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Monoferric Patient Solutions® (MPS) Program Reimbursement Guide is intended to provide an overview of the
program along with providing an overview of coding and coverage information related to Monoferric® (ferric
derisomaltose) injection. Healthcare providers (HCP) can use this guide, in addition to other sources of information,
to determine for themselves the appropriate claims to file for Monoferric-related services. Pharmacosmos
Therapeutics Inc. does not guarantee payment or coverage for any product or service.

The healthcare billing environment is constantly evolving to keep pace with scientific advances and financial
constraints. Information specific to billing and coding is subject to change without notice and should be verified by
the provider for each patient prior to treatment. A provider should contact patients’ payers directly for any revised
or additional requirements, information, or guidance.

It is always the provider’s responsibility to determine the appropriate healthcare setting and to submit true and
correct claims for the products and services rendered. Providers should contact third-party payers for specific
information on their coding, coverage, and payment policies.

Please see Important Safety Information throughout and full Prescribing Information.
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Monoferric Patient Solutions®
Program Overview

Rapid Response, Customized Solutions

MPS Delivers Diverse Support to Address Monoferric Treatment Needs
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Reimbursement Support

Copay Support
Billing and coding guide Ry P

Available for patients with

Sample annotated claim forms commercial health insurance
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Sample letters of appeal and
medical necessity

Patient Assistance
Program

Available for
eligible uninsured
or underinsured
patients

-
Assistance
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On-Demand Field

Coverage and Access Information "
Reimbursement Support

Live representatives available to assist with your patients’ 3‘.,
Language translation services (27 languages) reimbursement needs, 3

follow-
Prior authorization support and case follow-up

uonnqusia % buuspio

Buy and bill information
Claims and appeals assistance
HCP/patient portal

MBIAIBAQ [e21Ul]D

Please see Important Safety Information throughout and full Prescribing Information.

MonofFerric

(ferric derisomaltose)
injection

uoljewou|
Ayojeg Juepodwy



https://dailymed.nlm.nih.gov/dailymed/getFile.cfm?setid=55859d2d-0456-4fa9-b41f-f535accc97db&type=pdf

Monoferric Patient Solutions® Program Overview (cont’d)

How to enroll in any of the available support services
(Reimbursement, Patient Assistance Program, Copay)

Enrollment options: e !, e
LogIn

* You may enroll your patient online via the portal y

monoferricpatientsolutionsportal.com
. . . . . Monoferric

* You may also visit monoferric-patient-solutions.com s PO
to download the editable form, complete the required -
fields, and fax to 1-833-888-8837

» For copay support, you can visit
monoferriccopay.com or call 1-800-475-4928

MPS Program may contact you and/or your patient for
additional information in order to initiate next steps.

Overview of the steps that may occur once you have made the decision to prescribe Monoferric for an
appropriate patient and have decided to enroll your patient with iron deficiency anemia (IDA) into the

MPS Program:

Available offerings include assistance with benefit verifications, prior authorizations (PA), claim and appeal
support, financial assistance, field reimbursement support, and the Patient Assistance Program. The MPS
Patient Access Specialists will follow-up with your office and provide information on your patient’s eligibility for
the selected access offerings. Keep in mind that the access journey and timelines may vary depending on your
patient’s qualification for program offering(s)

TO LEARN MORE

&) 8

1-800-992-9022

Monoferric :
Patient Solutions Hours of Operation:

Monday-Friday, 8 am to 8 pPm ET

INDICATIONS

Monoferric is indicated for the treatment of iron deficiency anemia (IDA) in adult patients:
» who have intolerance to oral iron or have had unsatisfactory response to oral iron

» who have non-hemodialysis dependent chronic kidney disease (NDD-CKD)

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

Monoferric is contraindicated in patients with a history of serious hypersensitivity to Monoferric or any of its components.
Reactions have included shock, clinically significant hypotension, loss of consciousness, and/or collapse.

Please see Important Safety Information throughout and full Prescribing Information.
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Monoferric Patient Solutions® Program is committed to
providing a seamless access journey to patients and HCPs

Live representatives are available to support patients, caregivers, and HCPs through the various MPS offerings:

Benefits verification Prior authorization assistance
Claims and appeals assistance Financial assistance
Sample letters of appeal and/or medical necessity In-person support for providers’ offices by providing

access to a local field reimbursement manager

MPS Program Can Assist Your Office With Investigating and Coordinating Coverage:

After following the steps on page 2 to download and complete the editable enroliment form, fax the completed
and signed enrollment form, including copies of the insurance card(s) (optional), to MPS at 1-833-888-8837

MPS will contact the patient’s insurance plan to research the patient’s benefits for all available access
methods (provider purchase and bill, assignment of benefit (AOB), and pharmacy) and capture the following:
» Coverage restrictions (PA requirements)

* Patient cost share responsibility (deductible and applicable copay or coinsurance requirements)

+ Contracted Specialty Pharmacy Provider (SPP), if applicable

» Payer-suggested coding

» Payer-specific billing instructions

Within 1-2 business days, a Patient Access Specialist will call and provide you with the following:
» A summary of benefits to explain each patient’s benefits which will also be faxed to your office
» PA criteria, if required, along with payer-specific forms to submit to the payer for approval

» Further assistance with the PA process, as needed

Patient Access Specialists will also conduct an application-based eligibility determination for copay assistance,
as appropriate for your patients

In order to access services available through the MPS Program, providers must certify they ha
from the patient and have on file the patient's HIPAA consent and all other necessary permis

the enroliment form. If your facility prefers to conduct your own insurance investigation fo
to administering Monoferric, the coverage parameters listed above and the checklisis provide
can be used as a reference for verifying coverage and understanding your patient’s cost=s

HIPAA=Health Insurance Portability and Accountability Act.

Please see Important Safety Information throughout and full Prescribing Information.
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Monoferric Patient Solutions® Patient Assistance Program

Manageable Requirements to Facilitate Access
Eligibility criteria:

Fall within the income guidelines*

Uninsured or underinsured (patients with claims covered, paid or reimbursed, in whole or in part, by Medicaid,
Medicare, or other federal or state healthcare programs are not eligible for this program)

Must be 18 years or older
Prescribed Monoferric for an on-label diagnosis

Patient must be a resident of the United States (residency includes anyone who lives in one of the U.S. states,
the District of Columbia, Puerto Rico, and U.S. Virgin Islands). Citizenship or legal status is not a requirement

Timeline and Process Flow for the MPS Patient Assistance Program (PAP)

0 v

MPS Program 1-2 BUSINESS Benefits investigation APPROVED @ Outbound call to
receives DAYS confirms patients ... > notify HCP of the PAP
enrollment formt "7 > insurance status approval and how to

Patient’s financial access the benefit

eligibility determined @ Approval letter
through real-time faxed to HCP and
income projector* mailed to patient

Shipment is

coordinated with HCP

DENIED
v
@ Outbound call to @ Denial letter faxed
notify the HCP of the to HCP and mailed
PAP denial® to patient

*Total household income is at or below 300% of the federal poverty level (FPL). Visit https://aspe.hhs.gov/topics/poverty-economic-mobility/poverty-
quidelines, which lists the current FPL guidelines. Pharmacosmos Therapeutics Inc. and its authorized third-party agents will use the patient’s date of
birth or social security number and/or additional demographic information as needed to access credit information and information derived from public
and other sources to estimate income in conjunction with the eligibility determination process. As a soft credit inquiry, this option will not impact credit
scores. Pharmacosmos Therapeutics Inc. and its authorized third-party agents reserve the right to ask for additional documents and information at any
time. Note: Patients may retroactively qualify for assistance under the PAP if the patient's HCP submits an explanation of benefits (EOB) statement
from the patient's commercial insurance provider within 120 days of the date of service.

TReview and processing time may be expedited for emergent cases.

*MPS reserves the right to request proof of income documentation at any time from the patient.

SPatients should inform the PAP of any changes in insurance and/or financial status. If the patient’s situation changes, program representatives will
reassess patient’s eligibility for the program.

Please see Important Safety Information throughout and full Prescribing Information.
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Monoferric Patient Solutions® Copay Assistance Program

Eligibility information:
B(‘/ To be eligible to participate in the MPS Copay Assistance Program, the patient must:

Have commercial health insurance (ie, health insurance offered through an employer; NOT Medicare,
Medicare Advantage, Medicaid, TRICARE, or Veteran Affairs healthcare)

Reside in the United States or Puerto Rico
Be treated by a healthcare provider in the United States or Puerto Rico
Be 18 years of age or older

Be prescribed Monoferric for an on-label diagnosis
Q If a patient is eligible to participate:
> P 9 p pate:

They will receive savings on out-of-pocket (OOP) expenses (ie, deductible, copay, or coinsurance
obligations) for Monoferric of up to $2,000 per dose*

Copay assistance may be applied retroactively to prescription costs that occurred within 120 days prior to
the date of enrollment and if the patient met all of the eligibility criteria at the time of the infusion

Copay Assistance Program Contact Information

e ®

1-800-475-4928 1-800-547-2117

You may also check your patient's eligibility for the
MPS Copay Assistance Program when enrolling your patient into MPS

*If IDA returns within the coverage period, you would receive an annual maximum savings on OOP expenses of up to $4,000.
Additional restrictions apply. Please see full Terms and Conditions at monoferric-patient-solutions.com.

