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I-SECURE Introduction
Pomalidomide

Dear Healthcare Professional,

Pomalidomide is a thalidomide analogue and belongs to the class of
immunomodulatory drugs known as IMiDs® compounds.

Pomalidomide is indicated in combination with

Dexamethasone for the treatment of adult patients with relapsed and refractory
multiple myeloma who have received at least two prior treatment regimens,
including both lenalidomide and bortezomib, and have demonstrated disease
progression on the last therapy.

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

If Pomalidomide is taken during pregnancy, a teratogenic effect of Pomalidomide in
humans is expected.

Therefore, Biologix and Celgene have developed a risk management program for the
GCC called i-SECURE (ImiDs Strategy and Education for a Controlled Use of
Revlimid, Pomalidomide and thalidomidE).

Biologix would like to provide you with the “i-SECURE Pomalidomide Risk
Management Program Folder”.

Your folder contains the information and material needed for prescribing and
dispensing Pomalidomide, including information about the Pregnancy Prevention Program.

It is a requirement of the i-SECURE program that all healthcare professionals ensure

that they have read and understood this folder before prescribing or dispensing
Pomalidomide for patients.

Sincerely,

Biologix FZco




I-SECURE At a Glance
Pomalidomide

Prescriber must

e Complete the “Pomalidomide Prescriber Registration Form” to enroll in the /-SECURE Program

e Complete a “Pomalidomide Treatment Initiation Form” to register the patient in the /-SECURE
Program and obtain a Unique Patient Identification Number (UPIN)

e Communicate the benefits and risks of Pomalidomide therapy to the patient

¢ Counsel the patient on the risks of exposing an unborn baby to Pomalidomide, and what the patient
must do to minimize this risk

e Provide the patient with a “Pomalidomide /-SECURE Patient Brochure”

e Provide the patient with a completed and signed “Pomalidomide Prescription Authorization Form”
with each Pomalidomide prescription

e Perform the required scheduled pregnancy testing for females of childbearing potential prior to every
prescription

¢ Remind the patient of the safe use of Pomalidomide

Pharmacist must

e Complete the “Pomalidomide Pharmacy Registration Form” to enroll in the /-SECURE Program

* Provide counseling to each patient and fill the “Education and Counseling Checklist used by the Registered
Pharmacy”

e Send the “Pomalidomide Prescription Authorization Form” and “Education and Counseling Checklist”
by email to Biologix at pharmacovigilance@blgx.net

e |f all details are verified and approved by Biologix, pharmacy will receive a “Dispense Authorization
Form” and dispense
0 No more than a 4-week (28-day) supply of Pomalidomide per prescription for women of
childbearing potential
0 Uptoa 12-week (84-day) supply for all other patient risk categories provided it was so
approved by Biologix

e For subsequent prescriptions, verify there are 7 days or less since the last pregnancy test occurred.

e For subsequent prescriptions, verify there are 7 days or less remaining of the 28-day cycles on the
existing prescription

Warning:

Please be informed that your registration in i-SECURE program can be deactivated once any of
I-SECURE requirements are not met.

In case of incompliance, Biologix has the right to cease collaboration regarding Pomalidomide
under /-SECURE.
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Pomalidomide

Documents in Pomalidomide /i-SECURE Risk Management Program Folder

e Pomalidomide /-SECURE at a Glance

e Pomalidomide Treatment Initiation Form

e Pomalidomide /-SECURE Patient Brochure
¢ Pomalidomide Adverse Event Report

¢ Pomalidomide Pregnancy Capture Form

¢ Pomalidomide /-SECURE Healthcare Professional Information Pack
- Pomalidomide Prescriber Registration Form
- Pomalidomide Pharmacy Registration Form

- Education and Counseling Checklist used by the Registered Pharmacy”
- Pomalidomide Patient Registration Confirmation Letter
- Pomalidomide Dispense Authorization Form

e Pomalidomide Prescription Authorization Form

Biologix Contact Information:

Address: Algorithm Pharmaceuticals

Zouk Mosbeh, sea road, near Holiday Beach
P.0.Box: 962-11

Beirut- Lebanon

Tel: + 050 222-9-961 Ext 314 or 348

Fax: + 141 222-9-961

E-mail: pharmacovigilance@blgx.net

Salehiya Contact Information:

Ph. Mohammed Waqas
Pharmacovigilance Representative
Salehiya Trading Establishment
E-Mail : m.wagas@salehiya.com
PO Box 991, Riyadh 11421
Kingdom of Saudi Arabia

Tel #+966 1 1464 6955 Ext 362
Fax #+966 1 1463 4362

Mobile #+966 591211197
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The National Pharmacovigilance and Drug Safety Centre (NPC) Mobile #+966 591211197
-Fax: 7662-205-11-966+

-Call NPC at 2038222-11-966+, Exts: 23-2334-2354-2353-2356-231740.

-Toll free phone: 8002490000

-E-mail: npc.drug@sfda.gov.sa

-Website: www.sfda.gov.sa/npc
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1.0 Introduction

Pomalidomide belongs to the class of immunomodulatory drugs known

as IMiDs® compounds. IMiDs® compounds are structurally related to Thalidomide, i.e.
compounds that have been designed using the Thalidomide structural backbone but
with chemical modifications to optimize their immunological and anticancer properties.

Pomalidomide is structurally related to thalidomide, a known human teratogenic substance
that causes severe life-threatening birth defects. Pomalidomide induced, in rats and rabbits,
malformations similar to those described with thalidomide.

If pomalidomide is taken during pregnancy, a teratogenic effect in humans is expected.
Pomalidomide is therefore contraindicated in pregnant women and in Females of Child
Bearing Potential (FCBP) unless they adhere to the conditions of the Pomalidomide

Pregnancy Prevention Program.

The conditions of the Pomalidomide Pregnancy Prevention Program must be fulfilled for
all male and female patients.
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2.0 i-SECURE

Pomalidomide will only be available under a special distribution program, called the i-SECURE
program. The aims of this program are to:

e Ensure that use and distribution of Pomalidomide are closely monitored and well controlled
a. Only prescribers registered with i-SECURE can prescribe Pomalidomide
b. Patients must enroll in the i-SECURE program to receive Pomalidomide
c. Only pharmacists/pharmacies registered with i-SECURE can dispense Pomalidomide

e Ensure that patients taking Pomalidomide are fully informed about their treatment
and — most importantly — that they take all necessary steps to avoid exposing unborn
babies to Pomalidomide

a. Prescribers must inform patients about the likely benefits and potential risks of
Pomalidomide therapy, and properly explain how potential risks can be avoided
or minimized

b. Patients must formally agree to fully comply with the requirements of
the i-SECURE program, by signing a “Pomalidomide Treatment Initiation Form”

c. Females of Childbearing Potential (FCBP) are mandated to perform pregnancy
tests before taking Pomalidomide and later on with every single dispense (every 4
weeks), including 4 weeks after the end of treatment, except in the case of confirmed
tubal sterilisation.

d. Prescribers must provide patients a “Pomalidomide patient brochure”

For additional copies of this information pack or further information about i-SECURE or
Pomalidomide please contact Biologix on + 961-9-222050, extension 314 or 348.
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3.0 i-SECURE: Responsibilities for registered participants

3.1 Prescribers:

1) All prescribers MUST be registered with i-SECURE to prescribe Pomalidomide

a. To register, prescribers must complete a “Pomalidomide Prescriber Registration
Form” after receiving this “Pomalidomide Healthcare Professional Information Pack”

b. Complete and sign the “Pomalidomide Prescriber Registration Form” and
provide to Biologix

c. For further information about the registration process please contact Biologix
on +961-9-222050 extension 314 or 348 or contact your local medical
representative

2) Prescribers MUST agree to the following:
a. Provide counseling to each patient:

e Why it is important not to expose unborn babies to Pomalidomide and
what patients can do to prevent such exposure

e What i-SECURE registered patients’ responsibilities are in this regard
¢ Advise all patients on Pomalidomide not to donate blood

e Advise all male patients not to donate semen or sperm when taking
Pomalidomide

¢ Advise all patients who are or might be engaged in any sexual activity to
adhere to the effective contraception methods

e Advise all FCBP patients not to breast feed if Pomalidomide therapy was
initiated post-partum

e Advise all patients not to share Pomalidomide
e Return unused Pomalidomide to the pharmacist
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o On the likely benefits and possible side effects of Pomalidomide treatment

0 How to recognize potentially serious side effects
0 How to minimize the risk of developing serious side effects
0 What to do if symptoms of potentially serious side effects develop

b. Prescribe no more than a 4-week (28 day) supply of Pomalidomide per prescription
for females of childbearing potential, or a maximum of 12-week (84-day) supply for
all other patients

c. Provide each patient with the “Pomalidomide Patient Brochure”

d. Enroll each patient by submitting a completed and signed “Pomalidomide Treatment
Initiation Form” for each new patient being prescribed Pomalidomide. This form must
be completed by both the prescriber and the patient. The “Pomalidomide Treatment
Initiation Form” is a written confirmation that the patient has received and
understood information on the safe use of Pomalidomide. This form is to be completed
at initiation of treatment for the first time or after there has been a change in the
patient’s risk category (e.g. Female of childbearing potential changes to female
not of childbearing potential)

e. Send the “Pomalidomide Treatment Initiation Form” e.g. by email, to
pharmacovigilance@blgx.net or by fax, to Biologix on + 961 9 222141

f. Retain a copy of the “Pomalidomide Treatment Initiation Form” in the patient’s file

g. Biologix will then register the patient and forward a “Patient Registration
Confirmation Letter” with a “Unique Patient Identification Number” (UPIN) to
the prescriber. The UPIN must be written on each new “Pomalidomide Prescription
Authorization Form”, which must accompany each prescription for that particular
patient. The “Pomalidomide Prescription Authorization Form” shows:

e Patient was counseled on safe use of Pomalidomide

e Patient risk category (female of childbearing potential; female NOT of
childbearing potential; male)

