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Access & Reimbursement Guide

Information to Support the Access & Reimbursement Process for IDACIO®

INDICATIONS

IDACIO® (adalimumab-aacf) is FDA-approved for the following indications similar to HUMIRA® (adalimumab)*': Rheumatoid Arthritis
(RA) | Ankylosing Spondylitis (AS) | Juvenile Idiopathic Arthritis (JIA) | Psoriatic Arthritis (PsA) | Plaque Psoriasis (PsO) | Ulcerative
Colitis (UC) | Crohn's Disease (CD)

* IDACIO® is not currently approved in indications for which HUMIRA® maintains regulatory exclusivity protection: moderate to severe ulcerative colitis in pediatric patients 5 years and older,
moderate to severe hidradenitis suppurativa in patients 12 years and older, and non-infectious intermediate, posterior, and panuveitis in adults and pediatric patients 2 years and older.

Important Safety Information

SERIOUS INFECTIONS

Patients treated with IDACIO® (adalimumab-aacf) are at increased risk for developing serious

infections that may lead to hospitalization or death. Most patients who developed these infections

were taking concomitant immunosuppressants such as methotrexate or corticosteroids.

Discontinue IDACIO® if a patient develops a serious infection or sepsis.

Reported infections include:

« Active tuberculosis (TB), including reactivation of latent TB. Patients with TB have frequently
presented with disseminated or extrapulmonary disease. Test patients for latent TB before IDACIO®
use and during therapy. Initiate treatment for latent TB prior to IDACIO® use.

H\H FRESENIUS
Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing KABI
Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf). caring for life



https://www.idaciohcp.com/downloads/Idacio-PI-vDec2022.pdf
https://www.idaciohcp.com/downloads/Idacio-PI-vDec2022.pdf

Indications for IDACIO® (adalimumab-aacf)

INDICATIONS!

IDACIO® is a tumor necrosis factor (TNF) blocker indicated for:

* Rheumatoid Arthritis (RA): reducing signs and symptoms, inducing major clinical response, inhibiting the
progression of structural damage, and improving physical function in adult patients with moderately to
severely active RA.

+ Juvenile Idiopathic Arthritis (JIA): reducing signs and symptoms of moderately to severely active
polyarticular JIA in patients 2 years of age and older.

* Psoriatic Arthritis (PsA): reducing signs and symptoms, inhibiting the progression of structural damage,
and improving physical function in adult patients with active PsA.

+ Ankylosing Spondylitis (AS): reducing signs and symptoms in adult patients with active AS.

* Crohn's Disease (CD): treatment of moderately to severely active Crohn's disease in adults and pediatric
patients 6 years of age and older.

+ Ulcerative Colitis (UC): treatment of moderately to severely active ulcerative colitis in adult patients.
Limitations of Use: Effectiveness has not been established in patients who have lost response to or
were intolerant to TNF blockers.

* Plague Psoriasis (Ps) : treatment of adult patients with moderate to severe chronic plaque psoriasis
who are candidates for systemic therapy or phototherapy, and when other systemic therapies are
medically less appropriate.

Important Safety Information (continued)

- Invasive fungal infections, including histoplasmosis,
coccidioidomycosis, candidiasis, aspergillosis,
blastomycosis, and pneumocystosis. Patients with
histoplasmosis or other invasive fungal infections may

Carefully consider the risks and benefits of treatment with
IDACIO® prior to initiating therapy in patients: 1. with chronic
or recurrent infection, 2. who have been exposed to TB, 3.
with a history of opportunistic infection, 4. who resided in

present with disseminated, rather than localized, disease. or traveled in regions where mycoses are endemic, 5. with
Antigen and antibody testing for histoplasmosis may be underlying conditions that may predispose them to infection.
negative in some patients with active infection. Consider Monitor patients closely for the development of signs and
empiric antifungal therapy in patients at risk for invasive symptoms of infection during and after treatment with

fungal infections who develop severe systemic illness. IDACIO®, including the possible development of TB in patients
- Bacterial, viral and other infections due to opportunistic who tested negative for latent TB infection prior to initiating

pathogens, including Legionella and Listeria. therapy.

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
2 Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).

SAFETY CONSIDERATIONS!

Serious Infections

Patients treated with IDACIO® are at increased risk for developing serious infections that may lead to
hospitalization or death. These infections include active tuberculosis (TB), reactivation of latent TB, invasive
fungal infections, and bacterial, viral, and other infections due to opportunistic pathogens. Most patients
who developed these infections were taking concomitant immunosuppressants such as methotrexate or
corticosteroids.

Malignancies

Lymphoma, including a rate type of T-cell lymphoma, and other malignancies, some fatal, have been reported
in patients treated with TNF blockers, including IDACIO®.

Other Serious Adverse Reactions

Patients treated with IDACIO® may also be at risk for other serious adverse reactions, including anaphylaxis,
hepatitis B virus reactivation, demyelinating disease, cytopenias, pancytopenia, heart failure, and a lupus-like
syndrome.