Please see Important Safety Information throughout and full Prescribing Information.
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Medical Benefit Copay Claim Process Flows for Monoferric

Option 1: MPS Program

)

MPS Program REVIEW IS Supporting Conduct benefit
receives enrollment 12 BUSINESS DAYS! documentaton > verification
form* > reviewed” :
1 BUSINESS DAY v
Payment TO PROCESS W/ APPROVED o . Review claim and
administered e " determine eligibility
SENT WITHIN P REVIEW IS
3-5 BUSINESS DAYS!
@ Denial notification 1 BUSINESS DAY ¢ DENIED
to HCP D
Option 2: ConnectiveRx
4 BUSINESS DAYS Pavment
. @ « APPROVED TO PROCESS dy_ stered
ConnectiveRx Revi lai , T > administere
receives ’ an?jvéieev’:le:rﬁ'lrr?e
complete claim Jeterm ..
eligibility Ty .
REVIEW 1S SENT WITHIN @ Denial

2 BUSINESS DAYS

*Claim form and/or Explanation of Benefits (EOB).
TReview and processing time may be expedited for emergent cases.

notification to
HCP via auto-
generated fax

€ DENIED 1 BUSINESS DAY

Please see Important Safety Information throughout and full Prescribing Information.
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Basic Coverage Information

MBIAIBAQ oSUOIIN|OS
jusiyed J1118JOUOIN

Billing and coding requirements for Monoferric will vary based on many factors,
including the site of service where the drug is administered, the type of insurance the
patient has, and the benefit under which Monoferric is covered.

Site of service

Monoferric may be administered in HCP offices or in hospital outpatient departments.” Note, not all payers may
cover Monoferric at all sites of service, and for most payers the site of service will affect the billing and coding
requirements. This guide concentrates on coverage, coding, and billing for Monoferric when administered in
provider office and hospital outpatient settings.

Benefit category

Most payers cover provider-administered products, such as Monoferric, under a medical benefit rather than a
pharmacy benefit. In the case of Medicare, Monoferric will typically be covered under Part B. However, private
payers and Medicaid, including managed Medicaid, may require that providers obtain Monoferric through a
specialty pharmacy (SP). SPs may bill the payer under the medical or pharmacy benefit, depending on what that
payer requires.

uoneuoju|
Buigjes 8910 J9pPIAOId

Payer type

Coverage, as defined by each payer type and benefit package, may vary depending on the site of service and the
patient’s status and medical history.

* Private payers
Although private payers may cover Monoferric, some may restrict Monoferric’s coverage by imposing special
distribution requirements, require precertification, and institute management controls such as step edits.
Private payers vary in the payment methods they use to reimburse medical benefit drugs. Methodologies
typically include:

- Percentage of Average Wholesale Price (AWP)

- Percentage of Average Sales Price (ASP)

- Percentage of Wholesale Acquisition Price (WAC)
- Invoice cost

- Percentage of billed charges

- Hybrid or other methodologies
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Your payment terms for Monoferric for a particular patient will be based on your individually negotiated contract
with that patient’s payer. If your site has questions about payment or details within your provider contract, you can
call the payer directly or contact your payer contract representative for more details. However, in general, private
payers use a variety of methods to determine payment for drug administration and provider office visits, known as
Evaluation and Management (E/M), including:

- Fee schedule-based reimbursement

Usual, customary, and reasonable charges

- Reimbursement based on a percentage of the Medicare Physician Fee Schedule (MPFS)
- Percentage of billed charges

uojjewou|
uonnqusia % buuspio

It will be important for your site to set the appropriate charges for Monoferric when submitting your claim,
accounting for your negotiated contracts across all payers.

MBIAIBAQ [e21Ul]D

“Not an all-inclusive list of potential settings of care.

Please see Important Safety Information throughout and full Prescribing Information.
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Basic Coverage Information (cont’d)

* Medicare
Adults with IDA may qualify for Medicare. Medicare typically covers and separately reimburses drugs provided
in the provider office as well as drugs provided in the hospital outpatient department that are not self-
administered and are provided incidental to a provider’s service. Medicare is federally funded health insurance
coverage for the aged and disabled who meet 1 of the following criteria:

MBIAIBAQ oSUOIIN|OS
jusiyed J1118JOUOIN

- Age 65 or older and self or spouse is eligible for Social Security or Railroad Retirement Benefits
- Under age 65 and getting Social Security Disability Insurance (SSDI) benefits, after 2 years
- Under age 65 with end-stage renal disease (ESRD)

Medicare is comprised of 4 different parts: A, B, Medicare Advantage (C), and D
Part

- Basic services offered by Medicare — includes inpatient services, hospitalizations, hospice care, skilled
nursing facility stays, and some home health services

Part

- Provider-administered drugs, durable medical equipment, some home healthcare, laboratory services,
physical therapy, and occupational therapy

uoneuoju|
Buigjes 8910 J9pPIAOId

- Medicare Part B is an optional benefit, as Medicare beneficiaries must separately enroll and may pay
additional premiums/deductibles

Part

- Atype of Medicare health plan offered by a private company that contracts with Medicare to provide Part A, B,
and often D benefits
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- Medicare Advantage plans fully replace Medicare Parts A and B for those who enroll

Part

- Self-administered or oral drugs

- Medicare Part D is an optional benefit, as Medicare beneficiaries must separately enroll and may pay
additional premiums/deductibles

* Medicaid
Medicaid coverage and payment for Monoferric will vary by state and managed Medicaid plan. Providers should
check with the state program or plan for specific coverage information.

siaypo] s|dweg
® SIsIPO8YD

- Reimbursement methodologies will vary by state and managed care organization and may be based on ASP,
AWP, WAC, and/or total invoice cost

- Beneficiary cost-sharing will also vary by state but is usually nominal, unless the beneficiary must comply with
spend-down requirements

- Payment for services rendered, such as administration for Monoferric, office visits (E/M), and related services,
is also highly variable. Methodologies may include fee schedule; percentage of the MPFS; usual, reasonable,
and customary, and/or a percentage of billed charges

uojjewou|
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Please see Important Safety Information throughout and full Prescribing Information.
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Provider Billing and Coding | Office Setting

Medicare, Medicaid, and Commercial

Medicare, Medicaid, and Commercial

Monoferric received U.S. Food and Drug Administration (FDA) approval in January 2020 and is available for distribution.

It is an iron replacement product indicated for the treatment of IDA in adult patients, aged 18 years and older, who have
intolerance to oral iron or have had unsatisfactory response to oral iron and/or who have non-hemodialysis dependent chronic
kidney disease."

Coverage

For patients enrolled in Medicaid, a Medicare Advantage plan, or a commercial health plan, coverage of Monoferric will vary
by payer. Some payers may also apply utilization restrictions for Monoferric. For Medicare patients, Monoferric will typically be
covered under Medicare Part B when used for an FDA-approved indication and when medically reasonable and necessary.

Important Information

The coding, coverage, and payment information contained herein is gathered from various resources, general in nature, and
subject to change without notice. Third-party payment for medical products and services is affected by numerous factors. It

is always the provider’s responsibility to determine the appropriate healthcare setting, and to submit true and correct claims

for those products and services rendered. Providers should contact third-party payers for specific information on their coding,
coverage, and payment policies. Information and materials are provided to assist HCPs, but the responsibility to determine
coverage, reimbursement, and appropriate coding for a particular patient and/or procedure remains at all times with the provider.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions

Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which have been life-threatening and fatal,
have been reported in patients receiving Monoferric. Patients may present with shock, clinically significant hypotension, loss
of consciousness, and/or collapse. Monitor patients for signs and symptoms of hypersensitivity during and after Monoferric
administration for at least 30 minutes and until clinically stable following completion of the infusion. Only administer Monoferric
when personnel and therapies are immediately available for the treatment of serious hypersensitivity reactions. Monoferric is
contraindicated in patients with prior serious hypersensitivity reactions to Monoferric or any of its components. In clinical trials
in patients with IDA and CKD, serious or severe hypersensitivity were reported in 0.3% (6/2008) of the Monoferric treated
subjects. These included 3 events of hypersensitivity in 3 patients; 2 events of infusion-related reactions in 2 patients and 1
event of asthma in one patient.

Please see Important Safety Information throughout and full Prescribing Information.
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Provider Billing and Coding | Office Setting (cont'd)

International Classification of Diseases, 10th Revision, Clinical Modification (ICD-10-CM) diagnosis codes

The following tables display selected diagnosis codes that may be associated with IDA.*

Primary Diagnosis Codes

ICD-10-CM? diagnosis code Description
D50.0 IDA secondary to blood loss (chronic)
D50.1 Sideropenic dysphagia
D50.8 Other IDAs
D50.9 IDA, unspecified
D63.0 Anemia in neoplastic disease

: » Code neoplasm first » Confirm iron deficiency
D63.1 Anemia in CKD

: » Code CKD stage first + Confirm iron deficiency
D63.8 Anemia in other chronic diseases classified elsewhere

: » Code underlying disease first » Confirm iron deficiency
D64.81 Antineoplastic chemotherapy-induced anemia

+ Confirm iron deficiency

Secondary Diagnosis Codes

ICD-10-CM? diagnosis code

Description

E83.10

Iron metabolism

K50.0-K50.919

Crohn’s disease [regional enteritis]

K51.0-K51.919

Ulcerative colitis

K90.0 Celiac disease

K90.4 Malabsorption due to intolerance not elsewhere classified
K90.9 Intestinal malabsorption unspecified

N18.1 CKD, stage 1

N18.2 CKD, stage 2 (mild)

N18.3 CKD, stage 3 (moderate)

N18.30 CKD, stage 3 unspecified

N18.31 CKD, stage 3a

N18.32 CKD, stage 3b

N18.4 CKD, stage 4 (severe)

N18.5 CKD, stage 5

N18.6 End-stage renal disease

N18.9 CKD, unspecified

N92.0 Excessive and frequent menstruation with regular cycle

N92.5 Other specified irregular menstruation

N92.6 Irregular menstruation, unspecified

T45.4X5A Adverse effect of iron and its compounds, initial encounter
T45.4X5D Adverse effect of iron and its compounds, secondary encounter
T45.4X5S Adverse effect of iron and its compounds, sequela encounter
T50.905A Adverse effect of unspecified drugs, medicaments and biological substances, initial encounter

*Sample diagnosis codes for the appropriate patient prescribed Monoferric.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)

Iron Overload

Excessive therapy with parenteral iron can lead to excess iron storage and possibly iatrogenic hemosiderosis or

hemochromatosis. Monitor the hematologic response (hemoglobin and hematocrit) and iron parameters (serum ferritin and

transferrin saturation) during parenteral iron therapy. Do not administer Monoferric to patients with iron overload.