¢ Pregnancy test date and result for female of childbearing potential
(Prescriptions must be dispensed within a maximum of 7 days after the last
negative pregnancy test date)

* Dosing prescribed
¢ Milligram strength and number of capsules to be dispensed
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h. Provide the patient with a completed and signed “Pomalidomide Prescription
Authorization Form” with each Pomalidomide prescription. The patient must present
this form to the pharmacy, along with his prescription, or the prescriber may send
the “Pomalidomide Prescription Authorization Form” with each prescription
prescription to the pharmacy

i. Adhere to i-SECURE guidelines when writing a prescription for prescription
3.2 Patients:

a. Patients MUST be enrolled in the i-SECURE program to receive Pomalidomide

1. Each patient (or his/her parent, legal guardian or authorized representative) must
complete and sign the “Pomalidomide Treatment Initiation Form”

2. Patients must present the “Pomalidomide Prescription Authorization Form” to the
pharmacy, along with their prescription or the prescriber may send the “Pomalidomide
Prescription Authorization Form” and the Pomalidomide prescription to the pharmacy

b. Patients MUST agree to comply with all requirements of the i-SECURE program

1. Each patient must take all necessary steps to avoid exposing an unborn baby to
Pomalidomide

3.3 Pharmacists:

a. Pharmacies must be registered with i-SECURE in order to dispense Pomalidomide

1. To register, pharmacies must complete and sign a “Pomalidomide Pharmacy
Registration Form” after receiving this “Pomalidomide Healthcare Professional
Information Pack” and send the completed form to Biologix

2. Biologix will approve dispenses and authorize shipments to the registered
pharmacy

3. For further information about the registration process please contact Biologix
on +961-9-222050 extension 314 or 348 or your local Biologix medical
representative
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b. i-SECURE registered pharmacists MUST agree to do the following:

1.

Obtain a Pomalidomide prescription and the “Pomalidomide Prescription Authorization
Form” and check the “Pomalidomide Prescription Authorization form” for
completeness

. Provide counseling to each patient and fill the “Education and Counseling Check list

used by the Registered Pharmacy”

. Send the signed “Pomalidomide Prescription Authorization Form” and “Education and

Counseling Check list” e.g. by email, to pharmacovigilance@blgx.net or by fax, to
Biologix on + 961 9 222141

. Dispense to a patient Pomalidomide as per Biologix approval sent by fax to the

pharmacy

. Dispense no more than a 4-week (28-day) supply of Pomalidomide for FCBP and up

to a maximum of 12-week (84-day) supply for all other patient risk categories provided
it was so approved by Biologix

6. A new prescription is required for further dispensing

. For subsequent prescriptions, verify there are 7 days or less since the last pregnancy

test occurred.

. For subsequent prescriptions, verify there are 7 days or less remaining of the 28-day

cycles on the existing prescription

9. Biologix has the right to audit pharmacy’s compliance with i-SECURE and check

stock present at pharmacy

Warning:

Please be informed that your registration in i-SECURE program can be deactivated once any
of i-SECURE requirements are not met.

In case of incompliance, Biologix has the right to cease collaboration regarding controlled
Pomalidomide under i-SECURE.
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4 What registered prescribers must do before prescribing Pomalidomide
according to patient risk categories

The i-SECURE segments Pomalidomide patients in different risk categories according to their
childbearing potential:

a. Female of childbearing potential

Females who do not meet the below definition of Female NOT of childbearing
potential should be classified as FCBP.

b. Female NOT of childbearing potential
1. Females = 50 years old and naturally amenorrhoeic for = 2 years

e Amenorrhoea following cancer therapy or during breast-feeding does
not does not rule out childbearing potential

2. Females that have premature ovarian failure confirmed by a gynecologist
3. Females that have not begun menstruation

4. Females with bilateral salpingo-oophorectomy or hysterectomy

5. Females with XY genotype, Turner’s syndrome or uterine agenesis

c. Male

To minimize the risk of a pregnancy occurring under the treatment of Pomalidomide there are
different requirements for each of these patient's risk categories

i-SECURE requirements for females of childbearing potential (FCBP)

1. Pregnancy testing

To confirm absence of a pregnancy, FCBP must have a medically supervised negative
pregnancy test with a minimum sensitivity of 50 miU/ml before starting Pomalidomide.
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e A medically supervised pregnancy test should be performed during the consultation,
when pomalidomide is prescribed, or in the 7 days prior to the visit to the prescriber
once the patient had been using effective contraception for at least 4 weeks.

The test should ensure that the FCBP patient is not pregnant when she starts
treatment with Pomalidomide

e During treatment, a medically supervised pregnancy test should be repeated
every 4 weeks, including 4 weeks after the end of treatment, except in the case
of confirmed tubal sterilisation

e The prescriber documents the date and result of each pregnancy test on the
“Pomalidomide Prescription Authorization Form”

2. Contraception requirements for females of childbearing potential

e MUST be established on effective contraception for at least 4 weeks before initiating
Pomalidomide therapy

¢ Use simultaneously two reliable methods of contraception simultaneously for 4 weeks
before Pomalidomide therapy, during therapy, during dose interruption and until 4
weeks after therapy

There must be no more than 7 days between the dates of the last negative pregnancy test and the
dispensing of pomalidomide. Ideally, pregnancy testing, issuing a prescription and dispensing
should occur on the same day if not established on effective contraception, the patient should
be referred to an appropriately trained Healthcare Professional for contraceptive advice before
initiating Pomalidomide treatment.

3. Examples of effective methods of contraception
a. Highly effective methods
¢ [ntra Uterine Device (IUD)

¢ Hormonal (hormonal implants, levonorgestrel-releasing intrauterine system
(IUS), medroxyprogesterone acetate depot injections, ovulation inhibitory
progesterone-only pills e.g. desogestrel)

e Tubal ligation

¢ Partner’s vasectomy
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b. Effective barrier methods
e Male condom
e Diaphragm
e (Cervical cap

Contraceptive methods must include: At least 1 highly effective method AND 1 additional effective
barrier method used at the same time.

Hormonal contraception should be initiated 4 weeks before starting Pomalidomide treatment.

Because of the increased risk of venous thromboembolism in patients with multiple
myeloma taking Pomalidomide and dexamethasone, combined oral contraceptive pills are
not recommended.

Advise patient that if a pregnancy does occur whilst she is receiving Pomalidomide, she
must stop treatment immediately and inform her doctor immediately.

4. In the event of pregnancy whilst on treatment with Pomalidomide

Stop treatment with Pomalidomide

e Refer the patient to a Gynecologist/Obstetrician experienced in reproductive
toxicity

e Complete the “Pomalidomide Pregnancy Capture Form” and send it immediately
to Biologix and/or Celgene at the numbers/Addresses stated in the “Pomalidomide
Pregnancy Capture Form”

¢ Notify immediately Biologix at 222050-9-961+ ext. 348/314 or Salehiya at:

Ph. Mohammed Waqas-Pharmacovigilance Representative-Salehiya Trading Establishment
E-Mail : m.wagas@salehiya.com - PO Box 991, Riyadh 11421 - Kingdom of Saudi Arabia
Tel #+966 1 1464 6955 Ext 362 Fax #+966 1 1463 4362 Mobile #+966 591211197

Biologix will wish to follow-up about the progress of all pregnancies occurring under
Pomalidomide treatment
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i-SECURE requirements for females not of childbearing potential
e Provide counseling as described in section 3.1.2

¢ Treating Physicians are advised to refer their patient for a gynecological opinion
if at all unsure as to whether a woman meets the criteria for being of a female NOT of
childbearing potential

i-SECURE requirements for males

Traces of Pomalidomide are present in semen, therefore:

¢ Male patients should practice complete abstinence or use condoms during
sexual intercourse with a pregnant female or a female of childbearing potential
throughout the duration of treatment, during dose interruption and for 4 weeks
after cessation of treatment if their partner is not established on suitable
contraception (even if the male patient has undergone vasectomy)

e Male patients must not donate semen or sperm during therapy including dose interruptions
and for 4 weeks following the discontinuation of Pomalidomide

Male patients should be instructed that if their partner becomes pregnant whilst they take
Pomalidomide or shortly after the patient stopped Pomalidomide treatment, he should inform his
doctor immediately.

Inform your patient which are the effective contraceptive methods that his female partner can use.

5.0 Writing subsequent Pomalidomide prescriptions

When a patient requires a new prescription, simply record the UPIN on the “Pomalidomide
Prescription Authorization Form” which should accompany the Pomalidomide prescription and
forward it to Biologix

6.0 Reporting of Adverse Events

The safe use of Pomalidomide is of paramount importance. As part of the ongoing safety
monitoring, Biologix wish to learn of Adverse Events that have occurred during the use
of Pomalidomide.
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Biologix reports adverse events to Celgene Global Drug Safety & Risk Management in
accordance to the Pharmacovigilance Agreement.

For reporting an Adverse Event or a pregnancy, please contact Biologix at + 222050-9-961

ext. 314 or 348 or Salehiya at: Ph. Mohammed Wagas-Pharmacovigilance Representative -
Salehiya Trading Establishment - E-Mail : m.wagas@salehiya.com - PO Box 991, Riyadh 11421-
Kingdom of Saudi Arabia - Tel #+966 1 1464 6955 Ext 362 Fax #+966 1 1463 4362 -

Mobile #+966 591211197 or fill in the “i-SECURE Adverse Event Report Form

7.0 Salehiya Contact Details 7.0 Biologix Contact Details

Ph. Mohammed Waqas Address: Algorithm Pharmaceuticals

ghflrrr]r.lacc%vigdi!ancs ?ebr:r er?enta:ive Zouk Mosbeh, sea road, near Holiday Beach
alehiya Trading Establishmen .

