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Each film-coated tablet contains 50 mg / 100 mg/ 200 mg of abrocitinib
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Cibinqo is indicated for the treatment of moderate-to-severe atopic dermatitis in adults who are
candidates for systemic therapy
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4.2  Posology and method of administration

Posology

The recommended starting dose is 100 mg or 200 mg once daily based on individual patient
characteristics:

o A starting dose of 100 mg once daily is recommended for patients at higher risk of venous
thromboembolism (VTE), major adverse cardiovascular event (MACE) and malignancy (see
section 4.4). If the patient does not respond adequately to 100 mg once daily, the dose can be
increased to 200 mg once daily.

o A dose of 200 mg once daily may be appropriate for patients who are not at higher risk of
VTE, MACE and malignancy with high disease burden or for patients with an inadequate
response to 100 mg once daily. Upon disease control, dose should be decreased to 100 mg
once daily. If disease control is not maintained after dose reduction, re-treatment with 200 mg
once daily can be considered.

The lowest effective dose for maintenance should be considered.

Elderly
For patients 65 years of age and older, the recommended dose is 100 mg once daily (see section 4.4).



4.4 Special warnings and precautions for use

Abrocitinib should only be used if no suitable treatment alternatives are available in patients:
-65 years of age and older;
-patients with history of atherosclerotic cardiovascular disease or other cardiovascular risk factors
(such as current or past long-time smokers);
-patients with malignancy risk factors (e.g., current malignancy or history of malignancy)

Infections/serious infections

Serious infections have been reported in patients receiving abrocitinib. The most frequent serious infections
in clinical studies were herpes simplex, herpes zoster and pneumonia (see section 4.8).

As there is a higher incidence of infections in the elderly and in the diabetic populations in general, caution

should be used when treating the elderly and patients with diabetes. In patients 65 years of age and older
abrocitinib should only be used if no suitable treatment alternatives are available (see section 4.2).

Venous thromboembolism (VTE)

Events of deep venous thrombosis (DVT) and pulmonary embolism (PE) have been reported in
patients receiving abrocitinib (see section 4.8).

In a large randomized active-controlled study of tofacitinib (another JAK inhibitor) in rheumatoid
arthritis patients 50 years and older with at least one additional cardiovascular risk factor, a dose
dependent higher rate of VTE including deep venous thrombosis (DVT) and pulmonary embolism
(PE) was observed with tofacitinib compared to TNF inhibitors.

A higher rate of VTE was observed with abrocitinib 200 mg compared to abrocitinib 100 mg.

In patients with cardiovascular or malignancy risk factors (see also section 4.4 “Major adverse
cardiovascular events (MACE)” and “Malignancy’) abrocitinib should only be used if no suitable
treatment alternatives are available.

In patients with known VTE risk factors other than cardiovascular or malignancy risk factors,
abrocitinib should be used with caution. VTE risk factors other than cardiovascular or malignancy
risk factors include previous VTE, patients undergoing major surgery, immobilisation, use of
combined hormonal contraceptives or hormone replacement therapy, inherited coagulation disorder.

Patients should be re-evaluated periodically during abrocitinib treatment to assess for changes in
VTE risk.

Promptly evaluate patients with signs and symptoms of VTE and discontinue abrocitinib in patients
with suspected VTE, regardless of dose.

Major adverse cardiovascular events (MACE)

Events of MACE have been observed in patients taking abrocitinib.

In a large randomized active-controlled study of tofacitinib (another JAK inhibitor) in rheumatoid
arthritis patients 50 years and older with at least one additional cardiovascular risk factor, a higher
rate of major adverse cardiovascular events (MACE), defined as cardiovascular death, non-fatal
myocardial infarction (MI) and non-fatal stroke, was observed with tofacitinib compared to TNF
inhibitors.

Therefore, in patients 65 years of age and older, patients who are current or past long-time smokers,
and patients with history of atherosclerotic cardiovascular disease or other cardiovascular risk
factors, abrocitinib should only be used if no suitable treatment alternatives are available.