Please see Important Safety Information throughout and full Prescribing Information.
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Provider Billing and Coding | Office Setting (cont'd)

Current Procedural Terminology (CPT) code
CPT* code
96365° Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug)

Healthcare Common Procedure Coding System (HCPCS) level Il codes

HCPCS code Descriptor Site of care Additional information

If required by the payer, include the N4 qualifier, National Drug
Code (NDC), unit of measure qualifier, and amount administered
to the patient in the shaded area of Box 24A above the date of
service. Example: N473594931001ME1000

J14374 Injection, ferric derisomaltose, 10 mg All sites of care

National Drug Code (NDC)

The NDC is a unique 10-digit, 3-segment number. It is a universal product identifier for drugs in the United States present on
all over-the-counter and prescription medication packages and inserts.

Many NDC numbers listed on drug packaging are in a 10-digit format. The NDC number is essential for proper claim
processing when submitting claims for drugs used; however, to be recognized by payers, it must be formatted into an
11-digit 5-4-2 sequence. This requires a zero to be placed in a specific position to meet the 5-4-2 format requirement.®

As not all NDC numbers are set up the same, the table below demonstrates how to achieve the 11-digit NDC code for
Monoferric.

Please note, because many practice management systems automatically remove the hyphens, be sure they are excluded
from submission on the claim.

10-digit format  Trade name Package strength NDC number New format NDC number for payer

1000 mg iron/10 mL
(100 mg/mL) single-dose vial'

5-4-1 Monoferric' 73594-9310-1 5-4-2 73594-9310-01

Additional Information
Only 1000 mg iron/10 mL (100 mg/mL) single-dose vial of Monoferric is available in the United States.

*CPT © 2021 American Medical Association. All rights reserved.

IMPORTANT SAFETY INFORMATION (cont’d)
ADVERSE REACTIONS

Adverse reactions were reported in 8.6% (172/2008) of patients treated with Monoferric. Adverse reactions related to treatment
and reported by 21% of the treated patients were nausea (1.2%) and rash (1%). Adjudicated serious or severe hypersensitivity
reactions were reported in 6/2008 (0.3%) patients in the Monoferric group. Hypophosphatemia (serum phosphate <2.0 mg/dL)
was reported in 3.5% of Monoferric-treated patients in Trials 1 & 2.

To report adverse events, please contact Pharmacosmos at 1-888-828-0655. You may also contact the FDA at www.fda.gov/
medwatch or call 1-800-FDA-1088.

Please see Important Safety Information throughout and full Prescribing Information.
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Sample CMS-1500 Claim Form® for Monoferric

jusiyed J1118JOUOIN

Patient weight 50 kg or above: Administer 1000 mg of Monoferric as an intravenous infusion’

Note, only the 1000 mg iron/10 mL (100 mg/mL) single-dose vial of Monoferric is available in the United States. The
sample form provides information for demonstration purposes only. It provides an example of the type of information
that may facilitate the claims process with a patient’s insurance provider. All coding information is for reference purposes
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. . . . . . ve]
only. Use of this template or the information in this sample form does not guarantee reimbursement or coverage. 59
g0
3¢
Box 19: If additional information is required to describe 25
Monoferric (eg, NDC, route of administration), this information I g o
may be captured in Box 19. & Q
HEALTH INSURANCE CLAIM FORM [ o
AePRpVED BY NATIONAL UNIFORM CLAM COMMITTEE (WUGG) 2712 8
PICA PICA [7¢
1. JEDICARE |:| MEDICAID TRICARE D CHAMPVA D SEAOLUTI:{ pLAN D EEKCIAJJNGD OTHER| 1a. INSURED'S |.D. NUMBER (For Program in ltem 1) N
- - - descron [ wacaion [ 10wo0m ey [ ] 0 )
Box 21: Enter the appropriate ICD-10-CM diagnosis code? E', TENT'S NAVE (Lo Nar mqm e i) TR S 2 INSURED'S NAVIE (Lo Narme, Frs Nerme, 196 il
(eg, D50.0 for IDA secondary to blood loss [chronic]). Code to _— — D
the highest level of specificity. sen ] spouse Joma ] ome[ ]
o STATE |5 RESERVED FORNURC USE G |z
T 3 TEEPONE i e o 7 GooE TEERTONE (e A Col s
z
Box 23: Enter the PA number. TR AV Tt Na- FoNa, i3 16T ATENTS GO i FECATED 07— WeURED PO GROUP G FEGR OMBER g
Oves | O N 0 O |2
. RFERVED FOR NUGG USE b. AUTO ACGIDENT? PLACE (State) | B OTHER GJANID Dosignaied by 1UGG) H
YES Z
Box 24A: In the nonshaded area, list the date of service. < REFERVED FOR NUGG USE . OTHER ACGIDENT? " [ INSURANJE PLAN NAME OR PROGRAM NAE ;
. : . O | O i
If required by the payer, in the shaded area, provide a T SR e T [7E e s
detailed drug description: the N4 indicator for paper claims, v} [dno_ yes competoiames,oa
. ; . RERD SACK OF PO BEFORE CONPLETIVG & SGHING THS FOR 5 INSURES OF AUTHGRZED PERSONVS SGNATURE
the 11-digit NDC number, the unit of measurement qualifier 12 PATENTS O ATHORIZED PERSONS SOUATURE auorie s oy e ol et b sy T
o . iy, : i i z
(eg, ME for milligrams), and the unit quantity. Example 1. . . | )
N473594931001ME1000 3 = - - 5T
[ E BE 32
7§ OF ARG PROVIDER OF OTHER SOURGE o oS o
Box 24D: Entor th ‘ate HCPGS code for Monofori A 3 o
0X ' n er C appropna Cl coae for Ono ernc’ Monoferric 1800 mg iron/10 mL (100 mg/mL) single-dose vial (individually boxed| :Q_ =3
J1437, Injection, ferric derisomaltose, 10 mg.* Cases with no 71 DIAGNOSIS B NATURE OF ILLNESS OF IWURY et AL o sarie 6900 81 W5 g | o739
wastage should report JZ modifier with J1437.7 Include the — ‘ ° = =
appropriate CPT code to report the administration procedure _ 3
(eg, 96365 Intravenous infusion, for therapy, prophylaxis, or - §
diagnosis [specify substance or drug]).? T S E]
. o 101 |20 ‘10 01 120 |11 | 96365 | o A | s ! B §
oSO BEEE B — z
10 101 |20 |10 01 (20 |11 J1437 Jz | i | A $$ | 100 NPl &
Box 24F: Enter the charge for each listed service and the 3 e & %)
duct p————— t t t [ Jl [w ] o 0O
product. 4 o I = 3=
S T I \ [ [ S S ©
5 o N E - 0
| [ | | [wen § Iﬂl i—-
- - 6 | L | i i o 4
Box 24G: Report the appropriate number of units for the 2 FROERALTAX ‘ RwBER ‘ ] 2 ‘J ' - =37
procedure and the appropriate number of units for Monoferric, [10] _ : § 2
N . o . 31. SIGNATURE OF PH OR S| 32. SERVICE FAGILITY LOCATION IN 33. BILLING PROVIDER INFOJk PH # n
J1437, Injection, ferric derisomaltose, 10 mg. In the example
claim form, 1000 mg dose of Monoferric is billed in 10 mg e
increments for a total of 100 units billed. 0 b : B v

NUCC Instruction Manual available at: www.nucc.org PLEASE PRINT OR TYPE APPROVED OMB-0938-1197 FORM 1500 (02-12)

| Sample billing units calculation: For a 1000 mg dose of Monoferric, 100 billable units may be appropriate (1000 mg/10 mg per unit = 100) |

uolnjewLIou|

Note: To facilitate accurate payment, report the exact dose administered.* More information on the claims process and the Centers for Medicare &
Medicaid Services (CMS) fee schedule can be found on https://www.govinfo.gov/content/pka/FR-2020-12-28/pdf/2020-26815.pdf.
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INDICATIONS

Monoferric is indicated for the treatment of iron deficiency anemia (IDA) in adult patients:
» who have intolerance to oral iron or have had unsatisfactory response to oral iron

» who have non-hemodialysis dependent chronic kidney disease (NDD-CKD)

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS

Monoferric is contraindicated in patients with a history of serious hypersensitivity to Monoferric or any of its components.
Reactions have included shock, clinically significant hypotension, loss of consciousness, and/or collapse.