E-Mail : m.wagas@salehiya.com P'O_'BOX' 962-11
PO Box 991, Riyadh 11421 Beirut- Lebanon

Kingdom of Saudi Arabia Tel: + 222-9-961 050; Ext: 314 or 348
Tel #+966 1 1464 6955 Ext 362 Fax:  + 141 222-9-961

Fax #+966 1 1463 4362 E-mail: oh inilance@bl t
Mobile #+966 591211197 -mail: pharmacovigilance@blgx.ne

8.0 i-SECURE Patient Brochure

Please refer to the “Pomalidomide Patient Brochure” included in the end of this folder.
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1.0 Introduction

Pomalidomide belongs to the class of immunomodulatory drugs known

as IMiDs® compounds. IMiDs® compounds are structurally related to Thalidomide, i.e.
compounds that have been designed using the Thalidomide structural backbone but
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2.0 i-SECURE

Pomalidomide will only be available under a special distribution program, called the i-SECURE
program. The aims of this program are to:

e Ensure that use and distribution of Pomalidomide are closely monitored and well controlled
a. Only prescribers registered with i-SECURE can prescribe Pomalidomide
b. Patients must enroll in the i-SECURE program to receive Pomalidomide
c. Only pharmacists/pharmacies registered with i-SECURE can dispense Pomalidomide

e Ensure that patients taking Pomalidomide are fully informed about their treatment
and — most importantly — that they take all necessary steps to avoid exposing unborn
babies to Pomalidomide

a. Prescribers must inform patients about the likely benefits and potential risks of
Pomalidomide therapy, and properly explain how potential risks can be avoided
or minimized

b. Patients must formally agree to fully comply with the requirements of
the i-SECURE program, by signing a “Pomalidomide Treatment Initiation Form”

c. Females of Childbearing Potential (FCBP) are mandated to perform pregnancy
tests before taking Pomalidomide and later on with every single dispense (every 4
weeks), including 4 weeks after the end of treatment, except in the case of confirmed
tubal sterilisation.

d. Prescribers must provide patients a “Pomalidomide patient brochure”

For additional copies of this information pack or further information about i-SECURE or
Pomalidomide please contact Biologix on + 961-9-222050, extension 314 or 348.
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3.0 i-SECURE: Responsibilities for registered participants

3.1 Prescribers:

1) All prescribers MUST be registered with i-SECURE to prescribe Pomalidomide

a. To register, prescribers must complete a “Pomalidomide Prescriber Registration
Form” after receiving this “Pomalidomide Healthcare Professional Information Pack”

b. Complete and sign the “Pomalidomide Prescriber Registration Form” and
provide to Biologix

c. For further information about the registration process please contact Biologix
on +961-9-222050 extension 314 or 348 or contact your local medical
representative

2) Prescribers MUST agree to the following:
a. Provide counseling to each patient:

e Why it is important not to expose unborn babies to Pomalidomide and
what patients can do to prevent such exposure

e What i-SECURE registered patients’ responsibilities are in this regard
¢ Advise all patients on Pomalidomide not to donate blood

e Advise all male patients not to donate semen or sperm when taking
Pomalidomide

¢ Advise all patients who are or might be engaged in any sexual activity to
adhere to the effective contraception methods

e Advise all FCBP patients not to breast feed if Pomalidomide therapy was
initiated post-partum

e Advise all patients not to share Pomalidomide
e Return unused Pomalidomide to the pharmacist
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o On the likely benefits and possible side effects of Pomalidomide treatment

0 How to recognize potentially serious side effects
0 How to minimize the risk of developing serious side effects
0 What to do if symptoms of potentially serious side effects develop

b. Prescribe no more than a 4-week (28 day) supply of Pomalidomide per prescription
for females of childbearing potential, or a maximum of 12-week (84-day) supply for
all other patients

c. Provide each patient with the “Pomalidomide Patient Brochure”

d. Enroll each patient by submitting a completed and signed “Pomalidomide Treatment
Initiation Form” for each new patient being prescribed Pomalidomide. This form must
be completed by both the prescriber and the patient. The “Pomalidomide Treatment
Initiation Form” is a written confirmation that the patient has received and
understood information on the safe use of Pomalidomide. This form is to be completed
at initiation of treatment for the first time or after there has been a change in the
patient’s risk category (e.g. Female of childbearing potential changes to female
not of childbearing potential)

e. Send the “Pomalidomide Treatment Initiation Form” e.g. by email, to
pharmacovigilance@blgx.net or by fax, to Biologix on + 961 9 222141

f. Retain a copy of the “Pomalidomide Treatment Initiation Form” in the patient’s file

g. Biologix will then register the patient and forward a “Patient Registration
Confirmation Letter” with a “Unique Patient Identification Number” (UPIN) to
the prescriber. The UPIN must be written on each new “Pomalidomide Prescription
Authorization Form”, which must accompany each prescription for that particular
patient. The “Pomalidomide Prescription Authorization Form” shows:

e Patient was counseled on safe use of Pomalidomide

e Patient risk category (female of childbearing potential; female NOT of
childbearing potential; male)

¢ Pregnancy test date and result for female of childbearing potential
(Prescriptions must be dispensed within a maximum of 7 days after the last
negative pregnancy test date)

* Dosing prescribed
¢ Milligram strength and number of capsules to be dispensed
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h. Provide the patient with a completed and signed “Pomalidomide Prescription
Authorization Form” with each Pomalidomide prescription. The patient must present
this form to the pharmacy, along with his prescription, or the prescriber may send
the “Pomalidomide Prescription Authorization Form” with each prescription
prescription to the pharmacy

i. Adhere to i-SECURE guidelines when writing a prescription for prescription
3.2 Patients:

a. Patients MUST be enrolled in the i-SECURE program to receive Pomalidomide

1. Each patient (or his/her parent, legal guardian or authorized representative) must
complete and sign the “Pomalidomide Treatment Initiation Form”

2. Patients must present the “Pomalidomide Prescription Authorization Form” to the
pharmacy, along with their prescription or the prescriber may send the “Pomalidomide
Prescription Authorization Form” and the Pomalidomide prescription to the pharmacy

b. Patients MUST agree to comply with all requirements of the i-SECURE program

1. Each patient must take all necessary steps to avoid exposing an unborn baby to
Pomalidomide

3.3 Pharmacists:

a. Pharmacies must be registered with i-SECURE in order to dispense Pomalidomide

1. To register, pharmacies must complete and sign a “Pomalidomide Pharmacy
Registration Form” after receiving this “Pomalidomide Healthcare Professional
Information Pack” and send the completed form to Biologix

2. Biologix will approve dispenses and authorize shipments to the registered
pharmacy

3. For further information about the registration process please contact Biologix
on +961-9-222050 extension 314 or 348 or your local Biologix medical
representative
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b. i-SECURE registered pharmacists MUST agree to do the following:

1.

Obtain a Pomalidomide prescription and the “Pomalidomide Prescription Authorization
Form” and check the “Pomalidomide Prescription Authorization form” for
completeness

. Provide counseling to each patient and fill the “Education and Counseling Check list

used by the Registered Pharmacy”

. Send the signed “Pomalidomide Prescription Authorization Form” and “Education and

Counseling Check list” e.g. by email, to pharmacovigilance@blgx.net or by fax, to
Biologix on + 961 9 222141

. Dispense to a patient Pomalidomide as per Biologix approval sent by fax to the

pharmacy

. Dispense no more than a 4-week (28-day) supply of Pomalidomide for FCBP and up

to a maximum of 12-week (84-day) supply for all other patient risk categories provided
it was so approved by Biologix

6. A new prescription is required for further dispensing

. For subsequent prescriptions, verify there are 7 days or less since the last pregnancy

test occurred.

. For subsequent prescriptions, verify there are 7 days or less remaining of the 28-day

cycles on the existing prescription

9. Biologix has the right to audit pharmacy’s compliance with i-SECURE and check

stock present at pharmacy

Warning:

Please be informed that your registration in i-SECURE program can be deactivated once any
of i-SECURE requirements are not met.

In case of incompliance, Biologix has the right to cease collaboration regarding controlled
Pomalidomide under i-SECURE.
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4 What registered prescribers must do before prescribing Pomalidomide
according to patient risk categories

The i-SECURE segments Pomalidomide patients in different risk categories according to their
childbearing potential:

a. Female of childbearing potential

Females who do not meet the below definition of Female NOT of childbearing
potential should be classified as FCBP.

b. Female NOT of childbearing potential
1. Females = 50 years old and naturally amenorrhoeic for = 2 years

e Amenorrhoea following cancer therapy or during breast-feeding does
not does not rule out childbearing potential

2. Females that have premature ovarian failure confirmed by a gynecologist
3. Females that have not begun menstruation

4. Females with bilateral salpingo-oophorectomy or hysterectomy

5. Females with XY genotype, Turner’s syndrome or uterine agenesis

c. Male

To minimize the risk of a pregnancy occurring under the treatment of Pomalidomide there are
different requirements for each of these patient's risk categories

i-SECURE requirements for females of childbearing potential (FCBP)

1. Pregnancy testing

To confirm absence of a pregnancy, FCBP must have a medically supervised negative
pregnancy test with a minimum sensitivity of 50 miU/ml before starting Pomalidomide.
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e A medically supervised pregnancy test should be performed during the consultation,
when pomalidomide is prescribed, or in the 7 days prior to the visit to the prescriber
once the patient had been using effective contraception for at least 4 weeks.