Treatment with IDACIO® should not be initiated in patients with rituximab who received subsequent treatment with a
with an active infection, including localized infections. TNF blocker. An increased risk of serious infections has been
Patients 65 years of age and older, patients with co- seen with the combination of TNF blockers with anakinra or
morbid conditions and/or patients taking concomitant abatacept, with no demonstrated added benefit in patients
immunosuppressants (such as corticosteroids or with RA.
methotrexate), may be at greater risk of infection. Concomitant administration of adalimumab products with
Discontinue IDACIO® if a patient develops a serious infection other biologic DMARDs (e.g., anakinra or abatacept) or
or sepsis. For a patient who develops a new infection during other TNF blockers is not recommended based on the
treatment with IDACIO®, closely monitor them, perform a possible increased risk for infections and other potential
prompt and complete diagnostic workup appropriate for pharmacological interactions.
an immunocompromised patient, and initiate appropriate
antimicrobial therapy.
Drug interactions with biologic products: A higher rate of \\\ FRESENIUS
serious infections has been observed in RA patients treated KABI
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IDACIO® Dosing and NDC Codes

Overview of Relevant Rheumatology Codes for Rheumatology

ICD-10-CM diagnosis codes?* How do | provide my patients with IDACIO®?

Rheumatoid Arthritis (RA) « The correct NDC must be used to ensure a correct pharmacy dispense.

+ To ensure your patient will receive IDACIO®, please select the appropriate dosing from the

MO5.00 - MO5.9 Rheumatoid arthritis with rheumatoid factor

1

M06.00 - M06.09 Other rheumatoid arthritis without rheumatoid factor

Ankylosing Spondylitis (AS) National Drug Code (NDC)'

Electronic data exchange standards usually require the use of an 11-digit NDC. To convert a 10-digit NDC to an
1-digit NDC, a leading zero is added to the middle sequence of numbers (in the case of IDACIO®, a O is added
M45.0-45.9 Ankylosing spondylitis of spinal regions in front of 556 to create 0556, and in front of 554 to create 0554). Check with the payer to confirm the
correct code required when billing to IDACIO®.

Juvenile Idiopathic Arthritis (JIA) NDC Number (PK) 10-digit NDC Code |[11-digit NDC Code
iy IDACIO® Prefilled Syringe (PFS) 40 mg/0.8 mL (2-count) 65219-556-18 65219-0556-18
ICD-10 code Description
65219-554-08 65219-0554-08

IDACIO® Prefilled Autoinjector Pen (PEN) 40 mg/0.8 mL (2-count)

M08.00 - M08.09 Unspecified juvenile rheumatoid arthritis

M08.20 - M08.29 Juvenile rheumatoid arthritis with systemic onset

M08.40 - M08.48 Pauciarticular juvenile rheumatoid arthritis

M08.8 Other juvenile arthritis
e codes shonn sbove are only General suggestions and are ot Infendec fo encourage or suggest a tse of any drug (nat fs inconsistent with FDAapproved use. For additional guidance on coding, please refer to the Department of Health and Human
This information is presented for informational purposes only and is not intended to provide reimbursement or legal advice. Providers are encouraged to contact third-party Services Evaluation and Management Services guide available at WWW.CmS.g%

payers for specific information about their coverage practices.

) Wi

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
caring for life
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Overview of Relevant Dermatology Codes

IDACIO® Dosing and NDC Codes

for Dermatology

ICD-10-CM diagnosis codes?*

Plaque Psoriasis (Ps)

L40.0 Psoriasis vulgaris

L40.1 Generalized pustular psoriasis
L40.2 Acrodermatitis continua
L40.3 Pustular palmaris et plantaris
L40.4 Guttate psoriasis

L40.8 Other psoriasis

L40.9 Psoriasis, unspecified

Psoriatic Arthritis (PsA)

L40.50 Arthropathic psoriasis, unspecified

*The codes shown above are only general suggestions and are not intended to encourage or suggest a use of any drug that is inconsistent with FDA-approved use.

This information is presented for informational purposes only and is not intended to provide reimbursement or legal advice.
Providers are encouraged to contact third-party payers for specific information about their coverage practices.

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
6 Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).

How do | provide my patients with IDACIO®?

+ A new prescription is required for IDACIO®.

1

* The correct NDC must be used to ensure a correct pharmacy dispense.

+ To ensure your patient will receive IDACIO®, please select the appropriate dosing from the
Enrollment and Prescription Form or when prescribing electronically.

National Drug Code (NDC)'

Electronic data exchange standards usually require the use of an 11-digit NDC. To convert a 10-digit NDC to an
1-digit NDC, a leading zero is added to the middle sequence of numbers (in the case of IDACIO®, a O is added
in front of 556 to create 0556, and in front of 554 to create 0554). Check with the payer to confirm the
correct code required when billing to IDACIO®.