MBIAIBAQ [e9]

Please see Important Safety Information throughout and full Prescribing Information.

uoljewou|
Ayojeg Juepodwy

MonofFerric

(ferric derisomaltose)
injection

14



https://dailymed.nlm.nih.gov/dailymed/getFile.cfm?setid=55859d2d-0456-4fa9-b41f-f535accc97db&type=pdf
https://www.govinfo.gov/content/pkg/FR-2020-12-28/pdf/2020-26815.pdf

Sample CMS-1500 Claim Form® for Monoferric

jusiyed J1118JOUOIN

Patient weight less than 50 kg: Administer 20 mg/kg actual body weight as an intravenous infusion’

Note, only the 1000 mg iron/10 mL (100 mg/mL) single-dose vial of Monoferric is available in the United States. The
sample form provides information for demonstration purposes only. It provides an example of the type of information
that may facilitate the claims process with a patient’s insurance provider. All coding information is for reference purposes
only. Use of this template or the information in this sample form does not guarantee reimbursement or coverage.
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Box 19: If additional information is required to describe

Monoferric (eg, NDC, route of administration), this information ﬁ
Ry be Captured in Box 19. HEHALTH INSURANCE CLAIM FORM

APPJOVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12
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SEX 4. INSURED'S NAME (Last Name, First Name, Middle Inia)

Box 21: Enter the appropriate ICD-10-CM diagnosis code?
(eg, D50.0 for IDA secondary to blood loss [chronic]). Code to —

the highest level of specificity. Ao TR EE L) R
so one[ ] ome ]
& SrE o rEsERvED FoR e USE ST
Box 23: Enter the PA number. ! P o o e TECERTONE (e e Godey
5 of R WSUREDS RAE (as e, ot T W03 il |10 PATIENTS GO O REATED 76|71 WSURE{S POLIGY GROUP G FEGA RUNBER
Box 24A: In the nonshaded area, list the date of service. < R WSURED'S POLIGY OF GROUP RUNBER o ENPLOYMENT? (ot Prvis) [+ weoreof o or e E=3
If required by the payer, in the shaded area, provide a detailed s e o o] B P e e LN
drug description: the N4 indicator, the 11-digit NDC number, Ol O
, ‘ - - « omen acgoENT SRR LA NAVE OF PROGRA RANE
the unit of measurement qualifier (eg, ME for milligrams), and Cles] [vo
the unlt quantlty EXampIe N473594931 001 ME1 000 d. INSURANCE PRRN NAME 10d. CLAIM COD: d. I HEALTH BENEFIT PLAN?
: : : Clvel [vo  yes,consiostomss,on

READ BACK OF FORM BEFORE COMPLETING & SIGNING THIS FORRL. 73 INSUREQS OR AUTHORIZED PERSON'S SIGNATURE
12. JATIENTS ORJAUTHORIZED PERSON'S SIGNATURE 1. P
1aiso request paym myself or o the

Box 24D: Enter the appropriate HCPCS code for Monoferric,
J1437, Injection, ferric derisomaltose, 10 mg.* Include the B 05

DATE

u
: o
appropriate CPT code to report the administration procedure 7 Wrvic o reriG o 5 %
(eg, 96365 Intravenous infusion, for therapy, prophylaxis, or * | ‘ o=
- g . 5. XDDITIONAL JLAIM INFORMATION (Designated by NUGC) S CHARGES oo
diagnosis [specify substance or drug]).® Moneric 1,080 m ron/10 mL (100 mgimL) single Jose vl (indvidualy boxed) o | 3 6
500 N o 0 lnd. l ORIGINAL REF. NO g 5
Box 24F: Enter the charge for each listed service and the S 9
product. e evc | o g
11 - ‘ =
10 01 |20 |10 |01 |20 [11 | 96385 |
; ) 1473594931001ME1000
Box 24G: Report the appropriate number of units for the 10 {01 (20 |10 jo1 |20 |11 | o437 |
147359493100 TME 1000

2
|
procedure and the appropriate number of units for Monoferric, S0 (o1 120 10 o1 20 [11 | | razz | ow|
J1437, Injection, ferric derisomaltose, 10 mg. Note, Monoferric’'s A 1
3 |
6 |

dosing is weight based for patients under 50 kg and will vary
by patient. Monoferric is billed in 10 mg increments, and billing
units are displayed as XX on the sample form to indicate
differences in weight-based dosing. A JW modifier may be
used to report the amount of the drug that is unused after
administration to a patient. For Medicare and some payers,
the unused amount should be reported on a separate line of ] ; ;
the claim form, and the claim should include the dmg COde' nff(;([:Dhsuucnon Manual a\,a\\:by\;:[at www.nuce.org PLEASE PRINT OR TYPE APPHOVED"OMB—OBT]B—HB? FORM 1500 (02-12)
maodifier, and number of units discarded.”

B
CEPT ASSIGNVENT? |28 TOTAL CHARGE p3. AMOUNT PAID | 30. Rsva for NUCG Use|

No
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Tt
5
| €——————————— PHYSICIAN OR SUPPLIER INFORMATION — | €———— PATIENT AND INSURED INFORMATION ———— | 4— CARRIER—)

| Sample billing units calculation: 20 mg/kg * Y kg of body weight = 20 * Y mg administered. Then [20 = Y] * 1 billing unit/10 mg = [# Billing Units]

Note: To facilitate accurate payment, report the exact dose administered.* More information on the claims process and the CMS fee schedule can
be found on https://www.govinfo.gov/content/pka/FR-2020-12-28/pdf/2020-26815.pdf.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions

uojjewou|
uonnqusia % buuspio

Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which have been life-threatening and fatal,

have been reported in patients receiving Monoferric. Patients may present with shock, clinically significant hypotension, loss

of consciousness, and/or collapse. Monitor patients for signs and symptoms of hypersensitivity during and after Monoferric
administration for at least 30 minutes and until clinically stable following completion of the infusion. Only administer Monoferric
when personnel and therapies are immediately available for the treatment of serious hypersensitivity reactions. Monoferric is
contraindicated in patients with prior serious hypersensitivity reactions to Monoferric or any of its components. In clinical trials in
patients with IDA and CKD, serious or severe hypersensitivity were reported in 0.3% (6/2008) of the Monoferric treated subjects.
These included 3 events of hypersensitivity in 3 patients; 2 events of infusion-related reactions in 2 patients and 1 event of asthma
in one patient.

MBIAIBAQ [e9]

Please see Important Safety Information throughout and full Prescribing Information.
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Hospital Outpatient Information

Coverage, Billing, and Coding

Medicare, Medicaid, and Commercial

Monoferric received FDA approval in January 2020 and is currently available for distribution. It is an iron
replacement product indicated for the treatment of IDA in adult patients, aged 18 years and older, who have
intolerance to oral iron or have had unsatisfactory response to oral iron and/or who have non-hemodialysis
dependent chronic kidney disease.’

Coverage

For patients enrolled in Medicaid, a Medicare Advantage plan, or a commercial health plan, coverage of
Monoferric will vary by payer. Some payers may also apply utilization restrictions for Monoferric. For Medicare
patients, Monoferric will be covered under Medicare Part B when used for an FDA-approved indication and when
medically reasonable and necessary.

Important Information

The coding, coverage, and payment information contained herein is gathered from various resources, general in
nature, and subject to change without notice. Third-party payment for medical products and services is affected
by numerous factors. It is always the provider’s responsibility to determine the appropriate healthcare setting and
to submit true and correct claims for those products and services rendered. Providers should contact third-party
payers for specific information on their coding, coverage, and payment policies. Information and materials are
provided to assist HCPs, but the responsibility to determine coverage, reimbursement, and appropriate coding for
a particular patient and/or procedure remains at all times with the provider.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)
Iron Overload

Excessive therapy with parenteral iron can lead to excess iron storage and possibly iatrogenic hemosiderosis or
hemochromatosis. Monitor the hematologic response (hemoglobin and hematocrit) and iron parameters (serum ferritin and
transferrin saturation) during parenteral iron therapy. Do not administer Monoferric to patients with iron overload.

Please see Important Safety Information throughout and full Prescribing Information.
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Hospital Outpatient Information (cont’d)

International Classification of Diseases, 10th Revision, Clinical Modification (ICD-10-CM) diagnosis codes
The following tables display selected diagnosis codes that may be associated with IDA.*

Primary Diagnosis Codes

ICD-10-CM? diagnosis code Description
D50.0 IDA secondary to blood loss (chronic)
D50.1 Sideropenic dysphagia
D50.8 Other IDAs
D50.9 IDA, unspecified
D63.0 Anemia in neoplastic disease

: » Code neoplasm first » Confirm iron deficiency
D63.1 Anemia in CKD

: » Code CKD stage first + Confirm iron deficiency
D63.8 Anemia in other chronic diseases classified elsewhere

: » Code underlying disease first » Confirm iron deficiency
D64.81 Antineoplastic chemotherapy-induced anemia

+ Confirm iron deficiency

Secondary Diagnosis Codes

ICD-10-CM? diagnosis code Description
E83.10 Iron metabolism

K50.0-K50.919 Crohn’s disease [regional enteritis]

K51.0-K51.919 Ulcerative colitis

K90.0 Celiac disease

K90.4 Malabsorption due to intolerance not elsewhere classified
K90.9 Intestinal malabsorption unspecified

N18.1 CKD, stage 1

N18.2 CKD, stage 2 (mild)

N18.3 CKD, stage 3 (moderate)

N18.30 CKD, stage 3 unspecified

N18.31 CKD, stage 3a

N18.32 CKD, stage 3b

N18.4 CKD, stage 4 (severe)

N18.5 CKD, stage 5

N18.6 End-stage renal disease

N18.9 CKD, unspecified

N92.0 Excessive and frequent menstruation with regular cycle
N92.5 Other specified irregular menstruation

N92.6 Irregular menstruation, unspecified

T45.4X5A Adverse effect of iron and its compounds, initial encounter
T45.4X5D Adverse effect of iron and its compounds, secondary encounter
T45.4X5S Adverse effect of iron and its compounds, sequela encounter
T50.905A Adverse effect of unspecified drugs, medicaments and biological substances, initial encounter

*Sample diagnosis codes for the appropriate patient prescribed Monoferric.

IMPORTANT SAFETY INFORMATION (cont’d)

ADVERSE REACTIONS

Adverse reactions were reported in 8.6% (172/2008) of patients treated with Monoferric. Adverse reactions related to treatment
and reported by 21% of the treated patients were nausea (1.2%) and rash (1%). Adjudicated serious or severe hypersensitivity
reactions were reported in 6/2008 (0.3%) patients in the Monoferric group. Hypophosphatemia (serum phosphate <2.0 mg/dL)
was reported in 3.5% of Monoferric-treated patients in Trials 1 & 2.

To report adverse events, please contact Pharmacosmos at 1-888-828-0655. You may also contact the FDA at www.fda.gov/
medwatch or call 1-800-FDA-1088.

Please see Important Safety Information throughout and full Prescribing Information.
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Hospital Outpatient Information (cont’d) 32
CPT code % g
CPT* code <
96365° Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug)

HCPCS level Il codes

HCPCS code Descriptor Site of care Additional information

If required by the payer, include the N4 qualifier,
NDC number, unit of measure qualifier, and
amount administered to the patient in Box 43.
Example: N473594931001ME1000

uoljewLIoju|
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J14374 Injection, ferric derisomaltose, 10 mg All sites of care

The NDC is a unique 10-digit, three-segment number. It is a universal product identifier for drugs in the United States present
on all over-the-counter and prescription medication packages and inserts.

