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Treatment Initiation Form

Warning: Severe life-threatening birth defects. If POMADO is taken during
pregnancy it can cause severe birth defects or death to an unborn baby.

Patient Details

Patient First name
Patient Last name Gander |:| Male |:| Female

Date for Birth Counselling Date:

Pregnancy Prevention Referral

Pregnancy prevention referral
required

Pregnancy prevention referral made

Pregnancy prevention consultation
conducted on

Pregnancy Prevention for Female Patient

The patient has been established on one of the following for at least 4 weeks
Implant Tick

Levonorgestrel-releasing intrauterine system (IUS)

Medroxyprogesterone acetate depot

Tubal sterilization

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)

Committed to complete and absolute abstinence

Pregnancy Test

Pregnancy test date: Result: [ |Positive [ |Negative

POMADO treatment cannot start until the patient has been established on effective
method of pregnancy prevention for 4 weeks, or commits to complete and
continuous abstinence, and obtains a negative pregnancy test
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Prescriber Confirmation

| have fully explained to the patient named above the nature, purpose and risks of
the treatment associated with POMADO especially the risks to women of
childbearing potential.

Prescriber First name
Prescriber Last name

Prescriber Signature Date:

Patient: please read thoroughly and initial the adjacent box if you agree with the statement

| understand that severe birth defects can occur with the use of thalidomide. | have been warned
by my doctor that any unborn baby has a high risk of birth defects and could even die if a woman
is pregnant or becomes pregnant while taking POMADO

| understand that | must not take Pomalidomide if | am pregnant or plan to become pregnant.

| understand that | must use 2 effective method of pregnancy prevention without interruption, 4
weeks before starting treatment, throughout the entire duration of treatment, and 4 weeks after
the end of treatment.

| understand that before starting POMADO treatment | must have a pregnancy test.

| will then have a pregnancy test every 4 weeks during treatment, and a final test 4 week after the
end of treatment

| understand that | must immediately stop taking POMADO and inform my doctor if |
become pregnant while taking this drug.

| understand that POMADO will be prescribed ONLY for me. | must not share it with anyone

| know that | cannot donate blood while taking POMADO, or for 1 week after stopping
treatment

| understand that | must return any unused POMADO to my pharmacy at the end of
my treatment

| understand that condoms should be used throughout the treatment period and a week after
stopping if my wife is expected to become a pregnancy or Make sure she will use a contraception

| understand that | will inform my physician directly if my wife becomes pregnant while | am
taking treatment.
Patient Confirmation

| confirm that | understand and will comply with the requirements of the POMADO
Pregnancy Prevention Programme, and | agree that my doctor can initiate my
treatment with POMADO.

Patient Signature: Date:
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EuzE National Pharmacovigilance and
Drug Safety Center
at Saudi Food and Drug Authority SFDA

Al Razi Pharmaceutical Company Pharmacovigilance Department

S [=]: E-mail: npc.drug@sfda.gov.sa
D 966138281919 (W +966554833113  PV@alrazi-pharma.com oV ALRAZI sFo Online: https://ade.sfda.gov.sa
Website Website Toll free phone: 19999
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