Cipla Risk Management Support Programme for Pomalidomide Cipla

Healthcare Professionals Information Brochure

Introduction
This brochure contains information required for prescribing and dispensing Pomalidomide Cipla.

Pomalidomide is structurally related to thalidomide. Thalidomide is a known human teratogenic agent
that causes severe life-threatening birth defects.

As a result, Pomalidomide Cipla is expected to be teratogenic when taken during pregnancy. Therefore,
Pomalidomide Cipla is contraindicated during pregnancy and in women of childbearing potential, unless
all the conditions of the pregnancy prevention program described in the Cipla Risk Management Support
Programme are met.

Healthcare Professional Registration

It is a requirement of the Cipla Risk Management Support Programme for Pomalidomide Cipla that all
Healthcare Professionals ensure that they have read and understood this brochure before prescribing or
dispensing Pomalidomide Cipla to a patient.

To register a prescriber:

Prescribers must complete a Cipla Risk Management Support Programme Prescriber Registration Form
and forward it to Cipla Medpro (Pty) Ltd in order to be able to prescribe Pomalidomide Cipla.

To register a pharmacy:

Pharmacies must complete a Cipla Risk Management Support Programme Pharmacy Registration Form
and forward it to Cipla Medpro (Pty) Ltd in order to dispense prescriptions for Pomalidomide Cipla.

For further information about the registration process please contact Cipla Medpro (Pty) Ltd.
Contact details:

To find more information about the registration process:

Telephone: +27 21 943 4200

Email: ciplasa.rmp@cipla.com

Patient Registration

All males and females of childbearing potential should undergo counselling regarding the need to avoid
pregnancy. Please refer to checklist for counselling at the end of this brochure.

Patients must be provided with the appropriate educational Cipla Risk Management Support
Programme Patient Information Brochure for Pomalidomide Cipla.
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Patients should be able to adhere to the following:

e Comply with the requirements of the Cipla Risk Management Support Programme regarding the
safe use of Pomalidomide Cipla.
e Complete a Treatment Initiation Form for Pomalidomide Cipla with their prescribing doctor.

Process of registering a patient on the Cipla Risk Management Support Programme:
e Complete a Treatment Initiation Form with the patient
o The original form of the Treatment Initiation Form should be retained in the patient’s
medical record, and a copy should be provided to the patient.
o When a female patient’s risk category changes, a new Treatment Initiation Form should be
completed by their doctor.

For further information about the registration process please contact Cipla Medpro (Pty) Ltd.

Prescribing Pomalidomide Cipla

A new Prescription Authorisation Form must be completed by the prescriber for each new prescription
to document:

e the risk category of the patient,
e the pregnancy test results for females of childbearing potential, and
e that counselling has been conducted by the prescriber.

The Prescription Authorisation Form must be provided to the patient to present at a Cipla Risk
Management Support Programme registered pharmacy together with the prescription.

For females of childbearing potential:
e Prescriptions should be limited to 4 weeks of treatment and continuation of treatment requires
a new prescription
e The patient should be advised of the risk of teratogenicity during treatment with Pomalidomide
Cipla
e Dispensing of Pomalidomide Cipla should occur within a maximum of 7 days of the last negative
pregnancy test

For other patients (males and females not of childbearing potential):

e Prescriptions for Pomalidomide Cipla should be limited to 12 weeks of treatment and
continuation of treatment requires a new prescription.
e The following categories are considered to be not of childbearing potential:
o Age >50 years and naturally amenorrhoeic >1 year (excludes amenorrhea after cancer
treatment or during breastfeeding)
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o Premature ovarian failure if confirmed by a gyneacologist
o Previous bilateral salpingo-oophorectomy, or hysterectomy
o XY genotype, Turner syndrome and uterine agenesis.

It is advisable to refer your patient for a gynecological consultation if you are unsure whether she meets
these criteria.

Dispensing of Pomalidomide Cipla

The patient must present the registered pharmacy with a Prescription Authorisation Form and their
prescription for Pomalidomide Cipla.

A new prescription and a new Prescription Authorisation Form is required for each subsequent dispense
for each patient.

The pharmacy should:

e Ensure the Prescription Authorisation Form has been completed

e Complete the Pharmacy section of the Prescription Authorisation Form

e Dispense no more than 4 weeks supply of Pomalidomide Cipla to females of childbearing
potential or 12 weeks for other patients

e Dispense Pomalidomide Cipla only if the last negative pregnancy test occurred within a
maximum of 7 days for females of childbearing potential

Pregnancy Prevention Advice

Due to the potential risk of teratogenicity of Pomalidomide Cipla, foetal exposure to the medicine
should be avoided.

Safety recommendations for female patients of childbearing potential:

e Use 2 reliable forms of contraception for 4 weeks before the start of therapy, during therapy
(even in the case of dose interruption) and until 4 weeks after Pomalidomide Cipla therapy
cessation, or

e Commit to absolute and continuous sexual abstinence, confirmed on a monthly basis.

e Have a medically supervised, negative pregnancy test (with a minimum sensitivity of 50 miU/ml)
performed within 7 days prior to initiating Pomalidomide Cipla treatment. This includes females
of childbearing potential who confirm absolute and continued abstinence.

o The date and result of the pregnancy test should be documented on the Prescription
Authorisation Form.

o Inform the physician prescribing her contraception about the Pomalidomide Cipla treatment
she is receiving.

e Be advised to inform you if a change or stop of contraception method is needed.
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If a patient does not choose absolute and continued abstinence or she is not using effective
contraception, she should be referred to an appropriately trained healthcare professional for advice on
contraceptive methods in order that contraception can be initiated. If there is any interruption with the
usage of contraception, the patient should be referred to an appropriately trained healthcare
professional for advice on contraceptive methods in order that contraception can be initiated.