10-digit NDC Code N-digit NDC Code

65219-0556-18

NDC Number (PK)
IDACIO® Prefilled Syringe (PFS) 40 mg/0.8 mL (2-count) 65219-556-18

IDACIO® Prefilled Autoinjector Pen (PEN) 40 mg/0.8 mL (2-count) 65219-554-08 65219-0554-08

10-digit NDC Code 11-digit NDC Code

65219-554-28 65219-0554-28

Starter Packages

IDACIO® Prefilled Autoinjector Pen Starter Package for
Plague Psoriasis 40 mg/0.8 mL (4-count)

For additional guidance on coding, please refer to the Department of Health and Human
Services Evaluation and Management Services guide available at www.cms.gov.

) Wi
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Overview of Relevant Gastroenterology Codes

IDACIO® Dosing and NDC Codes

for Gastroenterology

ICD-10-CM diagnosis codes?*
Crohn's Disease (CD)

K50.0-K50.9

Ulcerative Colitis (UC)

Crohn's Disease (regional enteritis)

K51.0-K51.9

Ulcerative Colitis

*The codes shown above are only general suggestions and are not intended to encourage or suggest a use of any drug that is inconsistent with FDA-approved use.

This information is presented for informational purposes only and is not intended to provide reimbursement or legal advice. Providers are encouraged to contact third-party

payers for specific information about their coverage practices.

Important Safety Information (continued)

MALIGNANCY

Lymphoma and other malignancies, some fatal, have been
reported in children and adolescent patients treated with TNF
blockers, including adalimumab products. Post-marketing
cases of hepatosplenic T-cell lymphoma (HSTCL), a rare type
of T-cell lymphoma, have been reported in patients treated
with TNF blockers including adalimumab products. These
cases have had a very aggressive disease course and have
been fatal. The majority of reported TNF blocker cases have
occurred in patients with Crohn’s disease or ulcerative colitis
and the majority were in adolescent and young adult males.
Almost all these patients had received treatment

with azathioprine or 6-mercaptopurine concomitantly

with a TNF blocker at or prior to diagnosis. It is uncertain
whether the occurrence of HSTCL is related to use of a TNF
blocker or a TNF blocker in combination with these other
immunosuppressants

+ Consider the risks and benefits of TNF-blocker treatment
prior to initiating or continuing therapy in a patient with
known malignancy.

+ In clinical trials of some TNF-blockers, including
adalimumab products, more cases of malignancies were
observed among TNF-blocker-treated patients compared to
control patients.

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
8 Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).

How do | provide my patients with IDACIO®?

« A new prescription is required for IDACIO®

1

+ The correct NDC must be used to ensure a correct pharmacy dispense.

« To ensure your patient will receive IDACIO® Citrate-free, please select the appropriate
dosing from the Enrollment and Prescription Form or when prescribing electronically.

National Drug Code (NDC)'

Electronic data exchange standards usually require the use of an 11-digit NDC. To convert a 10-digit NDC to an
1-digit NDC, a leading zero is added to the middle sequence of numbers (in the case of IDACIO®, a O is added
in front of 556 to create 0556, and in front of 554 to create 0554). Check with the payer to confirm the
correct code required when billing to IDACIO®.

NDC Number (PK)

10-digit NDC Code | 11-digit NDC Code

65219-556-18 65219-0556-18

IDACIO® Prefilled Syringe (PFS) 40 mg/0.8 mL (2-count)

65219-554-08

10-digit NDC Code |11-digit NDC Code

65219-0554-38

IDACIO® Prefilled Autoinjector Pen (PEN) 40 mg/0.8 mL (2-count) 65219-0554-08

Starter Packages

IDACIO® Prefilled Autoinjector Pen Starter Package for

Crohn's Disease and Ulcerative Colitis 40 mg/0.8 mL (6-count) s

For additional guidance on coding, please refer to the Department of Health and Human
Services Evaluation and Management Services guide available at www.cms.gov.

) Wi
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Billing Codes for IDACIO® (adalimumab-aacf)

Healthcare Common Procedure Coding System (HCPCS) codes?

Q5131 Injection, adalimumab-aacf (IDACIO®), biosimilar, 20 mg

CMS Final HCPCS Coding Decision Establish a new HCPCS
Level Il code Q5131, “Injection, adalimumab-aacf (IDACIO®),
biosimilar, 20 mg.”

Commercial, Medicare

Check with the specific payer to verify the most appropriate

HCPCS codes and additional coding and billing requirements

for IDACIO®.

CMS-1500 and CMS-1450 commercial Medicare coding*>*

Procedure Type

Office visit, new patient

Office visit, established patient

99202-99205

99211-99215

Prolonged service without direct patient contact by the physician or 99358

non-physician practitioner

Hospital outpatient visit (CMS-1450, Medicare only)

*The codes shown above are only suggestions. The codes you need may vary by patient.