The test should ensure that the FCBP patient is not pregnant when she starts
treatment with Pomalidomide

e During treatment, a medically supervised pregnancy test should be repeated
every 4 weeks, including 4 weeks after the end of treatment, except in the case
of confirmed tubal sterilisation

e The prescriber documents the date and result of each pregnancy test on the
“Pomalidomide Prescription Authorization Form”

2. Contraception requirements for females of childbearing potential

e MUST be established on effective contraception for at least 4 weeks before initiating
Pomalidomide therapy

¢ Use simultaneously two reliable methods of contraception simultaneously for 4 weeks
before Pomalidomide therapy, during therapy, during dose interruption and until 4
weeks after therapy

There must be no more than 7 days between the dates of the last negative pregnancy test and the
dispensing of pomalidomide. Ideally, pregnancy testing, issuing a prescription and dispensing
should occur on the same day if not established on effective contraception, the patient should
be referred to an appropriately trained Healthcare Professional for contraceptive advice before
initiating Pomalidomide treatment.

3. Examples of effective methods of contraception
a. Highly effective methods
¢ [ntra Uterine Device (IUD)

¢ Hormonal (hormonal implants, levonorgestrel-releasing intrauterine system
(IUS), medroxyprogesterone acetate depot injections, ovulation inhibitory
progesterone-only pills e.g. desogestrel)

e Tubal ligation

¢ Partner’s vasectomy
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b. Effective barrier methods
e Male condom
e Diaphragm
e (Cervical cap

Contraceptive methods must include: At least 1 highly effective method AND 1 additional effective
barrier method used at the same time.

Hormonal contraception should be initiated 4 weeks before starting Pomalidomide treatment.

Because of the increased risk of venous thromboembolism in patients with multiple
myeloma taking Pomalidomide and dexamethasone, combined oral contraceptive pills are
not recommended.

Advise patient that if a pregnancy does occur whilst she is receiving Pomalidomide, she
must stop treatment immediately and inform her doctor immediately.

4. In the event of pregnancy whilst on treatment with Pomalidomide

Stop treatment with Pomalidomide

¢ Refer the patient to a Gynecologist/Obstetrician experienced in reproductive
toxicity
e Complete the “Pomalidomide Pregnancy Capture Form” and send it immediately

to Biologix and/or Celgene at the numbers/Addresses stated in the “Pomalidomide
Pregnancy Capture Form”

* Notify immediately Biologix at 2038222-11-966+, Exts: 2340-2334-2354-2353-2356-2317

or Salehiya at: Ph. Mohammed Waqas-Pharmacovigilance Representative-Salehiya Trading
Establishment - E-Mail : m.wagas@salehiya.com - PO Box 991, Riyadh 11421 - Kingdom of
Saudi Arabia - Tel #+966 1 1464 6955 Ext 362 Fax #+966 1 1463 4362

Mobile #+966 591211197

Biologix will wish to follow-up about the progress of all pregnancies occurring under
Pomalidomide treatment
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i-SECURE requirements for females not of childbearing potential
e Provide counseling as described in section 3.1.2

¢ Treating Physicians are advised to refer their patient for a gynecological opinion
if at all unsure as to whether a woman meets the criteria for being of a female NOT of
childbearing potential

i-SECURE requirements for males

Traces of Pomalidomide are present in semen, therefore:

¢ Male patients should practice complete abstinence or use condoms during
sexual intercourse with a pregnant female or a female of childbearing potential
throughout the duration of treatment, during dose interruption and for 4 weeks
after cessation of treatment if their partner is not established on suitable
contraception (even if the male patient has undergone vasectomy)

e Male patients must not donate semen or sperm during therapy including dose interruptions
and for 4 weeks following the discontinuation of Pomalidomide

Male patients should be instructed that if their partner becomes pregnant whilst they take
Pomalidomide or shortly after the patient stopped Pomalidomide treatment, he should inform his
doctor immediately.

Inform your patient which are the effective contraceptive methods that his female partner can use.

5.0 Writing subsequent Pomalidomide prescriptions

When a patient requires a new prescription, simply record the UPIN on the “Pomalidomide
Prescription Authorization Form” which should accompany the Pomalidomide prescription and
forward it to Biologix

6.0 Reporting of Adverse Events

The safe use of Pomalidomide is of paramount importance. As part of the ongoing safety
monitoring, Biologix wish to learn of Adverse Events that have occurred during the use
of Pomalidomide.
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Biologix reports adverse events to Celgene Global Drug Safety & Risk Management in
accordance to the Pharmacovigilance Agreement.

For reporting an Adverse Event or a pregnancy, please contact Biologix at 2038222-11-966+, Exts:
2340-2334-2354-2353-2356-2317 or fill in the “i-SECURE Adverse Event Report Form

7.0 Contact Details

Salehiya: Biologix:
Ph. Mohammed Waqas Address: Algorithm Pharmaceuticals
Pharmacovigilance Representative Zouk Mosbeh, sea road, near Holiday Beach

Salehiya Trading Establishment

E-Mail : m.wagas@salehiya.com P.0.Box: 962-11

PO Box 991, Riyadh 11421 Beirut- Lebanon
Kingdom of Saudi Arabia Tel:  + 222-9-961 050; Ext: 314 or 348
Tel #+966 1 1464 6955 Ext 362 Fax: + 141 222-9-961

Fax #+966 1 1463 4362

Mobile #4966 591211197 E-mail: pharmacovigilance@blgx.net

The National Pharmacovigilance and Drug Safety Centre (NPC)

-Fax: 7662-205-11-966+

-Call NPC at 2038222-11-966+, Exts: 2340-2334-2354-2353-2356-2317.
-Toll free phone: 8002490000

-E-mail: npc.drug@sfda.gov.sa

-Website: www.sfda.gov.sa/npc

8.0 i-SECURE Patient Brochure

Please refer to the “Pomalidomide Patient Brochure” included in the end of this folder.
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This form will need to be completed by physicians to register into the i-SECURE program before prescribing Pomalidomide. This is a one time
registration.

Please fill out in capital letters

Prescriber Details

First Name:

Last Name:

Specialty:

Practitioner
Registration/License
Number:

Hospital Name and
Address:

E-mail Address:

Telephone: Fax:

| have read and understood the /-SECURE Healthcare Professional Information Pack, explaining the risks for

patients receiving Pomalidomide, particularly the risk of fetal exposure, and | shall comply with the requirements
of the /-SECURE program.

| | L
Signature Date: | 4 | ¢+ [ 114

DDMMYYYY

Please provide to Salehiya or Biologix before prescribing Pomalidomide

Salehiya: Biologix:
Ph. Mohammed Waqas - Pharmacovigilance Representative Email : Pharmacovigilance@blgx.net =
Salehiya Trading Establishment - E-Mail : m.wagas@salehiya.com Fax : +961 9 222141 <

PO Box 991, Riyadh 11421 - Kingdom of Saudi Arabia
Tel #+966 1 1464 6955 Ext 362 - Fax #+966 1 1463 4362 - Mobile #+966 591211197
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This form will need to be completed by pharmacist to register into the Pomalidomide Risk Management Program before dispensing Pomalidomide
to patients. This is a one time registration.

Please fill out in capital letters

Pharmacist Details (Head Pharmacist)
First Name:
Last Name:

Dispensing
License Number:;

Pharmacy Address:
Telephone: Fax™:

E-mail Address:
*The fax number will be used by Biologix to authorize Revlimid prescriptions

| have read and understood the Pomalidomide /-SECURE Healthcare Professional Information Pack explaining the risks for
patients receiving Pomalidomide, particularly the risk of fetal exposure.

| agree to implement the following /i-SECURE risk minimization procedures when dealing with prescriptions for
Pomalidomide:

1. | All pharmacists dispensing Pomalidomide will have read and understood the i-SECURE Healthcare Professional
Information Pack.

2. | Pomalidomide will be dispensed only if:

- The prescription is accompanied by a completed Pomalidomide Prescription Authorization Form AND

- After receiving authorization from Biologix AND

- Will dispense subsequent prescriptions, after verification that there are a maximum of 7 days or less since the
last pregnancy test occurred.

- Will dispense no more than a 4-week (28 day) supply of Pomalidomide per prescription to women of childbearing
potential, or a maximum of 12-week (84-day) supply for all other patient's risk categories provided it was so
approved by Biologix

- Will dispense subsequent prescriptions, after verification that there are 7 days or less remaining of the 28-day
cycles on the existing prescription

3. | Compliance with these procedures will be subject to audits by Biologix

Warning:

Please be informed that your registration in /-SECURE program can be deactivated once any of i-SECURE requirements

are not met
In case of incompliance, Biologix has the right to cease collaboration regarding Pomalidomide under /-SECURE.

| | | I
Signature Date: [ T

DDMMYYYY

g provide this form to Biologix before dispensing Pomalidomide to Patients. A copy must be filed at the pharmacy
ovigilance@blgx.net
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To:

Date:

Biologix FZCO hereby confirm registration of the patient in the
i-SECURE Risk Management Program

Mr/Ms has been given UPIN

If you have any questions about the i-SECURE program, please contact Biologix at 222050-9-961+
Ext 314 or 348 or Salehiya at: Ph. Mohammed Waqgas-Pharmacovigilance Representative -
Salehiya Trading Establishment - E-Mail : m.wagas@salehiya.com - PO Box 991, Riyadh 11421-
Kingdom of Saudi Arabia - Tel #+966 1 1464 6955 Ext 362 Fax #+966 1 1463 4362 -

Mobile #+966 591211197 or fill in the “i-SECURE Adverse Event Report Form




i-SECURE

Dispense Authorization Form

Pomalidomide

BIOLOGIX FZCO hereby approve the release of Pomalidomide capsules to:

Patient Name: ..o

UPIN: L

Prescribed dose: .........oocovviiiiiiiiii, mg/day

DUration: .......ooove days

Quantity of capsules to be dispensed: ......................... caps

Pharmacy Name: ... ..coviiiie e

DAl

BOX(ES): +v v box(es) Signature: ...

