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www.POMALYSTREMS.com Web site

Pomalyst REMS

POMALYST REMS* Home

Welcome to the POMALYST REMS® program

Important information about POMALYST® (pomalidomide) and the POMALYST
Risk Evaluation and Mitigation Strategy (REMS) program

it POMALYST REMS'

fety Information
* POMALYST is contraindicated in pregnant females and females capable of becoming pregnant

Females of reproductive potential may be treated with POMALYST provided adequale precautions are taken
10 avoud pregnancy

Full Prescribing Information

* To avoid embryo-fetal exposura, POMALYST is only avallable under a restricted distribution program called
nt Medication Guide 3 ‘POMALYST REMS*®

+ Only prescribers and pharmacies certified by the POMALYST REMS® program can prescribe and dispense
Prescribier Resouross POMALYST to patients who are enrolled and meet all the conditions of the POMALYST REMS® program
The goals of the POMALYST risk evaluation and miligation strategy are as follows

jent Resources 1. To prevent the risk of embryo-fetal exposure to POMALYST

2. To inform prescribers, patients, and phamacists on the serious risks and safe-use conditions for POMALYST

Pharm

For additional information about the

POMALYST REMS" program, please Privacy policy | Terms of Use

contact the Celgene Customer Care
Center at 1-888-423-5436

| Sitemap | Contactus

POMALYST*® and POMALYST REMS* are registered trademarks of Celgene Corporation

©2013-2019. Celgene Corporation, www.celgene.cor m
This website is intended for residents of the United States only

Download the Celgene

REMS mobile app to your iPad
by clicking here:
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Pomalyst REMS

VMALYST REMS® Home

About POMALYST REMS®

For additional information about the

POMALYST REMS" program, please

contact the Celgene Customer Care
Center at 1-888-423-5436

Download the Celgene
REMS mobile app to your iPad
by clicking here:

About the POMALYST REMS® program

To avoid embryofetal exposure, POMALYST® (pomalidomide) is only available under a restricted
distribution program called ‘POMALYST Risk Evalualion and Mitigation Strategy (REMS).” Only certified
prescribers can prescribe POMALYST and only cerlified pharmacies can dispense POMALYST in the
POMALYST REMS® program

In order to receive POMALYST_ all patients must be enrolled in the POMALYST REMS® program and agree
lo comply with the requirements of the POMALYST REMS*® program

Key points of the POMALYST REMS*® program

Prescriber

+ The prescriber enrolls and becomes certified with Celgene for the POMALYST REMS® program
The prescnber counsels patient on benefits and risks of POMALYST

The prescriber provides contraception and emergency contraception counseling

The prescriber verifies negative pregnancy test for all female patients of reproductive potential

The prescnber completes a POMALYST* (pomalidomide) Patient-Physician Agreement Form with each
palient and sends to Celgene

The prescnber/patient completes applicable mandatory confidential survey

The prescnber obtains an authonzation number from Celgens and writes It on every prescription
along with the patient risk category

The prescnber wntes no more than a 4-week (28-day) supply. with no automatic refilis or 1elephone
prescriptions

The prescrnber sends POMALYST prescription to certfied pharmacy

Pharmacy

» The pharmacy certifies with Celgene for the POMALYST REMS® program

+ The certifiec pharmacy must obtain a confirmation number from Celgene before dispensing

* The certified pharmacy counsels the patient, and compietes the Education and Counseling Checklist
+ The certified pharmacy dispenses POMALYST 10 patient along with a Medication Guide

Privacy policy | TermsofUse | Sitemap | Contactus

POMALYST™ and POMALYST REMS™ are registered irademarks of Ceigene Corporation

£ 2013-2018 Celgene Corporation, www

[ B COI
This website is intended for residents of the United States only C E@E
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Pomalyst REMS