Important Safety Information (continued)

- Non-melanoma skin cancer (NMSC) was reported during
clinical trials for adalimumab-treated patients. Examine
all patients, particularly those with a history of prolonged
immunosuppressant or PUVA therapy, for the presence of
NMSC prior to and during treatment with IDACIO®.

- In adalimumab clinical trials, there was an approximate
3-fold higher rate of lymphoma than expected in the
general U.S. population. Patients with chronic inflammatory
diseases, particularly those with highly active disease and/
or chronic exposure to immunosuppressant therapies, may
be at higher risk of lymphoma than the general population,
even in the absence of TNF blockers.

G0463

- Postmarketing cases of acute and chronic leukemia were
reported with TNF blocker use. Approximately half of
the postmarketing cases of malignancies in children,
adolescents, and young adults receiving TNF blockers
were lymphomas; other cases included rare malignancies
associated with immunosuppression and malignancies not
usually observed in children and adolescents.

HYPERSENSITIVITY

Anaphylaxis and angioneurotic edema have been reported
following administration of adalimumab products. If an
anaphylactic or other serious allergic reaction occurs,
immediately discontinue administration of IDACIO® and
institute appropriate therapy. In clinical trials of adalimumab,

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
10 Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).

CPT Code

Considerations when using evaluation and management CPT® codes

HCP services are generally billed using evaluation and management codes, which may be accompanied by
prolonged service codes when appropriate.

connect with a Field Reimbursement Manager who is
available to share the latest updates in payer coverage.

@ Contact your IDACIO® Immunology Sales Specialist to

hypersensitivity reactions (e.g., rash, anaphylactoid reaction, initiate effective anti-viral therapy with appropriate supportive
fixed drug reaction, non-specified drug reaction, urticaria) treatment. The safety of resuming TNF blocker therapy
have been observed. after HBV reactivation is controlled is not known. Therefore,

. . . : ®
HEPATITIS B VIRUS REACTIVATION exercise caution when considering resumption of IDACIO

therapy in this situation and monitor patients closely.
Use of TNF blockers, including IDACIO®, may increase the
risk of reactivation of hepatitis B virus (HBV) in patients who
are chronic carriers of this virus. In some instances, HBV
reactivation occurring in conjunction with TNF blocker therapy
has been fatal.
Evaluate patients at risk for HBV infection for prior evidence
of HBV infection before initiating TNF blocker therapy.
Exercise caution in prescribing TNF blockers for patients
identified as carriers of HBV.

In patients who develop HBV reactivation, stop IDACIO® and
\\\ FRESENIUS
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Sample CMS 1500 Claim Form Sample CMS 1450 (UB-04) Claim Form

(physician office site of service) (hospital outpatient site of service)