POM-DAFe-v. 1.0
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This form must be completed for each patient prior to the initiation of their Pomalidomide treatment and in the case of a change in the patient’s
risk category. Retain a copy of this form with their medical records. The aim of the “Treatment Initiation Form” is to protect patients and any
possible unborn children by ensuring that patients are fully informed on the safe use of Pomalidomide.

Please fill the two pages in capital letters

With this Treatment Initiation Form:
- The prescribing physician confirms individual counseling for the signing patient receiving Pomalidomide
- The patient confirms to fully comply with all requirements of the /-SECURE program

Patient Details

Name:
(First Name, Middle Name,
Family Name)

Date of birth

DD MM YYYY

Counseling Date DD MM YYYY

o Phone
Ciy. Number:

Patient will receive Pomalidomide to treat Status of Patient

[] Multiple Myeloma [] Female of Childbearing Potential
Females who do not meet the below definition of
Female NOT of childbearing potential should be
classified as FCBP.

[] Other (please Specify):.......cccovviviviiiininn., [] Female of Non-Childbearing Potential

1. Females > 50 years old and naturally
amenorrhoeic for > 2 years

¢ Amenorrhoea following cancer therapy
does not rule out childbearing potential

2. Females that have premature ovarian
failure confirmed by a gynecologist

3. Females that have not begun menstruation

4., Females with bilateral salpingo-
oophorectomy or hysterectomy

5. Females with XY genotype, Turner’s
syndrome or uterine agenesis

POM-TIFe-v. 1.0

page 1 of 2




I-SECURE Treatment Initiation Form
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Prescriber

| have fully explained to the patient named above, the nature, purpose and risks of the treatment
associated with Pomalidomide, particularly the special precautions required to prevent the exposure
of an unborn child to Pomalidomide in accordance to the i-SECURE Program.

The following material has been provided to the patient (please tick box):
[] /-SECURE Patient Brochure

Prescriber Name:
(First/Middle/Family Names)

Hospital / Centre
Prescriber Signature Date (DD/MM/YYYY)

Patient

| confirm that | have received information on the likely benefits and possible side effects of Pomalidomide
treatment, including why it is important not to expose unborn babies to Pomalidomide and what | can do to
prevent such exposure.

| further confirm that | understand and will comply with the requirements of the /-SECURE Program, and |
agree that my doctor can initiate my treatment with Pomalidomide.

Patient name

Signature Date (DD/MM/YYYY)

Upon receipt of this form, Biologix will register the patient and forward to the prescriber a Unique Patient Identifier Number (UPIN).
The UPIN must be written on each new Pomalidomide Prescription Authorization Form, which must accompany each prescription for this
patient.

page 2 of 2

POM-TIFe-v. 1.0
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I-SECURE Prescription Authorization Form
Pomalidomide

A newly completed copy of this form MUST accompany every Pomalidomide prescription. Completion of this form is mandatory for ALL patients.

Please fill the two pages in capital letters

Patient Details

First Name:

Last Name:

Unique Patient
[dentification
Number:

Date of birth:

DD MM YYYY

Dose prescribed: mg/day days

Patient Risk Category (tick one), and answer accordingly

[] Female of non-childbearing potential

[] Male
The patient has been counseled about the teratogenic potential of treatment with Pomalidomide Yes ]
and understands the need to use a condom if involved in sexual activity with a pregnant woman
or a woman of childbearing potential who is not using an effective method of contraception during No ]
therapy (including dose interruptions), and for 4 weeks after treatment cessation.

[] Female of childbearing potential
The patient has been counseled about the teratogenic potential of treatment with Pomalidomide, | Yes |
the need to avoid pregnancy and has been using simultaneously two reliable methods of
contraception for at least 4 weeks prior to treatment initiation, during therapy (including dose No |
interruptions) and for at least 4 weeks after treatment cessation?
Last pregnancy test date (DD/MM/YYYY)
Last pregnancy test result negative? Yes |

No O




I-SECURE Prescription Authorization Form
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Prescriber

| have read and understood the i-SECURE Healthcare Professional Information Pack, and confirm that the
patient has signed a Pomalidomide Treatment Initiation Form.

Prescriber Name

Prescriber Signature Date (DD/MM/YYYY)

Pharmacy Confirmation

Note to pharmacist: the date of the prescription must match the date on this Pomalidomide Prescription
Authorization Form. Do not dispense to FCBP unless the pregnancy test is negative and was performed
within a maximum 7 days of the prescription date.

| am satisfied that the “Pomalidomide Prescription Authorization Form” has been completed fully and that
| have read and understood the /i-SECURE Healthcare Professional Information Pack

Strength: Duration:

Quantity of capsules to be dispensed:

Pharmacist Name:

Pharmacy Name:

Signature Date (DD/MM/YYYY)




. Education and Gounseling Checklist
I-SECURE Used by the Registered Pharmacy

Pomalidomide

The following checklist must be completed by an i-SECURE registered pharmacy. Please use the checklist that applies to the
patient risk category written on the Prescription Authorisation Form.

Checklist for Females of Childbearing Potential

I counseled patients on:

[] Potential fetal harm

[] Using 2 forms of effective birth control at the same time or abstaining from heterosexual sexual intercourse

[] Continuation of 2 forms of birth control if therapy is interrupted and for 4 weeks after therapy is discontinued

[] obtain a pregnancy test repeated every 4 weeks in females with regular menstrual cycles.

[] The need to stop taking Pomalidomide immediately if suspected to be pregnant and to call their healthcare provider immediately.
Female partners of male patients taking Pomalidomide must call their healthcare provider immediately in case of suspected pregnancy

[] Possible side effects due to neutropenia, thrombocytopenia, deep vein thrombosis, and pulmonary embolism

[] Not sharing medication

[] Not donating blood while taking Pomalidomide and for 4 weeks after stopping Pomalidomide

[] Not to break, chew, or open Pomalidomide capsules

[] Instructions on Pomalidomide dose and administration: Dose # of Capsules Dispensed

Checklist for Females NOT of Childbearing Potential
I counseled patients on:

[] Possible side effects due to neutropenia, thrombocytopenia, deep vein thrombosis, and pulmonary embolism
[] Not sharing medication

[C] Not donating blood while taking Pomalidomideand for 4 weeks after stopping Pomalidomide

[C] Not to break, chew, or open Pomalidomide capsules

[] Instructions on Pomalidomide dose and administration: Dose # of Capsules Dispensed

Checklist for Males

I counseled patients on:

[] Potential fetal harm and contraception (wearing a latex condom when engaging in sexual intercourse with a pregnant woman or
a female of childbearing potential not using effective contraception) during therapy (including dose interruptions) and for at least
4 weeks after treatment cessation.

[] Possible side effects due to neutropenia, thrombocytopenia, deep vein thrombosis, and pulmonary embolism

[] Not sharing medication

[C] Not donating blood while taking Pomalidomide and for 4 weeks after stopping Pomalidomide

[C] Not to break, chew, or open Pomalidomide capsules

[] Instructions on Pomalidomide dose and administration: Dose # of Capsules Dispensed

DO NOT dispense or ship Pomalidomide to a patient unless all the following are done:

[] You have counseled the patient

[] You have obtained a dispense authorization from Biologix

[] The i-SECURE patient brochure is provided to the patient

[] You confirm that for subsequent prescriptions, that there are at maximum 7 days or less remaining of the 28-day cycles on
the existing prescription

[] You confirm for subsequent prescriptions, that there are at maximum 7 days or less since the last pregnancy test occurred

Please send this form to Biologix at pharmacovigilance@blgx.net
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I-SECURE Patient Brochure
Pomalidomide

Introducing i-SECURE
Your Doctor intends to prescribe Pomalidomide for you.

Pomalidomide is structurally related to thalidomide, which is known to cause severe
life-threatening birth defects, therefore pomalidomide is expected to be harmful to the
unborn child. Pomalidomide has been shown to produce birth defects in animals and it
is expected to have a similar effect in humans.

To avoid fetal exposure, Pomalidomide is available only under a special distribution
program called i-SECURE.

The i-SECURE program is designed to ensure that Pomalidomide therapy is always
prescribed and taken in the recommended way.

Key features of the program:

Only physicians registered with i-SECURE can prescribe Pomalidomide
Only pharmacists/pharmacies registered with i-SECURE can dispense
Pomalidomide

e  Only patients who have been formally enrolled in the i-SECURE program
can receive Pomalidomide

To enroll, patients must sign a “Pomalidomide Treatment Initiation Form” and
agree to fully comply with all requirements of the i-SECURE program.

IMPORTANT TO REMEMBER:

Pomalidomide may cause birth defects or death to unborn babies.
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Special i-SECURE Requirements for Females who are Able to

Become Pregnant

Include:

Females who do not meet the below definition of Female NOT of childbearing potential should be
classified as Females of childbearing potential (FCBP).

Females NOT of childbearing potential are:

1. Females > 50 years old and naturally amenorrhoeic for > 2 years

e Amenorrhoea following cancer therapy does not rule out childbearing potential
2. Females that have premature ovarian failure confirmed by a gynecologist

3. Females that have not begun menstruation

4. Females with bilateral salpingo-oophorectomy or hysterectomy

5. Females with XY genotype, Turner’s syndrome or uterine agenesis

Important: do NOT become pregnant:

During the four weeks before starting Pomalidomide treatment

While taking Pomalidomide

During any interruption in Pomalidomide treatment

During the four-week period following the conclusion of your Pomalidomide
treatment

Before starting treatment:

1. You must sign a “Pomalidomide Treatment Initiation Form”, agreeing not to
become pregnant while taking Pomalidomide and following all requirements
within i-SECURE

2. You must use two reliable methods of birth control (contraception) at the
same time 4 weeks before starting Pomalidomide treatment. Refer below
for examples of effective methods of contraception:

0 Highly effective methods

- Intra Uterine Device (IUD)

- Hormonal (hormonal implants, levonorgestrel-releasing intrauter_
ine system (IUS), medroxyprogesterone acetate depot injections,
ovulation inhibitory progesterone-only pills e.g. desogestrel)

- Tubal ligation

Partner’s vasectomy
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0 Effective barrier methods
- Male condom
- Diaphragm
- Cervical cap

Contraceptive methods must include: At least 1 highly effective method AND 1 additional
effective barrier method used at the same time.

