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PEGASYS® (Peqginterferon alfa-2a)

Pre-filled Syringe and Pre-filled Pen 135&180 mcg/0.5 ml
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Chronic hepatitis B:
Pegasys is indicated for the treatment of both HBeAg-positive and HBeAg-negative
chronic hepatitis B in non-cirrhotic and cirrhotic adult patients with compensated liver
disease and evidence of viral replication and liver inflammation.

Chronic hepatitis C:

Pegasys is indicated for the treatment of chronic hepatitis C in adult patients who are
positive for serum HCV-RNA, including patients with compensated cirrhosis and/or co-
infected with clinically stable HIV.

The optimal way to use Pegasys in patients with chronic hepatits C is in combination
with ribavirin. The combination of Pegasys and ribavirin is indicated in naive patients
and patients who have failed previous treatment with interferon alpha (pegylated or
non-pegylated) alone or in combination therapy with ribavirin.

Monotherapy is indicated mainly in case of intolerance or contraindication to ribavirin.
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:Nan yTtmn PTIY 4.2 Posology and method of administration gyoa
Method of administration

Pegasys is administered subcutaneously in the abdomen or thigh. Exposure to
Pegasys was decreased in studies following administration of Pegasys in the arm.

Pegasys is designed for administration by the patient or carer. Each pen and syringe
should be used by one person only and is for single use.

Appropriate training is recommended for non-healthcare professionals administering
this medicinal product. The “Instructions for self-injection”, provided in the package
insert, must be followed carefully by the patient.

:Nan yTma Py 4.4 Special warnings and precautions for use qoa

All patients should be closely monitored for any signs or symptoms of psychiatric
disorders.

The use of Pegasys in children and adolescents with existence of or history of severe
psychiatric conditions is contraindicated.

Patients with substance use/abuse: HCV infected patients having a co-occurring
substance use disorder (alcohol, cannabis, etc) are at an increased risk of developing
psychiatric disorders or exacerbation of already existing psychiatric disorders when
treated with alpha interferon. If treatment with alpha interferon is judged necessary in
these patients, the presence of psychiatric co-morbidities and the potential for other
substance use should be carefully assessed and adequately managed before initiating
therapy. If necessary, an inter-disciplinary approach including a mental health care
provider or addiction specialist should be considered to evaluate, treat and follow the
patient. Patients should be closely monitored during therapy and even after treatment
discontinuation. Early intervention for re-emergence or development of psychiatric
disorders and substance use is recommended.

Growth and development (children and adolescents): During the course of therapy
lasting up to 48 weeks in patients aged 5 to 17 years, weight loss and growth inhibition
were common.

At 2 years post-treatment with Pegasys, 16% of paediatric patients remained 15
percentiles or more below their baseline weight curve and 11% remained 15
percentiles or more below their baseline height curve.

Case by case benefit/risk assessment in children:

The expected benefit of treatment should be carefully weighed against the safety
findings observed for children and adolescents in the clinical trials.

It is important to consider that the combination therapy induced a growth inhibition, the
reversibility of which is uncertain.

This risk should be weighed against the disease characteristics of the child, such as
evidence of disease progression (notably fibrosis), co-morbidities that may negatively
influence the disease progression (such as HIV co-infection), as well as prognostic
factors of response (HCV genotype and viral load).
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Whenever possible the child should be treated after the pubertal growth spurt, in order
to reduce the risk of growth inhibition. There are no data on long term effects on sexual
maturation.

In order to improve the traceability of biological medicinal products, the trade name of
the administered product should be clearly recorded (or stated) in the patient file.

Haematological tests should be repeated after 2 and 4 weeks and biochemical tests
should be performed at 4 weeks. Additional testing should be performed periodically
during therapy (including glucose monitoring).

Excipient
Pegasys contains benzyl alcohol. Must not be given to premature babies or neonates.
May cause toxic reactions and anaphylactoid reactions in infants and children up to 3

years old.

:Nan yTna pTIy 4.6 Fertility, pregnancy and lactation g'voa

Fertility

There are no data on the effects of peginterferon alfa-2a on fertility in women.
A prolongation of the menstrual cycle has been seen with peginterferon alfa-2a in
female monkeys.

:Nan yTna pTIYy 4.8 Undesirable effects gwoa

Table 4: Undesirable Effects Reported with Pegasys monotherapy for HBV or HCV in
combination with ribavirin for HCV patients in clinical trials and post marketing

Body system:

Gastrointestinal disorders — frequency not known:

Ischaemic colitis, tongue pigmentation

Injury poisoning and procedural complications:

:Nan yTna pTIYy 4.8 Undesirable effects gwoa

Paediatric population

Growth inhibition was observed in paediatric patients (see section 4.4). Paediatric
patients treated with Pegasys plus ribavirin combination therapy showed a delay in
weight and height increases after 48 weeks of therapy compared with baseline. Patient
‘weight for age’ and ‘height for age’ percentiles of the normative population decreased
during treatment. At the end of 2 years follow-up after treatment, most patients had
returned to baseline normative growth curve percentiles for weight and height (mean
weight percentile was 64% at baseline and 60% at 2 years post-treatment; mean height
percentile was 54% at baseline and 56% at 2 years post-treatment). At the end of
treatment, 43% of patients experienced a weight percentile decrease of 15 percentiles
or more, and 25% experienced a height percentile decrease of 15 percentiles or more
on the normative growth curves. At 2 years post-treatment, 16% of patients remained
15 percentiles or more below their baseline weight curve and 11% remained 15
percentiles or more below their baseline height curve.
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