. Box 19: Additional :
. 1 2 3a PAT.
= T Information ‘ s W (FL) 42
REC. #
o« . | 5 FED. TAX NO. 6 'COVERS PERIOD 7 .
[EEE W Enter_the qpprop_nate _ [ Recuen_| Enter the appropriate revenue
HEAL|H INSURANCE CLAIM FORM z drug-identifying information as e s s i code and procedure description.
APPROVEL BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 02/12 © reqwrgd by payer (e.q., branq/_ 5 of [e] d e For example:
[1[Pg Pica ¢ generic drug name, NDC 11-digit 10 BIRJHDATE ‘nsex I'Z DATE OISO, P 15 SRC |16 DHR 17 STAT[ D ® m g CRENEEERE = m & 298%3‘?[3“ — 0510: clinic—general
1. MEDIJARE MEDICAID TRICARE CHAMPVA GROUP  _ EECA .  OMER[1a INSURED'S |D. NUMBER (For Program in ltem 1) e format. dose administered [ [ [ [ - I g o )
D(Medfc‘ re#) D (Medicaid#) D (ID#/DoD#) D (Member iD#) D (iD#) D(/D#) D(ID#) § - . ' 31 CCURRENCE 32 OCCURRENCE 33 OCCURRENCI 34 OCCURRENCE 35 OCCURRENCE SPAN 36 OCCURRENCE SPAN 37 classification (for SC mJECtlon
route of administration, etc.) CoDE DATE CoDE DA DE DATE CopE DATE FROM THROUGH | CODE FROM THROUGH e h P
2. PATIEN'S NAME (Last Name, First Name, Middle Initial) 3. PQUEI‘\IT’%DEHTH RATE SEX 4. INSURED’S NAME (Last Name, First Name, Middle Initial) ' . R administered in the C|InIC)
b s — | | v ][] - Y b — 0636: drugs requiring detailed
o, Stree JENTEELATIONSHIP TOINSURED L7 INSUREDS ADDRESS (No, Stice] : Di i VALUE CODES H
Box 21: Diagnosis 3 Sooe M audoNT oo RSN R Y coding
SewD SpouseD cmdD OtherD .
cITY STATE | 8. RESERVED FOR NUCC USE cITY STATE = Enter appropriate ICD-10-CM b
o . .
= diagnosis code(s) j FL43
ZIP CODE TELEPHQNE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) g d
o = ———
( ) ( ) Io . 42 REV. CD. 43 DESCRIPTION 44 HCPCS / RATE / HIPPS CODE 45 SERV. DATE 46 SERV. UNITS 47 TOTAL CHARGES 48 NON-COVERED CHARGES 49 Enter narrative descri tion Of
9. OTHER [NSURED'S NAJTETCas Name, Tjrer Narme, NhodTe T 0 TS PATERT S CONDTTON MELATED 10— 1T TNSOTED S POLIC Y GHOUT OF TEC A NOTTEE z 24A: Date(s) of Service [ o510 96372 MM DD YY 1 ! B P
a J o836 Q5131 e ) N corresponding revenue code
a. OTHER NSURED'S POJICY OR GROUFJNUMBER a. EMPLOYMENT? (Current or Previous) a |Nsun5%|s DAJSOFE\QLH SEX g If line item NDC information 3 3 (e.g., Clinic, Iab, general). If
[CJves  [Jno i i v[] F[] 2 is required, enter it in the . FL 46 s line item NDC information
b. RESERYED FOR NUCH USE b. AUTO ACCIDENT? PLACE (State) [b- OTHER CLAIM ID (Designated by NUCC) ) shaded portion of item 24a s s is required, enteritin the
[Jves [nvo 1 < ¢ . unshaded portions of Locator
c. RESERED FOR NUCJUSE c. OTHER ACCIDENT? c. INSURANCE PLAN NAME OR PROGRAM NAME e 7 7 Box 43. Paver requirements
e = Box 24B: Place of Service . . . Payer req
d. INSURAKICE PLAN NANIE OR PROGRAN NAME 10d. CLAIM CODES (Designated by NUCC) d. IS THERE ANOTHER HEALTH BENEFIT PLAN? x . s g for NDC entries may vary.
DYES DND If yes, complete items 9, 9a, and 9d. Enter Place Of SerV|ce COde 1] o
EAD BACK OF JORM BEFOHE COMPLETING & SIGNING THIS FORM. 13. INSURED'S OR AUTHORIZED PERSON'S SIGNATURE | authorize such as 11 for physician office B il
12. PATIENT'S OR AUTHJRIZED PERSONJ SIGNATURF | authorize the release of any medical or other information necessary payment of medical benefits to the undersigned physician or supplier for FL 44
to procgss this claim. | o request paymefit of governmdht benefits either to myself or to the party who accepts assignment services described below. N "
below. ) 2 ;
. Box 24D: Procedures, i N Enter appropriate HCPCS and
i i CPT codes and modifiers.
14. DATE QF CURRENT IfLNESS, INJURY Jor PREGNANCY (LMP) | 15. OTHER DAT| 16. DATES PATIENT UNABLE TO WORK IN CURRENT OCCUPATION A Services, or Supplies "l s
MM DD oYY I | MM | DD | YY MM | DD oYY MM | DD VY For example:
! ! QUAL.| QUAL, ! ! FROM | ! To | ! Ent iate HCPCS and 1o e
Naye Be BecERRING PROVIDER ORTHER SOURCE 171 J’ 16, HOSPITALIZATION DATES FELATED TO CURRENT SERVICES, nter appropriate an l Ly — Drug: HCPCS Code Q5131
EEE— " | | | | . . .
Erae) | i RO || ©__ CPT codes. For example: b " - Administration: 96372 for
19. ADDITIONAL GLAIM TFORMATION (Ddsignated by NPCC) 20. OUTSIDE LAB? $ CHARGES - Drug; HCPCS Code Q5131 9 " subcutaneous injection
IDACIO (adalimumab-aacf),}40 mg/0}8 mL 65212—5%6—18 [Jves [Jno ‘ — Administration: 96372 for ) o
21. DIAGNOSIS OR NATURE OF ILLNESS PR INJURY Hplate A-L to service line beloff (24E) oo - T | 22. RESUBMISSION . . 2 i
(- CODE ORIGINAL REF. NO. subcutaneous injection 2 FL 46
e ST ol | PAGE___ OF CREATION DATE 0
23. PRIOR AUTHORIZATION NUMBER = A = . .
‘E | j “ E ‘ :j 24E: Diaqnosis Pointer 50 PAYER NAME 51 HEALTH PLAN ID Forel [aac|54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 56 NPI Enter the bIIIIng units (e.g.,
24 A DATE(S) OF SRVICE B, 5. PROCEDURES, SERVIOES, OF SUPFLIES E F N N J. z . . A 57 g IDACIO® 20 mag, is one billing
From T PLACE OF| Explain Unusual IAGNOSIS RENDERING o o ; i
wv_ o0 vy mb oo vy |sevce | eda R i [ ot POINTER $ CHARGES g | PROVIDER ID. # = Refer.to the.dlagnOSIS OTHER unit, a 40 mg. syringe would be
N46521937110 3 for this service from line i e © 2 billing units).
1 MM; DD }YY va'} DD }YY Q5131 ‘ | ! | A | 1 [ ;‘P" 1Tttt g 21 enter onIy 1 diagnosis 58 INSURED'S NAME 59 PREL| 60 INSURED'S UNIQUE ID 61 GROUP NAME 62 INSURANCE GROUP NO.
| | | | ! | | H Q ' A N
L . .
‘ S £ ointer per line.
2 MM DD [YY DD YY 96372 Lo A | 1 NPI @ P P k FL 66
u o c
N N - A - N N = .
3 ! B0 4 A 50 45 =1 > 50 ] 50 4 50 SOy - - 2 24F: $ Charges TREATMENT AUTHORIZATION CODES 64 DOCUMENT CONTROL NUMBER 65 EMPLOYER NAVE Identify the type of ICD
I n i I n n > . .
7] . A - diagnosis code used (e.g.,
4 o o [ I z Typically, enter average . entzr 2 0" for ICD 1c(> ch)
I I I I I I " N . - -
N O I [ T T ‘ — z wholesale price, (AWP) g )
B NN N — S | invice price orwhicheer e - o | : L T ——
I | I | | | | H @ X f .
R g price method is stated in l _ | l l i
| | | | | | | R B . . . . .
P Lo L | NP & your contract with the payer. e S e ek ,ng ] 1 Indicate the diagnosis using the
25. FEDERAL TAX I.D. NUMBER SSN EIN 26. PATIENT'S ACCOUNT NO. 27. ACCEPT ASSIGNMIENT? | 28. TOTAL CHARGE 25. AMDUNT PAID | 30. Rsvd for NUCC Use CODE DATE CODE DATE [ ToATTENDNG Jon] T ICD10-CM code that t
00 R 1 T ; I — o e code that supports
31. SIGNATURE OF PHYSICIAN OR SUPPLIER 32. SERVICE FACILITY LOCATION INFORMATION 33, BILLING PROVIDER INFO & P # ( ) Box 24G: Units cooe™ " e °cose T e Tl o] ] the medical justification for your
INCLUDING DEGREES OR CREDENTIALS LAST [F'P‘ST patient's condition
(I certify that the statements on the reverse Enter the number of units T ool ] :
apply to this bill and are made a part thereof.) ] ! | ' 80 REMARKS AQIHER e b ol |
(e.g., Injection, adalimumab- IDACIO® (adalimumab-aacf) 40 mg/0.8 LAsT [First L“
- e - F - B aacf (IDACIO®) 20 mg, a 40 subcutaneous injection, NDC 65219-556-18 . mormer | |w [ Jouu T
. BTH d LAST FIRST H B
NUCC Instruction Manual available at: www.nucc.org PLEASE PRINT OR TYPE APPROVED OMB-0938-1197 FORM 1500 (02-12) mg syringe would be 2 b”lmg B-04 CMS-1450 APPROVED OMB NO. 0938-099: NUBC &2 L coa1s2e7 THE CERTIFICATIONS ON THE REVERSE APPLY TO THIS BILL AND ARE MADE A PART HEREOF. Additional details you may want to
units) e include are the drug name, drug