3. You must have a medically supervised pregnancy test done during your
consultation with the doctor, when Pomalidomide is prescribed, or in the
7 days prior to the dispensing by the pharmacist once you had been using
effective contraception for at least 4 weeks. The test should ensure that you
are not pregnant when you start treatment with Pomalidomide

4. You must agree to not breastfeed or donate blood

9. You must agree to never share your Pomalidomide capsules

6. You must agree to return unused Pomalidomide capsules to your pharmacist

During treatment and dose interruptions:

1. You must continue to use two reliable methods of birth control (contra-
ception) at the same time during treatment and during any interruption
in Pomalidomide treatment

2. You must also undergo regular medically supervised pregnancy tests
every four weeks during treatment

3. You must not breastfeed or donate blood

4. Never share your Pomalidomide capsules

Note: If you miss a period, experience any abnormality in menstrual bleeding,
suspect you are pregnant or have sexual intercourse without using an effective means of
birth control (contraception):

Stop Pomalidomide immediately
Tell your doctor
e Have a pregnancy test
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For four weeks after treatment:

1. You must continue to use two reliable methods of birth control (contra-
ception) at the same time

2. You must not breastfeed or donate blood

3. Never share your Pomalidomide capsules

4. Return unused Pomalidomide capsules to your pharmacist

5. You must undergo a medically supervised pregnancy test 4 weeks after
discontinuation of Pomalidomide therapy

Note: If you miss a period, experience any abnormality in menstrual bleeding,
become pregnant or have sexual intercourse without using an effective means of
birth control (contraception):

Tell your doctor
e Have a pregnancy test

i-SECURE Requirements for Females who are NOT Able to Become
Pregnant

Include:

o

Females = 50 years old and naturally amenorrheic for = 2 years

e Amenorrhea following cancer therapy does not rule out
childbearing potential

o Females that have premature ovarian failure confirmed by a
gynecologist

o Females with bilateral salpingo-oophorectomy or hysterectomy
o Females with XY genotype, Turner’s syndrome or uterine agenesis
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Before starting treatment:

1. You must sign a “Pomalidomide Treatment Initiation Form”, indicating that
you are not pregnant and do not have the ability to have children and
will follow all requirements within i-SECURE

2. You must agree to not donate blood

3. You must agree to never share your Pomalidomide capsules

4. You must agree to return unused Pomalidomide capsules to your pharmacist

During treatment and during dose interruptions:

1. You must not donate blood
2. Never share your Pomalidomide capsules

For four weeks after treatment:

1. You must not donate blood
2. Return unused Pomalidomide capsules to your pharmacist

i-SECURE Requirements for Male Patients
Before starting treatment:

1. Pomalidomide is present in semen. You must sign a “Pomalidomide
Treatment Initiation Form”, agreeing to use a condom EVERY TIME you
have sexual intercourse with a woman who either is or can become pregnant
(even if you have had a successful vasectomy) not using highly effective
method of contraception and will follow all requirements within i-SECURE

including the following:

0 You must agree to not donate blood, sperm or semen
0 You must agree to never share your Pomalidomide capsules

0 You must agree to return unused Pomalidomide capsules to your
pharmacist
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During treatment and during dose interruptions:

1 You must use a condom EVERY TIME you have sexual intercourse with
a woman who either is or can become pregnant (even if you have had
a successful vasectomy) not using highly effective methods

2. You must tell your doctor if you have sexual intercourse with a woman
without using a condom, or if you think for any reason that your part
ner may be pregnant

3. You must not donate blood, sperm or semen

4. Never share your Pomlidomide capsules

For four weeks after treatment:

1. You must continue to use a condom EVERY TIME you have sexual
intercourse with a woman who either is or can become pregnant (even
if you have had a successful vasectomy) not using highly effective methods
2. You must tell your doctor if you have sexual intercourse with a woman
without using a condom, or if you think for any reason that your
partner may be pregnant
3. You must not donate blood, sperm or semen
4, Never share your Pomlidomide capsules
5. Return unused Pomlidomide capsules to your pharmacist

Special Warnings and Precautions

Low white blood cells (neutropenia) and low platelets (thrombocytopenia).

Pomlidomide causes low white blood cells and low platelets in most patients. You
may need a blood transfusion or certain medicines if your blood counts drop too
low. Complete blood counts should be monitored at baseline, weekly for the first

8 weeks and monthly thereafter. A dose modification may be required.
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A higher chance for blood clots in your veins and lungs.

Call your healthcare provider or get medical help right away if you get any of
these signs or symptoms:

a. shortness of breath

b.chest pain

c.arm or leg swelling

Possible side effects of Pomalidomide

Pomlidomide may cause serious side effects.

Serious skin reactions. Serious skin reactions can happen with Pomlidomide
Call your healthcare provider right away if you have any skin reaction while
taking Pomlidomide.

Tumor lysis syndrome. Metabolic complications that can occur during treatment of
cancer and sometimes even without treatment. These complications are caused
by the breakdown products of dying cancer cells and may include the follow-

ing: changes to blood chemistry, high potassium, phosphorus, uric acid, and low
calcium consequently leading to changes in kidney function, heart beat, seizures,
and sometimes death.

Common side effects of skin Pomalidomide are:
Diarrhea
Nausea
Constipation
Rash
Tiredeness
Bone pain

These are not all the possible side effects of Pomalidomide. Tell your healthcare
provider about any side effect that bothers you or that does not go away




I-SECURE Patient Brochure
Pomalidomide

How should you take Pomalidomide?

Take Pomalidomide exactly as prescribed and follow all the instructions of the i-
SECURE program.

Pomalidomide should not be taken with food.(at least 2 hours before or 2 hours
after a meal)

Do not open the Pomalidomide capsules or handle them any more than needed.
If you touch a broken Pomalidomide capsule or the medicine in the capsule,
wash the area of your body with soap and water

If you miss a dose of Pomalidomide, and it has been less than 12 hours since your
regular time, take it as soon as you remember. If it has been more than 12 hours,
just skip your missed dose. Do not take 2 doses at the same time

If you take too much Pomalidomide or overdose, call your healthcare provider or
poison control center right away

Want to Know More?

e For more information about Pomalidomide and/or the i-SECURE program:
0 Speak with your doctor

o Call Biologix on +961-9-222050 extension 314 or 348 or Salehiya at:
Ph. Mohammed Wagas-Pharmacovigilance Representative -
Salehiya Trading Establishment - E-Mail : m.wagas@salehiya.com -
PO Box 991, Riyadh 11421- - Kingdom of Saudi Arabia -
Tel #+966 1 1464 6955 Ext 362 Fax #+966 1 1463 4362 -
Mobile #+966 591211197
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Introducing i-SECURE
Your Doctor intends to prescribe Pomalidomide for you.

Pomalidomide is structurally related to thalidomide, which is known to cause severe
life-threatening birth defects, therefore pomalidomide is expected to be harmful to the
unborn child. Pomalidomide has been shown to produce birth defects in animals and it
is expected to have a similar effect in humans.

To avoid fetal exposure, Pomalidomide is available only under a special distribution
program called i-SECURE.

The i-SECURE program is designed to ensure that Pomalidomide therapy is always
prescribed and taken in the recommended way.

Key features of the program:

Only physicians registered with i-SECURE can prescribe Pomalidomide
Only pharmacists/pharmacies registered with i-SECURE can dispense
Pomalidomide

e  Only patients who have been formally enrolled in the i-SECURE program
can receive Pomalidomide

To enroll, patients must sign a “Pomalidomide Treatment Initiation Form” and
agree to fully comply with all requirements of the i-SECURE program.

IMPORTANT TO REMEMBER:

Pomalidomide may cause birth defects or death to unborn babies.
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Special i-SECURE Requirements for Females who are Able to

Become Pregnant

Include:

Females who do not meet the below definition of Female NOT of childbearing potential should be
classified as Females of childbearing potential (FCBP).

Females NOT of childbearing potential are:

1. Females > 50 years old and naturally amenorrhoeic for > 2 years

e Amenorrhoea following cancer therapy does not rule out childbearing potential
2. Females that have premature ovarian failure confirmed by a gynecologist

3. Females that have not begun menstruation

4. Females with bilateral salpingo-oophorectomy or hysterectomy

5. Females with XY genotype, Turner’s syndrome or uterine agenesis

Important: do NOT become pregnant:

During the four weeks before starting Pomalidomide treatment

While taking Pomalidomide

During any interruption in Pomalidomide treatment

During the four-week period following the conclusion of your Pomalidomide
treatment

Before starting treatment:

1. You must sign a “Pomalidomide Treatment Initiation Form”, agreeing not to
become pregnant while taking Pomalidomide and following all requirements
within i-SECURE

2. You must use two reliable methods of birth control (contraception) at the
same time 4 weeks before starting Pomalidomide treatment. Refer below
for examples of effective methods of contraception:

0 Highly effective methods

- Intra Uterine Device (IUD)

- Hormonal (hormonal implants, levonorgestrel-releasing intrauter_
ine system (IUS), medroxyprogesterone acetate depot injections,
ovulation inhibitory progesterone-only pills e.g. desogestrel)

- Tubal ligation

Partner’s vasectomy
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0 Effective barrier methods
- Male condom
- Diaphragm
- Cervical cap

Contraceptive methods must include: At least 1 highly effective method AND 1 additional
effective barrier method used at the same time.