Contraceptive methods must include at least 1 highly effective method and 1 additional effective barrier
method:

Highly effective methods

o Intrauterine device

o Hormonal (implants, levonogestrel-releasing intrauterine system, medroxyprogesterone
acetate depot injections, ovulation inhibitory progesterone-only pills (i.e. desogestrel)
Tubal ligation
partner vasectomy

Patients with multiple myeloma taking Pomalidomide Cipla and dexamethasone are at an increased risk
of venous thromboembolism. If a patient is currently using combined oral contraceptive tablets, the
patient should switch to one of the highly effective methods listed above. The risk of venous
thromboembolism continues for at least 4-6 weeks after discontinuing combined oral contraception. It
is of importance to note that during co-treatment with dexamethasone the efficacy of contraceptive
steroids may be reduced.

Implants and levonorgestrel-releasing intrauterine systems are associated with an increased risk of
infection at the time of insertion and irregular vaginal bleeding. If a patient has neutropaenia,
prophylactic antibiotics should be considered in these circumstances.

Copper-releasing intrauterine devices are not recommended due to the potential risk of infection during
insertion and menstrual blood loss which may compromise patients with severe neutropenia or severe
thrombocytopenia.

Safety recommendations for male patients

e Inform your patient about the effective contraceptive methods that his female partner can use.

e During treatment with Pomalidomide Cipla, the patient should understand the need for the use of a
condom if engaged in sexual activity with a pregnant woman or a woman of childbearing potential
not using effective contraception.

o A condom should be used during treatment and for 1 week after dose interruptions and/or
cessation of treatment.
o This also applies to vasectomized males.

e Male patients should not donate sperm/semen during treatment, including during dose

interruptions and for 4 weeks after treatment discontinuation.
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Male patients should be advised that if their partner becomes pregnant whilst he is on treatment or
4 weeks after stopping treatment, he should inform his doctor immediately and his partner should
be referred to a specialist for advice.

Requirements in The Event of a Suspected Pregnancy

Discontinue treatment immediately.

The patient must be referred to a doctor specialized or experienced in teratology for evaluation
Report all such cases to Cipla Medpro (Pty) Ltd.

The Pregnancy Adverse Event Reporting Form is included in this brochure and can also be obtained
from Cipla Medpro (Pty) Ltd upon request.

Cipla Medpro (Pty) Ltd wishes to follow-up on the progress and outcome of all pregnancies.

Cipla Medpro (Pty) Ltd will escalate and follow up on the matter with SAHPRA.

Disposal of Unused Medication

Patients should also be advised to never share Pomalidomide Cipla with another person or give the
medication to anyone else.

Patients should be advised to return any unused medication to their doctor or pharmacist for safe
disposal at the end of their treatment.

Any unused medication should be disposed off in accordance with local requirements.

Blood Donation

All patients should refrain from donating blood during treatment (including dose interruptions) and for 7
days after treatment with Pomalidomide Cipla.

Reporting of Adverse Events

The safe use of Pomalidomide Cipla is very important. As part of the safety monitoring, Cipla Medpro
(Pty) Ltd wants to know about the side effects that have occurred while a patient was on treatment with
Pomalidomide Cipla. Adverse reaction reporting forms are included in this healthcare professional
information brochure.

If a patient has any side effects, they should talk to their healthcare professional. You can also report the
side effects to Cipla SA Drug Safety Unit. By reporting side effects, you help us to find out more about
the safety of this medicine.
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Contact details
To report adverse events:
Telephone: 0802226662

Email: drugsafetysa@cipla.com
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Checklist for counseling

The following checklist will assist with counselling a patient prior to commencing treatment with Pomalidomide Cipla, to
ensure its safe and correct usage. Select the applicable column for the risk category of the patient.

Females not of Females of
Male childbearing childbearing
I have informed the patient of the following: potential potential
The expected teratogenic risk to an unborn child

The need to use 2 effective contraception methods
simultaneously 4 weeks before starting treatment,
during treatment interruption, for the duration of the
treatment and for 4 weeks after treatment or absolute
and continued abstinence

To comply with advice on contraception even if the
patient has amenorrhoea

The effective contraception methods that can be used

The risk of venous thromboembolism and the possible
requirement to take thromboprophylaxis during
treatment with Pomalidomide Cipla

The expected consequences of pregnancy and the need
to stop treatment and consult me immediately if there is
a risk of pregnancy

The need to use condoms throughout the duration of
treatment and for 4 weeks after treatment if partner is
pregnant or of childbearing potential and not using
effective contraception. This includes males who have
had a vasectomy as seminal fluids may still contain
Pomalidomide Cipla

Not to donate semen/sperm during treatment, including
dose interruptions and for 4 weeks after treatment

Referral to a healthcare professional regarding effective
contraceptive methods if required

To undergo pregnancy testing at 4 weekly intervals,
unless tubal sterilisation has been confirmed

Not to share medication with anyone

To return unused medication to their doctor or
pharmacist

Not to donate blood whilst taking Pomalidomide Cipla,
as well as during treatment interruptions and for 4
weeks following discontinuation
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Treatment for a female patient of childbearing potential cannot begin until the patient is established on two
effective contraception methods for 4 weeks or commits to absolute abstinence and their pregnancy test is
negative
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