strength, unit of measure, (20 mg),

These sample claim forms are for informational purposes only and are not intended to replace a medical provider's professional Additional documentation for flllnq your claim number of units administered/

discarded, total dosage, route of

Ju'dgment. It.|s tr,1e sole rgspon5|b|||ty of the treating healthcar.e provider to confirm coverage, coding, and claim submlss!on gwdance In addition to the CMS-1500 or CMS1450 (UB-04) claim form, the payer may administration, and 11 digit NDC.
with the patient’s health insurance plan to ensure IDACIO® claims are accurate, complete, and supported by documentation in the t the following: Commercial plans may require a
patient's medical record. KabiCare does not guarantee IDACIO® coverage or reimbursement. reques € roliowing. rior authorization.
p

+ Patient medical history * PA number

+ Physician clinical notes » Drug-identifying information (eg, NDC)

+ Letter of medical necessity (see + Letter of appeal (see sample at FRESENIUS

sample at www.idaciohcp.com/idacio-hcp- www.idaciohcp.com/idacio-hcp-resources/LOA)
Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing resources/LOMN) + May require an invoice KABI

12 Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf). caring for life
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Tools for Working with Payers

Sample Format: Letter of Medical Necessity
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[Today's Date]

[Medical Director Name]

[Payer Name]

[Payer Street Address]

[Payer City, State, Zip]

[Insert Member ID#] [Insert Member Group Number]
RE: [Patient Full Name]

[Patient Policy Number]

[Patient Member ID/ Group Number]
[Patient Date of Birth]

[Patient Diagnosis/ ICD-10]

[Date of Diagnosis]

[Prior Authorization or Claim Number]
[Date(s) of Service]

To Whom It May Concern:

| am writing to provide additional information to support my [Prior Authorization/ Claim] for the
treatment of [Patient Name] with IDACIO® (adalimumab-aacf) injection.