3. You must have a medically supervised pregnancy test done during your
consultation with the doctor, when Pomalidomide is prescribed, or in the
7 days prior to the dispensing by the pharmacist once you had been using
effective contraception for at least 4 weeks. The test should ensure that you
are not pregnant when you start treatment with Pomalidomide

4. You must agree to not breastfeed or donate blood

9. You must agree to never share your Pomalidomide capsules

6. You must agree to return unused Pomalidomide capsules to your pharmacist

During treatment and dose interruptions:

1. You must continue to use two reliable methods of birth control (contra-
ception) at the same time during treatment and during any interruption
in Pomalidomide treatment

2. You must also undergo regular medically supervised pregnancy tests
every four weeks during treatment

3. You must not breastfeed or donate blood

4. Never share your Pomalidomide capsules

Note: If you miss a period, experience any abnormality in menstrual bleeding,
suspect you are pregnant or have sexual intercourse without using an effective means of
birth control (contraception):

Stop Pomalidomide immediately
Tell your doctor
e Have a pregnancy test
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For four weeks after treatment:

1. You must continue to use two reliable methods of birth control (contra-
ception) at the same time

2. You must not breastfeed or donate blood

3. Never share your Pomalidomide capsules

4. Return unused Pomalidomide capsules to your pharmacist

5. You must undergo a medically supervised pregnancy test 4 weeks after
discontinuation of Pomalidomide therapy

Note: If you miss a period, experience any abnormality in menstrual bleeding,
become pregnant or have sexual intercourse without using an effective means of
birth control (contraception):

Tell your doctor
e Have a pregnancy test

i-SECURE Requirements for Females who are NOT Able to Become
Pregnant

Include:

o

Females = 50 years old and naturally amenorrheic for = 2 years

e Amenorrhea following cancer therapy does not rule out
childbearing potential

o Females that have premature ovarian failure confirmed by a
gynecologist

o Females with bilateral salpingo-oophorectomy or hysterectomy
o Females with XY genotype, Turner’s syndrome or uterine agenesis
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Before starting treatment:

1. You must sign a “Pomalidomide Treatment Initiation Form”, indicating that
you are not pregnant and do not have the ability to have children and
will follow all requirements within i-SECURE

2. You must agree to not donate blood

3. You must agree to never share your Pomalidomide capsules

4. You must agree to return unused Pomalidomide capsules to your pharmacist

During treatment and during dose interruptions:

1. You must not donate blood
2. Never share your Pomalidomide capsules

For four weeks after treatment:

1. You must not donate blood
2. Return unused Pomalidomide capsules to your pharmacist

i-SECURE Requirements for Male Patients
Before starting treatment:

1. Pomalidomide is present in semen. You must sign a “Pomalidomide
Treatment Initiation Form”, agreeing to use a condom EVERY TIME you
have sexual intercourse with a woman who either is or can become pregnant
(even if you have had a successful vasectomy) not using highly effective
method of contraception and will follow all requirements within i-SECURE

including the following:

0 You must agree to not donate blood, sperm or semen
0 You must agree to never share your Pomalidomide capsules

0 You must agree to return unused Pomalidomide capsules to your
pharmacist
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During treatment and during dose interruptions:

1 You must use a condom EVERY TIME you have sexual intercourse with
a woman who either is or can become pregnant (even if you have had
a successful vasectomy) not using highly effective methods

2. You must tell your doctor if you have sexual intercourse with a woman
without using a condom, or if you think for any reason that your part
ner may be pregnant

3. You must not donate blood, sperm or semen

4. Never share your Pomlidomide capsules

For four weeks after treatment:

1. You must continue to use a condom EVERY TIME you have sexual
intercourse with a woman who either is or can become pregnant (even
if you have had a successful vasectomy) not using highly effective methods
2. You must tell your doctor if you have sexual intercourse with a woman
without using a condom, or if you think for any reason that your
partner may be pregnant
3. You must not donate blood, sperm or semen
4, Never share your Pomlidomide capsules
5. Return unused Pomlidomide capsules to your pharmacist

Special Warnings and Precautions

Low white blood cells (neutropenia) and low platelets (thrombocytopenia).

Pomlidomide causes low white blood cells and low platelets in most patients. You
may need a blood transfusion or certain medicines if your blood counts drop too
low. Complete blood counts should be monitored at baseline, weekly for the first

8 weeks and monthly thereafter. A dose modification may be required.
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A higher chance for blood clots in your veins and lungs.

Call your healthcare provider or get medical help right away if you get any of
these signs or symptoms:

a. shortness of breath

b.chest pain

c.arm or leg swelling

Possible side effects of Pomalidomide

Pomlidomide may cause serious side effects.

Serious skin reactions. Serious skin reactions can happen with Pomlidomide
Call your healthcare provider right away if you have any skin reaction while
taking Pomlidomide.

Tumor lysis syndrome. Metabolic complications that can occur during treatment of
cancer and sometimes even without treatment. These complications are caused
by the breakdown products of dying cancer cells and may include the follow-

ing: changes to blood chemistry, high potassium, phosphorus, uric acid, and low
calcium consequently leading to changes in kidney function, heart beat, seizures,
and sometimes death.

Common side effects of skin Pomalidomide are:
Diarrhea
Nausea
Constipation
Rash
Tiredeness
Bone pain

These are not all the possible side effects of Pomalidomide. Tell your healthcare
provider about any side effect that bothers you or that does not go away
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How should you take Pomalidomide?

Take Pomalidomide exactly as prescribed and follow all the instructions of the i-
SECURE program.

Pomalidomide should not be taken with food.(at least 2 hours before or 2 hours
after a meal)

Do not open the Pomalidomide capsules or handle them any more than needed.
If you touch a broken Pomalidomide capsule or the medicine in the capsule,
wash the area of your body with soap and water

If you miss a dose of Pomalidomide, and it has been less than 12 hours since your
regular time, take it as soon as you remember. If it has been more than 12 hours,
just skip your missed dose. Do not take 2 doses at the same time

If you take too much Pomalidomide or overdose, call your healthcare provider or
poison control center right away
Want to Know More?

e For more information about Pomalidomide and/or the i-SECURE program:
0 Speak with your doctor
o Call Biologix on +961-9-222050 extension 314 or 348

Contact The National Pharmacovigilance and Drug Safety Centre (NPC)
-Fax: +966-11-205-7662

-Call NPC at +966-11-2038222, Exts: 2317-2356-2353-2354-2334-2340.
-Toll free phone: 8002490000

-E-mail: npc.drug@sfda.gov.sa

-Website: www.sfda.gov.sa/npc
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Date Received by Biologix Local Tracking N° Page 1 0of 3

1. Patient Details 2. Reporter Details : (Complete reporter details required for HCP, if
Patient reporter just choose patient in the occupation section and state
the country)

Initials Sex Date of Birth Name (For HCP) or Initials (for patient) Occupation :

Female ] Male ] Unk ] Address :

Weight (kg) Height (cm) Race Country - Fax :

Pregnant ? ‘ No [ ‘ Yes* [] ‘ NA [] ‘ Unk [] Phone 1: Email -

* Please give details in sections 8 or 11. Phone 2 :

3. Relevant Medical History : (Include primary diagnosis and preexisting medical conditions)

4. Adverse Event Terms : *Relationship — only for HCP reports

“AS REPORTED TERM”
Date Started ‘ Date Stopped ‘ Outcome ‘ Relationship* ‘ Prior History? ‘ Serious?
“AS REPORTED TERM”
Date Started ‘ Date Stopped ‘ Outcome ‘ Relationship* ‘ Prior History? ‘ Serious?
“AS REPORTED TERM”
Date Started ‘ Date Stopped ‘ Outcome ‘ Relationship™ ‘ Prior History? ‘ Serious?
“AS REPORTED TERM”
Date Started ‘ Date Stopped ‘ Outcome ‘ Relationship* ‘ Prior History? ‘ Serious?
“AS REPORTED TERM”
Date Started ‘ Date Stopped ‘ Qutcome ‘ Relationship* ‘ Prior History? ‘ Serious?
“AS REPORTED TERM”
Date Started ‘ Date Stopped ‘ Outcome ‘ Relationship™ ‘ Prior History? ‘ Serious?
5. Suspect Product (nclude all cycles. Please record details of any dose reductions or increases)
Drug Name : Vial Size : \ Lot N°(s) : \ Indication for Use :
Start Date Stop Date Dose Units Route Frequency Additional Comments
6. Action Taken on Suspect Product : (Piease tick the appropriate boxes and record the dates if applicable and available) L1 Unk

] None \ ] Dose Reduced \ ] Dose Increased \ ] Temporarily Withdrawn | [ Permanently Withdrawn \ [] Discontinued (NOS)*
Dates : Drug Reintroduced [JYes [No
Date of last dose prior to discontinuation Date :

*(NOS) = not otherwise specified

SOP# BX/D24
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Date Received by Biologix Local Tracking N° Page 2 of 3

7. Serious Criteria : (Please tick all appropriate boxes)

1. Fatal 2. Persistant/Significant 3. Hospitalisation 4. Medically 5. Congenital
] Disability ] ] Significant [] Abnormality  []
1a. Date of Death : 3a. (Initial or Prolonged)
1b. Cause of Death : 3b. Admission Date :
3c. Discharge Date :

8. Describe Event(s) : Give a chronological summary of signs and symptoms. Please provide
diagnosis, treatment, outcome, and autopsy details, if appropriate.