Many NDC numbers listed on drug packaging are in a 10-digit format. The NDC number is essential for proper claim
processing when submitting claims for drugs used; however, to be recognized by payers, it must be formatted into an
11-digit 5-4-2 sequence. This requires a zero to be placed in a specific position to meet the 5-4-2 format requirement.® As
not all NDC numbers are set up the same, the table below demonstrates how to achieve the 11-digit NDC code for
Monoferric.

Please note, because many practice management systems automatically remove the hyphens, be sure they are excluded from
submission on the claim.

Revenue codes v
o

Revenue code Description Revenue code Description g_.
0250 General Pharmacy 0510 Clinic, general g.. o
0260 IV therapy 0636 Pharmacy, drugs requiring detailed coding 3 g
20

= 3

NDC S
o)

2

«

10-digit format = Trade name Package strength NDC number New format NDC number for payer

1000 mg iron/10 mL
(100 mg/mL) single-dose vial'

5-4-1 Monoferric’ 73594-9310-1 5-4-2 73594-9310-01

Additional Information
Only 1000 mg iron/10 mL (100 mg/mL) single-dose vial of Monoferric is available in the United States.

(7]
§°

=2
S 3
o =
=E
o &
am
%
(7]

*CPT © 2021 American Medical Association. All rights reserved.
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INDICATIONS

Monoferric is indicated for the treatment of iron deficiency anemia (IDA) in adult patients:
» who have intolerance to oral iron or have had unsatisfactory response to oral iron

» who have non-hemodialysis dependent chronic kidney disease (NDD-CKD)
IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

Monoferric is contraindicated in patients with a history of serious hypersensitivity to Monoferric or any of its components.
Reactions have included shock, clinically significant hypotension, loss of consciousness, and/or collapse.

MBIAIBAQ [e21Ul]D

Please see Important Safety Information throughout and full Prescribing Information.
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Sample UB-04 CMS-1450 Claim Formé| Hospital Outpatient Administration

Patient weight 50 kg or above: Administer 1000 mg of Monoferric as an intravenous infusion’

Note, only the 1000 mg iron/10 mL (100 mg/mL) single-dose vial of Monoferric is available in the United States. The UB-04 claim form (also known
as CMS-1450) is the standard claim form to bill Medicare Fee-For-Service (FFS). This sample is intended to educate you on completing the form
when billing for Monoferric. Although this sheet provides information that may facilitate the claims process, all coding information is for reference
purposes only. Use of this sample claim form or the information in this sample claim form does not guarantee reimbursement of coverage.

Box 42: Enter the appropriate revenue code ‘ : w

REC.#

corresponding with the HCPCS code in box 44, 0510 e o en |
for clinic services and 0636 revenue code for pharmacy 0w | TR ‘ ‘ ‘
drugs that require detailed coding. > o] [ [ 0]

. ADWISSION 25 ACDT[30
oefrone [roexlie ome “Rctmre sorel PRl o] 16 0w a BN m  w  a |

L [ [ [ T [ T [ [ |

£ GCCURRENGE SPAN E3 CCCURRENGE 5PN
copE FROM THROUGH | CODE FROM THROUGH

Box 43: If required by the payer, enter a detailed drug
description: the N4 indicator, the 11-digit NDC number,
a code describing the unit of measurement qualifier
(eg, ME for milligrams), and the unit quantity. Example: 11

3 VALUE CODES \LUE CODES
cooe AMOUNT AMOUNT

5 o 5w

N473594931001ME1000.

3 0EsCATWEN 44HGPGS / AATE  HIPPS GODE 45 SERV.OATE 45 SERV.UNITS 47 TOTAL GHARGES. 48 NONCOVERED CHARGES | 49

110510 | Clinic 96365 10012020 1 $$
/0636 |N473594931001ME1000 J1437 JZ 10012020{100 $$

Box 44: Enter the appropriate HCPCS code for
Monoferric, J1437, Injection, ferric derisomaltose,

10 mg.* To report the administration procedure, enter
an appropriate CPT code (eg, 96365 Intravenous
infusion, for therapy, prophylaxis, or diagnosis
[specify substance or drug]).® Medicare and other
payers require either JW modifier to report wastage
or JZ modifier to indicate no wastage.”

Box 46: Enter the total number of units of service
for Monoferric, J1437, Injection, ferric derisomaltose,
10 mg. In the example claim form, 1000 mg dose of
Monoferric is billed in 10 mg increments for a total of i PAGE  OF CREATION DATE OTA

100 units billed. o e ST PN D Fre] o [sopmonmvis_ [ssestavorove [soner
B

omHER

PRY D

| s msuneos wauE o red s wsunes UuaUE o Groue e c eunicE GR0uR R0

Box 63: If required by payer, enter the PA number.

Box 67A-67Q: Enter the appropriate ICD-10-CM ] .
diagnosis code? (eg, D50.0 for IDA secondary to q -
blood loss [chronic]). Code to the highest level of i-DSO'O # } } } } ‘ } r
specificity. [ : [ o] [

OTHER PROGEDURE. q GTHER PROGEDURE B ‘OTHER PROCEDURE.
coo? Sore coo? Tre coi? Bire 7operamng e Joor]

Box 80: If required by payer, additional information e s momen | o [oun]
fe K / LAST IRST

remarks may be added such as NDC, route of cincle doss al (nawuly bosad) e T T e

administration, quantity, etc. ‘ Jriest

NUBC &5z

| Sample billing units calculation: For a 1000 mg dose of Monoferric, 100 billable units may be appropriate (1000 mg/10 mg per unit = 100) |

Note: To facilitate accurate payment, report the exact dose administered.® More information on the claims process and the CMS fee schedule can
be found on https://www.govinfo.gov/content/pkg/FR-2020-12-28/pdf/2020-26815.pdf.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions

Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which have been life-threatening and fatal, have been
reported in patients receiving Monoferric. Patients may present with shock, clinically significant hypotension, loss of consciousness,
and/or collapse. Monitor patients for signs and symptoms of hypersensitivity during and after Monoferric administration for at least 30
minutes and until clinically stable following completion of the infusion. Only administer Monoferric when personnel and therapies are
immediately available for the treatment of serious hypersensitivity reactions. Monoferric is contraindicated in patients with prior serious
hypersensitivity reactions to Monoferric or any of its components. In clinical trials in patients with IDA and CKD, serious or severe
hypersensitivity were reported in 0.3% (6/2008) of the Monoferric treated subjects. These included 3 events of hypersensitivity in 3
patients; 2 events of infusion-related reactions in 2 patients and 1 event of asthma in one patient.

Please see Important Safety Information throughout and full Prescribing Information.
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Sample UB-04 CMS-1450 Claim Form?| Hospital Outpatient Administration
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Patient weight less than 50 kg: Administer 20 mg/kg actual body weight as an intravenous infusion'

Note, only the 1000 mg iron/10 mL (100 mg/mL) single-dose vial of Monoferric is available in the United States. The UB-04 claim form (also
known as CMS-1450) is the standard claim form to bill Medicare FFS. This sample is intended to educate you on completing the form when billing
for Monoferric. Although this sheet provides information that may facilitate the claims process, all coding information is for reference purposes
only. Use of this sample claim form or the information in this sample claim form does not guarantee reimbursement of coverage.

Box 42: Enter the appropriate revenue code corresponding ! : S w
with the HCPCS code in box 44, 0510 for clinic services and [ S coreRspEmoy 7
0636 revenue code for pharmacy drugs that require detailed B i | I |

coding. b o] ([T 0]

- " AOVISSION GONDITION GODES EL=yED
odrmone [rsexTie ome “Weachervee womol S 5 10 m  m BORTM s m  w  w [we

LTI T [ [ T T 1 |

GCCURRENGE SPAN EJ "CCCURRENGE SPA B
Erom THROUGH | CODE Frow THROUGH
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Box 43: If required by the payer, enter a detailed drug
description: the N4 indicator, the 11-digit NDC number, a
code describing the unit of measurement qualifier (eg, ME
for milligrams), and the unit quantity.

Example: N473594931001ME1000.

v

\LUE CODES.
AMOUNT

£ 3 VALUE CODES

cone AMOUNT ‘cone

T o v ®

96365 1 020| 1 $$

N473594931001ME1000 J1437 10012020 | XX $$
N473594931001ME1000 J1437JW 10012020 | XX $$

)
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o
<
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Box 44: Enter the appropriate HCPCS code for Monoferric,
J1437, Injection, ferric derisomaltose, 10 mg.* To report the
administration procedure, enter an appropriate CPT code
(eg, 96365 Intravenous infusion, for therapy, prophylaxis, or
diagnosis [specify substance or drug]).

Box 46: Enter the total number of units of service for
Monoferric, J1437, Injection, ferric derisomaltose, 10 mg.
Note, Monoferric’s dosing is weight-based for patients
under 50 kg and will vary by patient. Monoferric is billed in
10 mg increments, and billing units are displayed as XX

on the sample form to indicate differences in weight-based
dosing. A JW modifier may be used to report the amount of N
the drug that is unused after administration to a patient. For = PAGE___ OF ___ CREATION DATE OTA
Medicare and some payers, the unused amount should be — sl e
reported on a separate line of the claim form, and the claim ° o

should include the drug code, modifier, and number of units ST
discarded.” .