In brief, treatment of [Patient Name] with IDACIO is medically appropriate and necessary and should be
a covered and reimbursed service. This letter outlines [Patient Name]’s medical history, prognosis, and
treatment rationale.

Summary of Patient’s History

[You may want to briefly explain why this particular patient needs IDACIO; consider describing patient’s
symptoms, therapy to date, patient risk factors, a summary of your professional opinion of the patient’s
likely prognosis without this specific product, and any other pertinent information.]

Rationale for Treatment
Given the patient’s history, condition, and the published data supporting use of IDACIO, | believe

treatment of [Patient Name] with IDACIO is warranted, appropriate, and medically necessary.

Please call my office at the number listed below if | can provide any additional information. I look
forward to receiving your timely response and approval of this [Prior Authorization/ Claim].

Sincerely,

(Signature)
[Physician Name]
[Physician Street Address]
[Physician City, State, Zip]
[Participating Provider Number]

Sample Format: Letter of Appeal

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).

[Today’s Date]
Attn: Appeals Department

[Payer Name]

[Payer Street Address]
[Payer City, State, Zip]
Re: [Patient Full Name]

[Patient Date of Birth]

[Patient Member ID]

[Patient Policy/ Group Number]

[Prior Authorization or Claim Number]
[Patient Diagnosis/ ICD-10]
[Date of Diagnosis]
[Date(s) of Service]

To Whom It May Concern:

This letter serves as a request for reconsideration of payment of a denied [Prior Authorization/ Claim]
for IDACIO® (adalimumab-aacf) Injection for my patient, [Patient Name], on [Date(s) of Service].

This patient has been under my care for the confirmed diagnosis and treatment of [patient diagnosis].
You had indicated that IDACIO is not covered because [reason for denial].

[You may want to explain why this particular patient specifically needs IDACIO. Consider providing a
tailored account of patient’s history and medical needs, describing patient’s symptoms, therapy to date,
additional patient risk factors, and any other pertinent information, including how IDACIO has been
effective for this specific patient, that supports this patient’s need for IDACIO.]

The attached Brief Summary provides the approved clinical information for IDACIO. IDACIO has been
administered as a medically necessary part of this patient’s treatment.

| would appreciate reconsideration of coverage for the [Prior Authorization/ Claim] for the date(s) of
service referenced above for [Patient Name].

Thank you very much in advance for your time and consideration. Please call my office at the number
listed below to discuss how we can facilitate a better patient outcome in an expedited fashion. | am

happy to provide any additional needed information. My office hours are as follows: [days/ times]

Sincerely,

(Signature)
[Physician Name]
[Physician Street Address]
[Physician City, State, Zip]
[Participating Provider Number]

FRESENIUS
KABI
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KabiCare reimbursement and payment support

Comprehensive support to enable patient access

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

FINANCIAL SUPPORT
programs, including copay
assistance for eligible patients
with out-of-pocket costs as little
as $SO/month*

BRIDGE TO THERAPY
program to avoid treatment
delay while waiting for
insurance approvalt

PERSONAL SUPPORT
including nurse educators and
field reimbursement managers*

CLINICAL INSIGHTS
program that provides
therapeutic drug monitoring
for eligible patientst

*Terms and conditions apply.

tEligibility criteria apply. Patients are not eligible for Bridge to Therapy or Clinical Insights Program if the prescription is eligible to be reimbursed, in whole or in part by any

state or federal healthcare program.

DEDICATED SUPPORT
to address access challenges

CENTRALIZED PATIENT
SUPPORT PORTAL

with real-time status updates

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

Important Safety Information (continued)

NEUROLOGICAL REACTIONS

Use of TNF blocking agents, including adalimumab products,
has been associated with rare cases of new onset or
exacerbation of clinical symptoms and/or radiographic
evidence of central nervous system demyelinating disease,
including multiple sclerosis (MS) and optic neuritis, and
peripheral demyelinating disease, including Guillain-Barré
syndrome.

Exercise caution in considering the use of IDACIO® in patients
with pre-existing or recent-onset central or peripheral nervous
system demyelinating disorders; discontinuation of IDACIO®
should be considered if any of these disorders develop.

HEMATOLOGICAL REACTIONS

Rare reports of pancytopenia, including aplastic anemia,
have been reported with TNF blockers. Medically significant
cytopenia has been infrequently reported with adalimumab
products.

Consider stopping IDACIQ® if significant hematologic
abnormalities occur.

CONGESTIVE HEART FAILURE

Worsening or new onset congestive heart failure (CHF) may
occur; exercise caution and monitor carefully.

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
16 Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).

Contact KabiCare

Call 1-833-KABICARE
(1-833-522-4227)
Monday through Friday
8a.m.to8 p.m. ET
(excluding holidays)

IDACIO® offers additional educational
tools and resources, including:

AUTOIMMUNITY

Treatment with adalimumab products may result in the
formation of autoantibodies and, rarely, in development of a
lupus-like syndrome. Discontinue treatment if symptoms of a
lupus-like syndrome develop.