Malignancy (excluding non-melanoma skin cancer[NMSC])

Lymphoma and other malignancies have been reported in patients receiving JAK inhibitors,
including abrocitinib.

In a large randomized active controlled study of tofacitinib (another JAK inhibitor) in rheumatoid
arthritis patients 50 years and older with at least one additional cardiovascular risk factor, a higher
rate of malignancies, particularly lung cancer, lymphoma and non-melanoma skin cancer (NMSC)

was observed with tofacitinib compared to TNF inhibitors.

A higher rate of malignancies (excluding non-melanoma skin cancer, NMSC) was observed with

abrocitinib 200 mg compared to abrocitinib 100 mg.

In patients 65 years of age and older, patients who are current or past long-time smokers, or with
other malignancy risk factors (e.g. current malignancy or history of malignancy), abrocitinib should

only be used if no suitable treatment alternatives are available.

Use in patients 65 years of age and older

Considering the increased risk of MACE, malignancies, serious infections, and all-cause mortality
in patients 65 years of age and older, as observed in a large randomised study of tofacitinib (another
JAK inhibitor), abrocitinib should only be used in these patients if no suitable treatment alternatives

are available.

(297732 2O172107) 19935 1PV NIV SNSTY 1909

N9NNA YIN'Y? NIyann niTni‘n NNATX
:0OX X917 190 ,1j73'12'02 719'Vn 70nal1 19Y

D'2'NONN 7210 NNX DX X917 190 .NISIDN ON'Y7 DMIN'TA 7210 NNRY IN DIN'TA Ya1) 7110 NNX
.DIN'T 7Y DIN'o NN 017V 178YW INKRN L7000 NI 'Y ANRY IR NIF701T NIfYa ,0'VX9 ,0IN 11D
IX D7 DIN'T 7Y NINNNY7 DNA7 DA D'AINTA ON7'N7 7Y 9120 D710 DX N'N9N7 n717Y 17120
Q221N [12'02 X¥N1 NNX ,N7YNI 65 2 NNRY IX 'MNJI0 NNX OX .WTN DIN'T 71207 '13'0n DX 7' Tan?
.0min'tn 71107

NNRY IX (‘"MXM 9'NON) NIXNA IX (D'PINY DT NRRD) 072200 T 0T 'wN 1aya )7 I
nYy'nY Ni71722 NYUNNwN DX DX ,MINNK? 7172 NINY NNV DX :DNAIT?) 1780 NN9Y7 A [1>'0a
AN'R N2 X9NN (7Y NNOWN QNP 78K IR 17¥K NWMIPA DAD NNIT DX ,'9'™7N "amin 721910/
, NN 'WIPN I NN'WI XIZA MIRND [9INA 7210 NNX OX X917 190 .7 NNn'RNN 1j72'2'0 DXN
YIAND 'Y IR NIMIMTR IR L7202 NIYIAY IR AR, T IR 7200 79 NINDINn L|1'7un 222 IX DTN AXON
.D'TIR 0T 'WNp 7 0o NI'NY7 0717V 1781 INXRN T IR 7200

IN 7210 NNX 17 NA'RNA [[72'2'0 OX JN'X 102 KON — 272 NI'YYAN 12Y2 D720V IX 7210 NNX

7 NN'RNN 173'2'0 OX JN'R 112 7Y K9NN -2V NIYWYY IR [WYNn NNK,[V10N 12ya N710Y
Y NPT NIAYY )7 YN X9NNY DN L1[7212'01 17910W DY791VNA NODX] NNITZA 11'RY 1Y VN0

IN 719'0N 17nN2 11Y2 D'YTN 0'WA D'V'9I DX )7W K97 190 .1j772'2'01 719'0N )7nN2 N'MNAY
.0'M" 0'YA12 D'"I'Y 17N DX IX IN1I'0 TNKY



	רופא/ה, רוקח/ת נכבד/ה,