LA

Box 63: Enter the PA number. |

% SIsIPIOAYD

Box 67A-67Q: Enter the appropriate ICD-10-CM 250 : : : : : : : :
diagnosis code? (eg, D50.0 for IDA secondary to blood e | A ] ] B
loss [chronic]). Code to the highest level of specificity.

cooe
5 GTHER PROGEDURE
covE Dare
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‘OTHER PROGEDURE
cooe ‘Dare

F e[ o]

vor [resr

Trorerarma_ o]

‘OTHER PROCEDURE GTFER PROGEDURE
cope DATE ‘Dare
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vor [reer

Box 80: If required by payer, additional information remarks

.. . Monoferric 1,000 mg iron/10 mL (100 mg/mL) b LasT FiRsT
may be added such as NDC, route of administration, single-dose vial (individually boxed) E onen | : o]
v wser st

quantity, etc. o - REVERSE APPLY TS S AD ARE WAGE R PR FEREDE
NUBC 52t

mowen | e |

Sample billing units calculation: 20 mg/kg * Y kg of body weight = 20 * Y mg administered. Then [20 * Y] = 1 billing unit/10 mg = [# Billing Units]

uojjewou|
uonnqusia % buuspio

Note: To facilitate accurate payment, report the exact dose administered.® More information on the claims process and the CMS fee schedule can
be found on https://www.govinfo.gov/content/pkg/FR-2020-12-28/pdf/2020-26815.pdf.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS
Iron Overload

MBIAIBAQ [e9]

Excessive therapy with parenteral iron can lead to excess iron storage and possibly iatrogenic hemosiderosis or
hemochromatosis. Monitor the hematologic response (hemoglobin and hematocrit) and iron parameters (serum ferritin and
transferrin saturation) during parenteral iron therapy. Do not administer Monoferric to patients with iron overload.

Please see Important Safety Information throughout and full Prescribing Information.
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Checklists & Sample Letters
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Benefits Verification and PA Checklist

When calling a payer to verify benefits and inquire about PA, the following key questions should be considered: 5 §
o0
] What is the status of the insurance plan? g g
— Active =3
=
— Terminated s

— Pending

L] Is PA required?
— What is the PA process?
What is the telephone or fax number for the PA department?
What information is required?
How long will it take?
Does the PA number need to be included on the claim form?

] What is the patient’s deductible?
— Has it been met? If not, what amount has been applied to date?

|
uoneuoju|
Buigjes 8910 J9pPIAOId

[] What is the patient’s co-payment or coinsurance for Monoferric?

] Does the patient have an OOP maximum?
— Has it been met? If not, what amount has been applied to date?

uoljewoju|
juanedinQ |ejidsoH

[] Does the patient have an annual or lifetime benefit maximum?
— Has it been met? If not, what amount has been applied to date?

[] Does the patient have other insurance benefits that will need to be coordinated?

[1 What acquisition options are available? (buy-and-bill or SP)
— If SP, does the plan require a specific SP?

[] What are the coding and claims submission requirements for Monoferric?

HCPCS code to report Monoferric

Number of units

Claims telephone number and address

Claims completion instructions

Required documentation (ie, prescribing information and statement of medical necessity)
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Please see Important Safety Information throughout and full Prescribing Information.

uoljewou|
Ayojeg Juepodwy

MonoFerric

(ferric derisomaltose)
injection

21



https://dailymed.nlm.nih.gov/dailymed/getFile.cfm?setid=55859d2d-0456-4fa9-b41f-f535accc97db&type=pdf

Timeline of the Claims Submission Process

Day 1

Day 10

Day 20

Day 30

Day 40

Day 50

Day 60

Day 70

Day 80

Day 90

O Step 1: Site purchases and administers Monoferric

-------- Step 2: Provider submits claim

Step 3: Payer responds to provider’s claim
(14-60 days)

Step 4: Provider submits additional documentation
requested to the payer (with Medicare, ADR must
be returned within 45 days); or submits corrected
claim if there was a claim error

Step 5: Payer responds to provider after receiving
-------- requested information or corrected claim
(14-30 days)

ADR=Alternative Dispute Resolution.

Claim is suspended and an ADR is issued
(ie, invoice, medical necessity information)

/

\ Claim denied (ie, error in claim submission,
such as not receiving enough information
or diagnosis code does not support medical
necessity)

Claim may be suspended again as
information provided did not include all
el information requested

S | Claim paid (met medical necessity criteria)

Complete, timely, and accurate claims submission will facilitate prompt payment.
If a claim is suspended or denied, providers should contact the payer directly for claims details, or providers may also contact

MPS Program for additional support.

Please see Important Safety Information throughout and full Prescribing Information.
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Claims Filing Checklist

The following tips may assist you with filing claims successfully for an infusion therapy:

Verify patient eligibility and benefits with the payer before providing Monoferric.
Document your verification of patient’s eligibility and benefits.
Obtain precertification, if required.

0000

Use appropriate codes to report the patient’s condition, the drugs the patient is on, and the services
you have provided.

— HCPCS code
— CPT code
— ICD-10-CM code

L] Include additional information requested by the payer on the CMS-1500 form or on the
CMS-1450 (UB-04) form.

Monoferric

Dosage

NDC number

Route of administration

Unit description (as required by the specific payer for a code that is not otherwise classified)

L] Attach additional information to the claim if necessary.
— Letter of Medical Necessity
— Full Prescribing Information
— FDA approval letter
— Patient notes

[] Review claim for accuracy, including patient identification numbers, coding, and number
of units.

L1 File claim as soon as possible and within payer filing time limits.

[l Reconcile claim reports promptly and thoroughly to ensure claims have been appropriately processed
and paid.

L1 Verify that payment amounts correspond with your public payer allowables and your private payer
contracts.

Please see Important Safety Information throughout and full Prescribing Information.
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Letter of Medical Necessity Information

This section provides information and examples that can help ensure your communications with health plans
regarding medical exception are as complete as possible. These samples are intended to provide examples of
the type of information that will usually be required. You can refer to the checklist on the first page of each section
as you develop and complete your own letters.

Below is information that may be needed to support the development of your Letter of Medical Necessity:

Patient information

Patient name

Patient date of birth
Insurance ID

Insurance group number
Case ID (if applicable)

Ooo0oOd

Clinical rationale

Patient diagnosis

Comprehensive list of previous treatment therapies used

Confirmation that the patient has not received adequate results from previous treatments
Rationale for selecting Monoferric

Test results and chart notes

Hospital admission and/or emergency room notes

Oooooo

Additional supporting documentation may vary between health plans, but may include:
L1 Full Prescribing Information

1 FDA approval letter

] Relevant peer-reviewed articles

Recommended use of the Sample Letter of Medical Necessity

We have provided the sample Letter of Medical Exception on the following page to assist with a coverage request
for Monoferric. Use of this document does not guarantee coverage for the medication for your patient.

To use this letter, please copy the text from pages [23-24] and paste it onto your office letterhead. Be sure to
replace all bracketed text with the appropriate patient-specific information before forwarding your customized
letter to your patient’s insurance provider. If the provided fields do not accurately reflect your practices, please
modify them to represent your particular circumstances.

When determining if treatment with Monoferric is medically appropriate for a patient, please refer to the Full
Prescribing Information.

Use of the letter does not guarantee that the insurance company will provide reimbursement for Monoferric and is
not intended to be a substitute for, or an influence on, the independent medical judgment of the HCP.

Be sure to include all the listed documents with the letter when you send it to your patient’s insurance provider.

Please see Important Safety Information throughout and full Prescribing Information.
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Sample Letter of Medical Necessity for Monoferric

This sample letter is for demonstration purposes only. It provides an example of the type of information that may
be required when requesting a formulary exception from a patient’s insurance company. Use of this template

or the information in this template does not guarantee reimbursement or coverage. It is not intended to be a
substitute for, or to influence, the independent clinical decision of the prescribing healthcare professional.

[Physician or Practice Letterhead]

[Date]

[Health Plan Name] RE: Patient Name
ATTN: [Department] Date of Birth
[Medical Director Name] Policy Number
[Health Plan Address] Claim Number

[City, State ZIP]
Re: Letter of Medical Necessity for Monoferric® (ferric derisomaltose) injection
Dear [Medical Director Name],

My name is [Physician Name] and | am a [board-certified medical specialty] [NPI]. | am writing to request a
formulary exception for my patient, [Patient Name], who is currently a member of [Health Plan Name].

The prescription is for Monoferric, which is medically appropriate and necessary for this patient who has been
diagnosed with [condition], [ICD code(s)]. Therefore, | am requesting that [Health Plan Name] remove any
medical policy or guideline requirements in this case so that Monoferric can be made available to my patient as a
preferred medication.

Summary of Patient’s History

[Must include: Patient’s clinical / medical history, diagnosis, condition, and symptoms]

[Patient Name] is [a/an] [age]-year-old [male/female] patient who has been diagnosed with [condition]
[ICD-10-code(s)] as of [date of diagnosis]. [He/she] has been in my care since [date].

[Include any additional considerations here:]

L1 [Previous treatments including drug names, duration of treatment(s), responses to those treatments
(see table below)]

] [Acute and chronic complications associated with the patient’s iron deficient anemial]

L1 [Treatment plan: expected duration of treatment or number of infusions requesting medical exception for]

My rationale for prescribing Monoferric is based on [include a brief disease course of patient, including
history of disease, laboratory results, symptoms, and previous treatments (including names, dosages,
frequency, and length). If the patient has discontinued treatment, please include information on the
reasons for such discontinuation (see table below). You may also want to include medical reasoning
for choosing to bypass any alternative medications preferred by the health plan, such as COVID-19
risk exposure due to multiple infusions, patient may not be able to comply with labeled multiple dosing
requirements of preferred products over an extended period of time, and treatment guidelines such as
NCCN, KDIGO, and NICE.]

[Please exercise your medical judgment and discretion when providing diagnosis and characterization of
the patient’s medical condition].

Past Treatment(s) Start/Stop Dates Reason(s) for Discontinuing
[Drug name] [MM/YY] - [MM/YY] [Please list reasons]
[Drug name] [MM/YY] = [MM/YY] [Please list reasons]

Please see Important Safety Information throughout and full Prescribing Information.
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Sample Letter of Medical Necessity for Monoferric (cont'd)

Based on the patient’s condition and my experience treating patients with [diagnosis] | have concluded that
Monoferric is medically appropriate in this case. | further attest [include physician expectations regarding
clinical outcomes for patient].

| am requesting an immediate and expedited review of this request by a board certified and specialty matched
physician who can render a decision based upon the standards of care outline above. If you have any questions,
please contact me at [Physician Phone Number] for a peer-to-peer discussion. | would be pleased to speak to
you in more detail about why a Monoferric formulary exception is necessary for [Patient Name]'s treatment of
[diagnosis].