IMMUNIZATIONS

Patients on IDACIO® should not receive live vaccines. Pediatric
patients, if possible, should be brought up to date with all
immunizations before initiating IDACIO® therapy. The safety

of administering live or live-attenuated vaccines in infants
exposed to adalimumab products in utero is unknown. Risks
and benefits should be considered prior to vaccinating (live or
live-attenuated) exposed infants.

=
O]

Fax 1-833-302-1420

Visit our website
at KabiCare.us

* Sampling * Payer Access
* Educational resources Coverage tool
+ Video resources * Demo Kits

ADVERSE REACTIONS

The most common adverse reactions in adalimumab clinical
trials (>10%) were: infections (e.g. upper respiratory, sinusitis),
injection site reactions, headache and rash.

INDICATIONS

- Rheumatoid Arthritis (RA): reducing signs and symptoms,
inducing major clinical response, inhibiting the progression
of structural damage, and improving physical function in
adult patients with moderately to severely active RA.

- Juvenile Idiopathic Arthritis (JIA): reducing signs and
symptoms of moderately to severely active polyarticular
JIA in patients 2 years of age and older.

) Wi
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- Psoriatic Arthritis (PsA): reducing signs and symptoms,

inhibiting the progression of structural damage, and
improving physical function in adult patients with active
PsA.

- Ankylosing Spondylitis (AS): reducing signs and

symptoms in adult patients with active AS.

- Crohn's Disease (CD): treatment of moderately to

severely active Crohn’s disease in adults and pediatric
patients 6 years of age and older.

- Ulcerative Colitis (UC): treatment of moderately to

severely active ulcerative colitis in adult patients.
Limitations of Use: Effectiveness has not been
established in patients who have lost response to or
were intolerant to TNF blockers.

- Plaque Psoriasis (Ps): treatment of adult patients with

moderate to severe chronic plaque psoriasis who are
candidates for systemic therapy or phototherapy, and
when other systemic therapies are medically less
appropriate.
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medicare/icd-10/2023-icd-10-cm. Accessed June 8,
2023.

. Centers for Medicare & Medicaid Services (CMS)

Healthcare Common Procedure Coding System (HCPCS)
Application Summaries and Coding Recommendations.
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biologicals-updated-05/23/2023.pdf. Accessed June 7,
2023.
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association. https://www.ama-assn.org/system/
files/2019-06/cpt-office-prolonged-svs-code-changes.
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Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing
Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf).
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dacio

dalimumab-aacf

IDACIO® (adalimumab-aacf) is proven highly similar to
Humira (adalimumab)' with features and support to help
you start or transition your patients with ease.

NDC Codes'’

Electronic data exchange standards usually require the use of an 11-digit NDC. To convert a 10-digit NDC to an 11-digit NDC, a
leading zero is added to the middle sequence of numbers (in the case of IDACIO®, a O is added in front of 556 to create 0556,
and in front of 554 to create 0554). Check with the payer to confirm the correct code required when billing to IDACIO®.

Rheumatology

IDACIO® Prefilled Syringe (PFS) 40 mg/0.8 mL (2-count) 65219-556-18 65219-0556-18
IDACIO® Prefilled Autoinjector Pen (PEN) 40 mg/0.8 mL (2-count) 65219-554-08 65219-0554-08
Dermatology

IDACIO® Prefilled Syringe (PFS) 40 mg/0.8 mL (2-count) 65219-556-18 65219-0556-18
IDACIO® Prefilled Autoinjector Pen (PEN) 40 mg/0.8 mL (2-count) 65219-554-08 65219-0554-08

Starter Packages 10-digit NDC Code | 11-digit NDC Code

IDACIO® Autoinjector Pen Starter Package for Plaque Psoriasis

B Y Y 7 65219-554-28 65219-0554-28
Gastroenterology

NDC Number (PK) 10-digit NDC Code | 11-digit NDC Code
IDACIO® Prefilled Syringe (PFS) 40 mg/0.8 mL (2-count) 65219-556-18 65219-0556-18
IDACIO® Prefilled Autoinjector Pen (PEN) 40 mg/0.8 mL (2-count) 65219-554-08 65219-0554-08

Starter Packages 10-digit NDC Code |[11-digit NDC Code

IDACIO® Autoinjector Pen Starter Package for Crohn's Disease and e i }
Ulcerative Colitis 40 mg/0.8 mL (6-count) SRRt CAEROSERERS

To learn more about coverage for IDACIO®, contact your field reimbursement manager.

Please see Important Safety Information throughout this brochure and click to see accompanying Full Prescribing \H\ FRESENIUS
Information, including Boxed WARNING, Medication Guide, and Instructions for Use for IDACIO® (adalimumab-aacf). KABI
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