Initial report date :

Follow-up 1 report date :

Follow-up 2 report date :

Follow-up 3 report date :

9. Concomitant Medications :
Drug Name Route | Dosage Start Date Stop Date Suspect Indication
Units & Freq. Yes or No
0 o
0 o
0 o
0 o
0 o
0 o
0 o

SOP# BX/D24
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Date Received by Biologix Local Tracking N° Page 3 of 3

10. Corrective Treatments (given for the event)

Drug Name Route Dosage Start Date Stop Date Suspect Indication
Units & Freq. Yes or No
0 o
o
o
0 o
0 o
0 o
11. Relevant Diagnostic Tests : (Please provide the name, date, results and normal values for all diagnostic tests performed)
Name Date Results
Comments on tests :
Name of Recorder Signature Date

SOP# BX/D24
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Please complete this form to report a pregnancy in a patient (or in a female partner of a male patient) treated with Pomalidomide.

Please send immediately to Biologix and/or Celgene.

As part of Biologix risk management plan (i-SECURE), it is essential to report all pregnancies for adequate follow up. Biologix/Cel-

gene will therefore be in contact with you for further information in due course and would value your cooperation to ensure we are
able to obtain all relevant information regarding foetal exposure to Pomalidomide. To report a pregnancy please contact;

1.Pharmacovigilance
Salehiya
Ph. Mohammed Wagas
Pharmacovigilance Representative - Salehiya Trading Establishment
E-Mail : m.wagas@salehiya.com - PO Box 991, Riyadh 11421
Kingdom of Saudi Arabia
Tel #+966 1 1464 6955 Ext 362 - Fax #+966 1 1463 4362
Mobile #+966 591211197

Biologix

Tel : 222050 9 961+

Fax : 222141 9 961+

Email : Pharmacovigilance@blgx.net

2. Drug Safety Europe, Celgene

Tel: 8476723 32 41+
Fax : 8409 729 32 41+
Email : drugsafetyeurope@celgene.com

Reporter Information

Reporter Name: Occupation:
Address: City, Country:
Phone No.: Email address:
Fax No.:

Female Patient Information

ID: Age: Date of Birth:

Female Partner of Male Patient

ID: Age: Date of Birth:

Patient Treatment Information: Pomalidomide Gapsule

Batch No.: Expiry Date: Dose: Frequency:

Start Date: Stop Date:

Indication for Use:
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Follow-up of the Pregnancy Yes No
Has the patient already been referred to an Obstetrician/Gynecologist

If yes, please specify his/her name and CONTACT ABLAIS ..

Reason for Failure of Pregnancy Prevention Program Yes No
Was patient erroneously considered not to be of childbearing potential

If yes, state reason for considering not to be of childbearing potential

a. Age 50 years and naturally amenorrhoeic for = 2 years ® Amenorrhoea following cancer therapy does not rule
out childbearing potential

b. Premature ovarian failure confirmed by a specialist gynecologist
c. Previous bilateral salpingo-oophorectomy, or hysterectomy
d. XY genotype, Turner syndrome, uterine agenesis

Indicate from the list below which contraception was used Yes No

a. Implant
b. Levonorgestrel-releasing intrauterine system (IUS)
¢. Medroxyprogesterone acetate depot
d. Tubal sterilization (specify below)
|. Tubal ligation
Il Tubal diathermy
IIl. Tubal clips
e. Sexual intercourse with a vasectomised male partner only; vasectomy must be confirmed by two negative
semen analyses
Ovulation inhibitory progesterone-only pills (i.e., desogestrel)
. Other progesterone-only pills
. Combined oral contraceptive pill
Other intra-uterine devices
Condoms
. Cervical cap
Sponge
. Withdrawal
. Other
0. None
Indicate from the list below the reason for contraceptive failure Yes No
Missed oral contraception
Other medication or intercurrent illness interacting with oral contraception
ldentified mishap with barrier method
Unknown
Had the patient committed to complete and continuous abstinence
Was Pomalidomide started despite patient already being pregnant
Did patient receive educational material on the potential risk of teratogenicity
Did patient receive instructions on need to avoid pregnancy

S| || |7 |T e |




i-SECURE Pregnancy Capture Form
Pomalidomide Page 3 of 4

Prenatal Information
Date of last menstrual period: Estimated delivery date:

Pregnancy test Reference range Date

Urine qualitative

Serum quantitative

Past Obstetric History

Year of pregnancy | Qutcome
Spontaneous Therapeutic Live birth Still birth | Gestational age Type of delivery
abortion abortion

Birth Defects Yes No Unknown

Was there any birth defect from any pregnancy

Is there any family history of any congenital abnormality

If yes to either of these questions, please provide details below

Maternal Past Medical History

Condition Dates Treatment Outcome

From To
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Maternal Current Medical Conditions
Condition Date Treatment
Maternal Social History Yes No

Alcohol

If yes, amount/units per day:

Tobacco

If yes, amount per day:

IV or recreational drug use

If yes, provide details:

Maternal Medication During Pregnancy and in 4 Weeks Before Pregnancy
(including herbal, alternative and over-the-counter medicines and dietary supplements)

Medication/Treatment Start date Stop date/ Indication
Continuing
Name of Person Gompleting this Form Signature Date
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Please complete this form to report a pregnancy in a patient (or in a female partner of a male patient) treated with Pomalidomide.

Please send immediately to Biologix and/or Celgene.

As part of Biologix risk management plan (i-SECURE), it is essential to report all pregnancies for adequate follow up. Biologix/Cel-

gene will therefore be in contact with you for further information in due course and would value your cooperation to ensure we are
able to obtain all relevant information regarding foetal exposure to Pomalidomide. To report a pregnancy please contact:

1.Pharmacovigilance

Salehiya The National Pharmacovigilance and Drug Safety Centre (NPC)
Ph. Mohammed Wagas -Fax: +966-11-205-7662

Pharmacovigilance Representative - Salehiya Trading Establishment -Call NPC at +966-11-2038222, Exts: 2317-2356- 2353-
E-Mail : m.wagas@salehiya.com - PO Box 991, Riyadh 11421 2354-2334-2340.

Kingdom of Saudi Arabia - Tel #+966 1 1464 6955 Ext 362 - -Toll free phone: 8002490000

Fax #+966 1 1463 4362 - Mobile #+966 591211197 -E-mail: npc.drug@sfda.gov.sa

Biologix -Website: www.sfda.gov.sa/npc

Tel : 222050 9 961+
Fax : 222141 9 961+
Email : Pharmacovigilance@blgx.net

2. Drug Safety Europe, Celgene

Tel: 8476723 32 41+
Fax : 8409 729 32 41+
Email : drugsafetyeurope@celgene.com

Reporter Information

Reporter Name: Occupation:
Address: City, Country:
Phone No.: Email address:
Fax No.:

Female Patient Information

D: Age: Date of Birth:

Female Partner of Male Patient

D: Age: Date of Birth:

Patient Treatment Information: Pomalidomide Capsule

Batch No.: Expiry Date: Dose: Frequency:

Start Date: Stop Date:

Indication for Use:
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Follow-up of the Pregnancy Yes No
Has the patient already been referred to an Obstetrician/Gynecologist

If yes, please specify his/her name and CONTACT ABLAIS ..

Reason for Failure of Pregnancy Prevention Program Yes No
Was patient erroneously considered not to be of childbearing potential

If yes, state reason for considering not to be of childbearing potential

a. Age 50 years and naturally amenorrhoeic for = 2 years ® Amenorrhoea following cancer therapy does not rule
out childbearing potential

b. Premature ovarian failure confirmed by a specialist gynecologist
c. Previous bilateral salpingo-oophorectomy, or hysterectomy
d. XY genotype, Turner syndrome, uterine agenesis

Indicate from the list below which contraception was used Yes No

a. Implant
b. Levonorgestrel-releasing intrauterine system (IUS)
¢. Medroxyprogesterone acetate depot
d. Tubal sterilization (specify below)
|. Tubal ligation
Il Tubal diathermy
IIl. Tubal clips
e. Sexual intercourse with a vasectomised male partner only; vasectomy must be confirmed by two negative
semen analyses
Ovulation inhibitory progesterone-only pills (i.e., desogestrel)
. Other progesterone-only pills
. Combined oral contraceptive pill
Other intra-uterine devices
Condoms
. Cervical cap
Sponge
. Withdrawal
. Other
0. None
Indicate from the list below the reason for contraceptive failure Yes No
Missed oral contraception
Other medication or intercurrent illness interacting with oral contraception
ldentified mishap with barrier method
Unknown
Had the patient committed to complete and continuous abstinence
Was Pomalidomide started despite patient already being pregnant
Did patient receive educational material on the potential risk of teratogenicity
Did patient receive instructions on need to avoid pregnancy

S| || |7 |T e |
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Prenatal Information
Date of last menstrual period: Estimated delivery date:

Pregnancy test Reference range Date

Urine qualitative

Serum quantitative

Past Obstetric History

Year of pregnancy | Qutcome
Spontaneous Therapeutic Live birth Still birth | Gestational age Type of delivery
abortion abortion

Birth Defects Yes No Unknown

Was there any birth defect from any pregnancy

Is there any family history of any congenital abnormality

If yes to either of these questions, please provide details below

Maternal Past Medical History

Condition Dates Treatment Outcome

From To
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Maternal Current Medical Conditions
Condition Date Treatment
Maternal Social History Yes No

Alcohol

If yes, amount/units per day:

Tobacco

If yes, amount per day:

IV or recreational drug use

If yes, provide details:

Maternal Medication During Pregnancy and in 4 Weeks Before Pregnancy
(including herbal, alternative and over-the-counter medicines and dietary supplements)

Medication/Treatment Start date Stop date/ Indication
Continuing
Name of Person Gompleting this Form Signature Date
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