If you do not feel that the information provided has established medical necessity, please provide me with your
detailed rationale based upon the standards of care, the specialty of the physician who reviewed this case, and
whether they are board certified in an appropriate medical specialty.

I look forward to receiving your timely response and approval of this claim.

Sincerely,
[Physician name]
[Physician signature]

[Physician address]
[Physician phone number]

Enclosures

[List enclosures, which may include medical records, clinical notes/diagnostic report, medication
records, relevant laboratory reports that support the need for Monoferric, Monoferric Prescribing
Information, letter of medical necessity, and other supporting documentation].

Please see Important Safety Information throughout and full Prescribing Information.
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Letter of Appeal Information

This section provides information and examples that can help ensure your communications with health plans
regarding a PA or appeal are as complete as possible. These samples are intended to provide examples of the
type of information that will usually be required. You can refer to the checklist on the first page of each section as
you develop and complete your own letters. Incorrect or incomplete submissions may delay the review process or
result in an automatic denial of the request.
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Below is information that may be needed to support the development of your Letter of Appeal:
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Patient information

Patient name

Patient date of birth
Insurance ID

Insurance group number
Case ID (if applicable)

ooggg
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Buigjes 8910 J9pPIAOId

Denial information and appeals process

[] Determine the reason for the denial or underpayment
[] If additional information is requested, submit the necessary documentation immediately; refer to available
policies from the payer that define coverage guidelines for Monoferric and explain how the patient in question
meets those guidelines for coverage §
L1 If the denial was due to a technical billing error (ie, missing additional information associated with a g%
miscellaneous code, incorrect patient identification number, missing diagnosis), resubmit the corrected claim 30
(1 Verify the appeals process with the payer %‘%
[J Understand the appeals submission process (form, telephone, online, etc) > §
[] Obtain the specific appeals form (if applicable) -
[] Confirm the information needed to support the appeal
[J Verify the appeals turnaround time and communication channel once a decision has been made

Clinical rationale

Patient diagnosis

Comprehensive list of previous treatment therapies used

Confirmation that the patient has not received adequate results from previous treatments
Rationale for selecting Monoferric

Test results and chart notes

Hospital admission and/or emergency room notes

oooggdg

Additional supporting documentation may vary between health plans, but may include:

uolnjewLIou|

Full Prescribing Information
FDA approval letter
Relevant peer-reviewed articles

For 2nd-and-3rd level appeals, include a copy of the
previous denial letter(s)

Explanation of Benefits
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Please see Important Safety Information throughout and full Prescribing Information.
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Letter of Appeal Information (cont’d)

Strategies For Appeal

Strategies for appealing a denied claim if a claim for Monoferric® (ferric derisomaltose) injection is improperly
reimbursed or denied, your site can appeal the denied claim or underpayment. The following provides some tips
for appealing denied claims:

Review the explanation of benefits (EOB) to determine the reason for the denial or underpayment. The
MPS Program can also assist with researching the information needed for the appeals process

If additional information is requested, submit the necessary documentation immediately; reference any
available specific policies from the payer that define coverage guidelines for Monoferric (or this class of
drugs) and address those guidelines specifically in your appeal and how the patient in question meets
those guidelines for coverage

Submit a corrected claim if the denial was due to a technical billing error (ie, missing additional information
associated with a miscellaneous code, incorrect patient identification number, missing diagnosis)

Verify the appeals process with the payer
- Is there a particular form that must be completed?
- Can the appeal be submitted over the phone or must it be in writing?
- Where should the appeal be sent (ie, fax, mail, online)?

- What information must be included with the appeal (ie, copy of original claim, EOB, supporting
documentation)?

- How long does the appeals process usually take?
- How will the payer communicate the appeal decision back to your site?

Review your appeal request for accuracy, including patient identification numbers, coding, and requested
information from the payer

Submit the claims appeal as soon as possible and within filing time limits

Reconcile claims appeal responses promptly and thoroughly to ensure appeals have been processed
appropriately

Record appeals result (ie, payment amount or if further action is required)

If you have already submitted a Letter of Medical Necessity, your site may want to develop a Letter of
Appeal indicating why the payer should cover and reimburse Monoferric

Include a copy of the original claim submitted to the payer, denial notification or letter, EOB, patient-
specific details outlining medical necessity, the provider’s plan for continuing treatment, and notes/articles
supporting coverage

If the appeal is denied, it may be necessary to contact the payer’s medical director

Note: Review the appeals request for accuracy and submit as soon as possible to ensure it is within the filing time
limits. It is recommended to document the appeals result for your records, and if the appeal is denied, contact the
payer’s medical director to request another review or peer-to-peer discussion.

Recommended use of the Sample Letter of Appeal

We have provided the sample Letter of Appeal on the following page to assist with a PA and/or claims denial for
Monoferric® (ferric derisomaltose) injection. Use of this document does not guarantee coverage for the medication
for your patient.

To use this letter, please copy the text from pages [27-28] and paste it onto your office letterhead. Be sure to
replace all bracketed text with the appropriate patient-specific information before forwarding your customized
letter to your patient’s insurance provider. If the provided fields do not accurately reflect your practices, please
modify them to represent your particular circumstances.

When determining if treatment with Monoferric is medically appropriate for a patient, please refer to the Full
Prescribing Information.

Use of the letter does not guarantee that the insurance company will provide reimbursement for Monoferric and is
not intended to be a substitute for or an influence on the independent medical judgment of the HCP.

Be sure to include all the listed documents with the letter when you send it to your patient’s insurance provider.

Please see Important Safety Information throughout and full Prescribing Information.
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Sample Letter of Appeal for Monoferric

This sample letter is for demonstration purposes only. It provides an example of the type of information that may
be required when seeking an appeal of coverage denial from a patient’s insurance company. Use of this template
or the information in this template does not guarantee reimbursement or coverage. It is not intended to be a
substitute for, or to influence, the independent clinical decision of the prescribing healthcare professional.

[Physician or Practice Letterhead]

[Date]

[Health Plan Name] RE: Patient Name
ATTN: [Department] Date of Birth
[Medical Director Name] Policy Number
[Health Plan Address] Claim Number

[City, State ZIP]
Re: Letter of Appeal for Monoferric® (ferric derisomaltose) injection

Dear [Medical Director Name],

My name is [Physician Name] and | am a [board-certified medical specialty] [NPI]. | am writing this letter

to provide additional information to support my request to treat [Patient Name], who has been diagnosed with
[condition], [ICD code(s)], with Monoferric, an iron replacement product indicated for the treatment of iron
deficiency anemia (IDA) in adult patients who have intolerance to oral iron or have had unsatisfactory response to
oral iron and/or who have non-hemodialysis dependent chronic kidney disease.

In brief, treating [Patient Name] with Monoferric is medically appropriate and necessary and should be a covered
and reimbursed service. [Health Plan Name] determined Monoferric was not covered for [Patient Name]
because [reason(s) for denial]. This letter provides my clinical rationale and relevant information about the
patient's medical history and treatment.

Summary of Patient’s History

[Must include: Patient’s clinical / medical history, diagnosis, condition, and symptoms:]
[Patient Name] is [a/an] [age]-year-old [male/female] patient who has been diagnosed with [condition] [ICD-
10-code(s)] as of [date of diagnosis]. [He/she] has been in my care since [date].

[Include any additional considerations here:]

My rationale for prescribing Monoferric is based on [include a brief disease course of patient, including
history of disease, laboratory results, symptoms, and previous treatments (including names, dosages,
frequency, and length). If the patient has discontinued treatment, please include information on the
reasons for such discontinuation, such as inability to tolerate a previous treatment, lack of response
and or side effects, e.g., You may also want to include medical reasoning for choosing to bypass any
alternative medications preferred by the health plan, such as COVID-19 risk exposure due to multiple
infusions, patient may not be able to comply with labeled multiple dosing requirements of preferred
products over an extended period of time, and treatment guidelines such as NCCN, KDIGO, and NICE.]

[Please exercise your medical judgment and discretion when providing diagnosis and characterization of
the patient’s medical condition].

INDICATIONS

Monoferric is indicated for the treatment of iron deficiency anemia (IDA) in adult patients:
» who have intolerance to oral iron or have had unsatisfactory response to oral iron

» who have non-hemodialysis dependent chronic kidney disease (NDD-CKD)

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

Monoferric is contraindicated in patients with a history of serious hypersensitivity to Monoferric or any of its components.
Reactions have included shock, clinically significant hypotension, loss of consciousness, and/or collapse.

Please see Important Safety Information throughout and full Prescribing Information.
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Sample Letter of Appeal for Monoferric (cont'd)

Based on the patient’s condition and medical history, as well as my experience treating patients with IDA, | believe
treatment with Monoferric is warranted, appropriate, and medically necessary in this case. The accompanying
package insert provides the approved clinical information for Monoferric. | have attached relevant lab test
analyses and medical records to support my decision.

| am requesting an immediate and expedited review of this appeal by a board certified and specialty matched
physician who can render a decision based upon the standards of care outline above. If you have any further
questions about this matter, please contact me at [Physician Phone Number] or via e-mail at [Physician Email].
I look forward to receiving your timely response and approval of this claim.

If you do not feel that the information provided has established medical necessity, please provide me with your
detailed rationale based upon the standards of care, the specialty of the physician who reviewed this case, and
whether they are board certified in an applicable medical specialty.

Sincerely,
[Physician name]
[Physician signature]

[Physician address]
[Physician phone number]

Enclosures

[List enclosures, which may include the explanation of benefits/denial letter, copies of original claim form,
clinical notes/diagnostic report, medication records, relevant laboratory reports that support the need for
Monoferric, Monoferric Prescribing Information, and other supporting documentation].

