Please click here for full Prescribing Information,

" including Boxed WARNINGS.
1

Trastuzumab products can cause left
ventricular cardiac dysfunction, arrhythmias,
hypertension, disabling cardiac failure,
cardiomyopathy, and cardiac death

Trastuzumab products can also cause
asymptomatic decline in ventricular ejection
fraction (LVEF)

Discontinue KANJINTI™ treatment in
patients receiving adjuvant breast cancer
therapy and withhold KANJINTI™ in patients
with metastatic disease for clinically
significant decrease in left ventricular
function

Cardiac Monitoring

Evaluate cardiac function prior to and
during treatment. For adjuvant breast
cancer therapy, also evaluate cardiac
function after completion of KANJINTI™

Conduct thorough cardiac assessment,
including history, physical examination, and
determination of LVEF by echocardiogram
or MUGA scan

Monitor frequently for decreased left
ventricular function during and after
KANJINTI™ treatment

Monitor more frequently if KANJINTI[™
is withheld for significant left ventricular
cardiac dysfunction

Infusion Reactions

KANJINTI™ administration can result in
serious and fatal infusion reactions

® Symptoms usually occur during or within

24 hours of KANJINTI™ administration

Interrupt KANJINTI™ infusion for dyspnea
or clinically significant hypotension

Monitor patients until symptoms
completely resolve

Discontinue KANJINTI™ for infusion
reactions manifesting as anaphylaxis,
angioedema, interstitial pneumonitis, or
acute respiratory distress syndrome.
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IMPORTANT SAFETY INFORMATION (continued)

Strongly consider permanent
discontinuation in all patients with severe
infusion reactions

® |nfusion reactions consist of a symptom
complex characterized by fever and chills,
and on occasion include nausea, vomiting,
pain (in some cases at tumor sites),
headache, dizziness, dyspnea, hypotension,
rash, and asthenia

Embryo-Fetal Toxicity

® Exposure to trastuzumab products during
pregnancy can result in oligohydramnios
and oligohydramnios sequence manifesting
as pulmonary hypoplasia, skeletal
abnormalities, and neonatal death. Advise
patients of these risks and the need for
effective contraception

® Verify the pregnancy status of females of
reproductive potential prior to the initiation
of KANJINTI™

® Advise pregnant women and females of
reproductive potential that exposure to
KANJINTI™ during pregnancy or within 7
months prior to conception can result in
fetal harm

® Advise females of reproductive potential to
use effective contraception during treatment
and for at least 7 months following the last
dose of KANJINTI™. Advise female patients
to contact their healthcare provider with a
known or suspected pregnancy

® Consider the developmental and health
benefits of breastfeeding along with the
mother’s clinical need for KANJINTI™
treatment and any potential adverse effects
on the breastfed child from KANJINTI™ or
from the underlying maternal condition

Pulmonary Toxicity

®* Trastuzumab products can result in serious
and fatal pulmonary toxicity, which includes
dyspnea, interstitial pneumonitis, pulmonary
infiltrates, pleural effusions, noncardiogenic
pulmonary edema, pulmonary insufficiency
and hypoxia, acute respiratory distress

syndrome, and pulmonary fibrosis. Such
events can occur as sequelae of infusion
reactions

® Patients with symptomatic intrinsic lung
disease or with extensive tumor involvement
of the lungs, resulting in dyspnea at rest,
appear to have more severe toxicity

® Discontinue KANJINTI™ in patients
experiencing pulmonary toxicity

Exacerbation of Chemotherapy-Induced
Neutropenia

®* |n randomized, controlled clinical trials, the
per-patient incidences of NCI-CTC Grade
3-4 neutropenia and of febrile
neutropenia were higher in patients
receiving trastuzumalb in combination
with myelosuppressive chemotherapy
as compared to those who received
chemotherapy alone. The incidence of septic
death was similar among patients who
received trastuzumab and those who did not

Most Common Adverse Reactions

® The most common adverse reactions
associated with trastuzumab products in
breast cancer were fever, nausea, vomiting,
infusion reactions, diarrhea, infections,
increased cough, headache, fatigue,
dyspnea, rash, neutropenia, anemia, and
myalgia

® The most common adverse reactions
associated with trastuzumab products in
metastatic gastric cancer were neutropenia,
diarrhea, fatigue, anemia, stomatitis, weight
loss, upper respiratory tract infections, fever,
thrombocytopenia, mucosal inflammation,
nasopharyngitis, and dysgeusia.

You may report side effects to the FDA at
(800) FDA-1088 or www.fda.gov/medwatch.
You may also report side effects to Amgen at
1-800-772-6436.

Please click here for full Prescribing

Information, including Boxed WARNINGS.
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Please see full Important Safety Information, including Boxed WARNINGS,
and click here for full Prescribing Information.

Please visit KANJINTIl.com for additional information and resources.

Call 1-800-77-AMGEN (1-800-772-6436) if you have guestions
about ordering and accessing KANJINTI™,

Reimbursement Disclaimer

This resource is intended as a reference for coding and billing for product and associated services. It is not
intended to be directive; 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 system guidelines, payer requirements, practice patterns, and the
services rendered. Healthcare providers are responsible for ensuring the accuracy and validity of all billing
and claims for appropriate reimbursement.

References: 1. KANJINTI™ (trastuzumab-anns) Prescribing Information, Amgen. https:/www.pi.amgen.com/united_states/kanjinti/
kanjinti_pi.pdf. 2. Herceptin® (trastuzumab) Prescribing Information [revised 2017], Genentech. 3. Centers for Disease Control and
Prevention. International Classification of Diseases, Tenth Revision, Clinical Modification (ICD-10-CM). ftp:/ftp.cdc.gov/pub/Health_
Statistics/NCHS/Publications/ICDIOCM/2019/icd1Ocm_index_2019.pdf. Accessed April 2, 2019. 4. Healthcare Common Procedure
Coding System (HCPCS). HCPCS Code J3590. https://hcpcs.codes/j-codes/J3590/. Accessed April 2, 2019. 5. American Medical
Association. 2018 Professional Edition, Current Procedural Terminology (CPT) copyright 2016 American Medical Association.
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