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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.

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.

\\\ FRESENIUS
Please see Important Safety Information throughout this brochure and accompanying Full Prescribing KABI
Information, including Boxed WARNING, and Medication Guide for IDACIO® (adalimumab-aacf). caring for life
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Your patients can keep the same |
subcutaneous route of administration
as HUMIRA® (adalimumab)'?

IDACIO® (adalimumab-aacf) offers the same 40 mg dosing
as HUMIRA® (adalimumab)’
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IDACIO" single-dose prefilled autoinjector pen (o o)

Textured grip surface

80 mg

initial dose

40 mg

every other week

NDC: 65219-554-08

@ Plaque Psoriasis
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- The use of adalimumab products in moderate to severe chronic plaque psoriasis beyond one year N
has not been evaluated in controlled clinical studies. Ergonomic, anti-roll 360° transparent body A
cap design viewing window EASE OF
Certified by the Arthritis Foundation USE
for ease of use to address the needs of CERTIFIED

patients who may have dexterity issues G Shoection)

Extended finger flanges
for greater safety

Psoriatic Arthritis

40 mg

every other week

)
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IDACIO® single-dose prefilled syringe’ \

Wi noc ss219-550-10 I

NDC: 65219-556-18

- Methotrexate (MTX), other non-biologic disease-modifying antirheumatic drugs (DMARDS), 40 mg/0.8 mL “i lh {;ggﬁaig;d f | S : =
glucocorticoids, nonsteroidal anti-inflammatory drugs (NSAIDs), and/or analgesics may be T —— E . m
continued during treatment with IDACIO®. ‘ —

For current adalimumab patients, there is no new dosing schedule to learn with 4

IDACIO®. Patients can initiate IDACIO® as the next scheduled dose without the need

to repeat the loading dose.

Important Safety Information (continued)

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.

« Invasive fungal infections, including histoplasmosis, coccidioidomycosis, candidiasis,
aspergillosis, blastomycosis, and pneumocystosis. Patients with histoplasmosis or
other invasive fungal infections may present with disseminated, rather than localized,
disease. Antigen and antibody testing for histoplasmosis may be negative in some
patients with active infection. Consider empiric antifungal therapy in patients at risk
for invasive fungal infections who develop severe systemic illness.

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

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 or traveled in regions
where mycoses are endemic, 5. with underlying conditions that may predispose them

to infection. Monitor patients closely for the development of signs and symptoms of
infection during and after treatment with IDACIO®, including the possible development of
TB in patients who tested negative for latent TB infection prior to initiating therapy.

Treatment with IDACIO® should not be initiated in patients with an active infection,
including localized infections.

Patients 65 years of age and older, patients with co-morbid conditions and/or patients
taking concomitant immunosuppressants (such as corticosteroids or methotrexate), may
be at greater risk of infection.

Discontinue IDACIO® if a patient develops a serious infection or sepsis. For a patient who
develops a new infection during treatment with IDACIO®, closely monitor them, perform a
prompt and complete diagnostic workup appropriate for an immunocompromised patient,
and initiate appropriate antimicrobial therapy.

Drug interactions with biologic products: A higher rate of serious infections has been
observed in RA patients treated with rituximab who received subsequent treatment with
a TNF blocker. An increased risk of serious infections has been seen with the combination
of TNF blockers with anakinra or abatacept, with no demonstrated added benefit in
patients with RA. Concomitant administration of adalimumab products with other
biologic DMARDs (e.g., anakinra or abatacept) or other TNF blockers is not recommended
based on the possible increased risk for infections and other potential pharmacological
interactions.

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

Citrate-free, to
reduce the possibility 28
of patient discomfort'

CITRATE

FREE

Room temperature storage of up
to 28 days offers patients more 36
flexibility when they're on the go'

N 36-month refrigerated
shelf life offers long-term
storage without worries®

Both the IDACIO® autoinjector and the prefilled syringe, plunger, stopper, and needle cover are not made with natural rubber latex.’

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.

+ 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.

+ 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, hypersensitivity reactions (e.g., rash, anaphylactoid
reaction, fixed drug reaction, non-specified drug reaction, urticaria) have been observed.

HEPATITIS B VIRUS REACTIVATION

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 initiate effective anti-viral
therapy with appropriate supportive treatment. The safety of resuming TNF blocker
therapy after HBV reactivation is controlled is not known. Therefore, exercise caution
when considering resumption of IDACIO® therapy in this situation and monitor patients
closely.

Please see Important Safety Information throughout this brochure and accompanying Full Prescribing Information, including Boxed WARNING,

and Medication Guide for IDACIO® (adalimumab-aacf).
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Starting your patients on IDACIO® is simple:

° Check for patient eligibility at www.idaciohcp.com/eligibility

@ Prescribe IDACIO®

Q Review training materials with patient

@ Follow-up with links to Instructions for Use videos

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

( NDC: 65219-556-18 )

i0  4omg/osnL
avaac

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

NDC: 65219-554-08

Scan the QR code
to access support
materials for IDACIO®

o 6521955408
now

Starter package for
plaque psoriasis
40 mg/0.8 mL (4-count)

( NDC: 65219-554-28 )

Contact your IDACIO® Immunology Sales Specialist for any questions.

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 IDACIO® if significant hematologic abnormalities occur.

CONGESTIVE HEART FAILURE

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

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.

References: 1. IDACIO® (adalimumab-aacf) injection prescribing information. Lake Zurich, IL: Fresenius Kabi USA, LLC.; 2023.
2. HUMIRA injection [package insert]. North Chicago, IL: AbbVie Inc. 3. Data on file. Fresenius Kabi USA., LLC.

© 2023 Fresenius Kabi USA, LLC. All Rights Reserved. 4174-IDAC-09-05/23

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.

+ 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.

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