Please see Important Safety Information throughout and full Prescribing Information.
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Ordering & Distribution Information
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Medical Benefit (Buy-and-Bill)
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Monoferric injection is a sterile, dark brown, non-transparent aqueous solution supplied in a carton

LEehs Se Bl as a single-dose vial (10 mL)

Specialty Distributors

McKesson (800) 482-6700 AmerisourceBergen SD (800) 746-6273 Oncology (800) 633-7555 Cardinal Health

(800) 326-6457

Specialty Health (ASD Healthcare) Supply Specialty (7)) -
Y
33
Full Line Distributors X
ca
",':fj'l‘,"f;‘;“ (855) 625-4677 AmerisourceBergen (610) 727-7000 Cardinal Health (800) 926-3161 g .
("]
Morris & Dickson Co. (800) 388-3833 CuraScript SD (877) 599-7748

Monoferric ordering options under the medical benefit

Buy-and-Bill*

* Monoferric may be ordered and purchased through a specialty distributor or wholesaler by provider

* Product shipped to provider via distributor

* After the product is received and administered, the provider will collect the patient’s cost share and submit a claim form to the
patient’s insurer for reimbursement of the medication

AOB/SPt

* The preferred SP receives the triaged prescription for Monoferric

* The product is shipped from SP to the provider

* The patient’s drug cost share is collected by SP after drug has been billed to the insurer for reimbursement of medication

» Patient’s medical cost share is collected by provider after drug has been billed to the insurer for reimbursement of medication

MBIAIBAQ [e21Ul]D

*For certain patients, such as those with traditional Medicare (Part B benefit) only or those who reside in a Medicaid buy-and-bill state,
ordering Monoferric through the buy-and-bill process may be the only option.
TShipment under AOB may be limited if the SP is not contracted with the patient’s insurance plan.

Please see Important Safety Information throughout and full Prescribing Information.

uoljewou|
Ayojeg Juepodwy

MonofFerric

(ferric derisomaltose)
injection

31



https://dailymed.nlm.nih.gov/dailymed/getFile.cfm?setid=55859d2d-0456-4fa9-b41f-f535accc97db&type=pdf

Clinical Overview

In this section, you will find prescribing information details that can help ensure your communications with health
plans regarding medical necessity and appeals are complete and supported by the FDA-approved label.

Indication, usage, dosage, and administration’
Item Details

Monoferric is indicated for the treatment of IDA in adult patients:
Indications and usage * who have intolerance to oral iron or have had unsatisfactory response to oral iron
* who have non-hemodialysis dependent chronic kidney disease (NDD-CKD)

For patients weighing 50 kg or more: Administer 1000 mg of Monoferric as an

intravenous infusion over at least 20 minutes as a single dose

* For patients weighing less than 50 kg: Administer Monoferric as 20 mg/kg actual body
weight as an intravenous infusion over at least 20 minutes as a single dose

* Repeat Monoferric treatment if IDA reoccurs

* Monitor patients for signs and symptoms of hypersensitivity during and after
Monoferric administration for at least 30 minutes and until clinically stable following
completion of the infusion

* Only administer Monoferric when personnel and therapies are immediately available
for the treatment of serious hypersensitivity reactions

Dosage and administration

Clinical trials experience'
Item Details

Trial 1 included patients with IDA who had intolerance to oral iron or who had
unsatisfactory response to oral iron or for whom there was a clinical need for rapid
Trial information repletion of iron stores. Trial 2 included patients with IDA who had NDD-CKD. In these
two 8-week trials, patients were randomized 2:1 to treatment with Monoferric or iron
sucrose. Monoferric was intravenously administered as a single dose of 1000 mg

Trial 1 . - dooi Mean change in hemoglobin (Hb) from Baseline to Week 8 Mean (95% confidence
trial 1 co-primary efficacy endpoint interval [CI]), g/dL was 2.49 (2.41;2.56) in the Monoferric arm (N=1009) vs 2.49
(2.38;2.59) in the iron sucrose arm (N=503) (Monoferric was non-inferior to iron sucrose)

Trial 2 . i dooi Mean change in Hb from Baseline to Week 8 Mean (95% Cl), g/dL was 1.22 (1.14;1.31)
o[:tacorﬁ:'p"mary siticacyisndpolnt in the Monoferric arm (N=1027) vs 1.14 (1.03;1.26) in the iron sucrose arm (N=511)
(Monoferric was non-inferior to iron sucrose)

Safety data from the clinical trials’

* In clinical trials in patients with IDA and CKD, serious or severe hypersensitivity reactions were reported in 0.3% (6/2008) of
Monoferric-treated subjects. These included 3 events of hypersensitivity in 3 patients; 2 events of infusion-related reactions
in 2 patients and 1 event of asthma in 1 patient

* Adverse reactions were reported in 8.6% (172/2008) of patients treated with Monoferric

* Adverse reactions related to treatment and reported by 21% of the treated patients in the combined analysis of Trials 1 and
2 were nausea (1.2%) and rash (1%) in the Monoferric group

* Hypophosphatemia (serum phosphate <2.0 mg/dL) was reported in 3.5% of Monoferric-treated patients in Trials 1 and 2

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS
Hypersensitivity Reactions

Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which have been life-threatening and fatal,
have been reported in patients receiving Monoferric. Patients may present with shock, clinically significant hypotension, loss
of consciousness, and/or collapse. Monitor patients for signs and symptoms of hypersensitivity during and after Monoferric
administration for at least 30 minutes and until clinically stable following completion of the infusion. Only administer Monoferric
when personnel and therapies are immediately available for the treatment of serious hypersensitivity reactions. Monoferric is
contraindicated in patients with prior serious hypersensitivity reactions to Monoferric or any of its components. In clinical trials
in patients with IDA and CKD, serious or severe hypersensitivity were reported in 0.3% (6/2008) of the Monoferric treated
subjects. These included 3 events of hypersensitivity in 3 patients; 2 events of infusion-related reactions in 2 patients and 1
event of asthma in one patient.

Please see Important Safety Information throughout and full Prescribing Information.
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Indications and
Important Safety Information

INDICATIONS

Monoferric is indicated for the treatment of iron deficiency anemia (IDA) in adult patients:
* who have intolerance to oral iron or have had unsatisfactory response to oral iron
» who have non-hemodialysis dependent chronic kidney disease (NDD-CKD)

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS

Monoferric is contraindicated in patients with a history of serious hypersensitivity to Monoferric or any of its components.
Reactions have included shock, clinically signification hypotension, loss of consciousness, and/or collapse.

WARNINGS AND PRECAUTIONS
Hypersensitivity Reactions

Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which have been life-threatening and fatal,
have been reported in patients receiving Monoferric. Patients may present with shock, clinically significant hypotension, loss
of consciousness, and/or collapse. Monitor patients for signs and symptoms of hypersensitivity during and after Monoferric
administration for at least 30 minutes and until clinically stable following completion of the infusion. Only administer Monoferric
when personnel and therapies are immediately available for the treatment of serious hypersensitivity reactions. Monoferric is
contraindicated in patients with prior serious hypersensitivity reactions to Monoferric or any of its components. In clinical trials
in patients with IDA and CKD, serious or severe hypersensitivity were reported in 0.3% (6/2008) of the Monoferric treated
subjects. These included 3 events of hypersensitivity in 3 patients; 2 events of infusion-related reactions in 2 patients and 1
event of asthma in one patient.

Iron Overload

Excessive therapy with parenteral iron can lead to excess iron storage and possibly iatrogenic hemosiderosis or
hemochromatosis. Monitor the hematologic response (hemoglobin and hematocrit) and iron parameters (serum ferritin and
transferrin saturation) during parenteral iron therapy. Do not administer Monoferric to patients with iron overload.

ADVERSE REACTIONS

Adverse reactions were reported in 8.6% (172/2008) of patients treated with Monoferric. Adverse reactions related to treatment
and reported by 21% of the treated patients were nausea (1.2%) and rash (1%). Adjudicated serious or severe hypersensitivity
reactions were reported in 6/2008 (0.3%) patients in the Monoferric group. Hypophosphatemia (serum phosphate <2.0 mg/dL)
was reported in 3.5% of Monoferric-treated patients in Trials 1 & 2.

To report adverse events, please contact Pharmacosmos at 1-888-828-0655. You may also contact the FDA at www.fda.gov/
medwatch or call 1-800-FDA-1088.

Please see full Prescribing Information.

Please see Important Safety Information throughout and full Prescribing Information.
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Questions? Please contact:
MonoferricPatientSolutions@Pharmacosmos.us | 1-800-992-9022

MBIAIBAQ [e21Ul]D

Morristown, NJ 07960 ferric derisomaltose
ERAPEUTICS © 2023 PHARMACOSMOS THERAPEUTICS INC i{vjection )

US-FDI-2200073 V4

uoljewou|
Ayojeg Juepodwy

34



https://www.cms.gov/medicare/icd-10/2023-icd-10-cm
https://www.cms.gov/medicare/icd-10/2023-icd-10-cm
https://www.findacode.com/code.php?set=CPT&c=96365
https://www.cms.gov/files/document/2020-hcpcs-application-summary-quarter-2-2020-drugs-and-biologicals-updated-07312020.pdf
https://www.cms.gov/files/document/2020-hcpcs-application-summary-quarter-2-2020-drugs-and-biologicals-updated-07312020.pdf
https://health.maryland.gov/phpa/OIDEOR/IMMUN/Shared%20Documents/Handout%203%20-%20NDC%20conversion%20to%2011%20digits.pdf
https://health.maryland.gov/phpa/OIDEOR/IMMUN/Shared%20Documents/Handout%203%20-%20NDC%20conversion%20to%2011%20digits.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c26pdf.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c26pdf.pdf
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Downloads/JW-Modifier-FAQs.pdf
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/HospitalOutpatientPPS/Downloads/JW-Modifier-FAQs.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c25.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c25.pdf