T REMS® Ho

About POMALYST R

Important Safety Information

nformation

fication Guide

Prescriber Resources

Patient Resc

Pharmacist Res

For additional information about the

POMALYST REMS" program, please

contact the Celgene Customer Care
Center at 1-888-423-5436

Download the Celgene
REMS mobile app to your iPad
by clicking here:

Prescriber Resources
Enrolling in POMALYST REMS®

In order to prescribe POMALYST® (pomalidomide), you must enrcll in the POMALYST REMS® program and
agree 1o follow the requirements of the program. You can enroll by visiting CelgeneRiskManagement.com
a website that allows prescribers andie the REMS process for all of the Celgene REMS programs. You
can also download the Prescriber Enraliment Form below and fax it to the Celgene Customer Care Center at
1.888-432-9325

Prescriber Enrollment Form

Prescribing POMALYST for your patients

In order to receive POMALYST, your patients must also be enrolled in the POMALYST REMS* program

You can enroll your patients and fill out a prescription form using CelgeneRiskManagement.com. You and
your patients can also complete your mandatory confidential surveys there.

Additionally, you can aiso enroll your patients by accessing the Celgene REMS mobile app for your iPad

Enroll Your Patients at

Cel RiskManagement.com Mobile App

nt Presc

Learning more about POMALYST REMS*®

For additional information about the POMALYST REMS® program, please see the educational materials below

escriber Guide to
POMALYST REMS*® Program

POMALYST REMS
At-A-Glance

Full Prescribing Information




Please report adverse drug experiences that are suspected 10 be associated with the use of POMALYST
and any suspected pregnancy occurmng during the treatment with POMALYST to Calgene using any of the

following methods

REPORTING TO CELGENE

Online: www.celgene.com/contact-us/
Email: drugsafety@celgene.com
Telephone: 1-808-673-9667

Toll-free:  1-800-640-7854 (Global Drug Safety & Risk Management) or
1-888-423-5436 (Celgene Customer Care Center)

Fax: 1-908-673-9115

Mail to: Global Drug Safety & Risk Management
Celgene Corporation
86 Morris Avenue

Summit, New Jersey 07801

Other: Per individual agreement between the reporting organization
and Celgene Global Drug Safety & Risk Management

REPORTING TO THE FDA

Adverse drug expeniences that are suspecied to be associated with the use of POMALYST and
any suspected pregnancy occurring duning the treatment with POMALYST may also be reported
to the FDA MedWalch Reporting Systern using any of the following methods

Online: https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

Telephone: 1-800-FDA-1088
Fax: 1-800-FDA-0178

Mail to: MedWatch
5600 Fishers Lane
Rockville, MD 20852-9787

Privacy policy | TermsofUse | Sitemap | Contaclus

POMALYST® and POMALYST REMS® are regisiered rademarks of Celgene Corporation

© 2013-2019. Ceigene Corporation, www.ce & Conm
This website is intended for residents of the United States only

Celgene
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Pomalyst REMS

Patient Resources

What you need to know about the POMALYST REMS® program

EMS" program 40 thal you Gan receive your medical:on
POMALYST REMS* program. and what you need o do

Your doctor will enroll you i the POMALYS
:n'.]mriﬁ =ty I - Uss ihe matsna s Deow O =8 WO Ao

Abing mformation
Guide

2 for
."I—ﬁl_-'lil'.—'l n“‘- HIrces

Brochure

Patient Resources

Pharma

You can take your mandatory confidential patient survey at CelgeneRiskManagement.com

For additional information about the in Engiish or Spanish by clicking one of the buttons below.
POMALYST REMS" program, please
contact the Ceigene Customer Care
Center at 1-888-423-5436 atient Survey Encuesta del paciente

You can also complete your survey by using the Celgene REMS mobile app for your iPad.
Download the Celgene .
Please download the app to your iPad by clicking here:
REMS mabile app to your iPad Ry Y 9
by clicking here:

Attention Females Who Can Get Pregnant

Jnlass you abetain from saxugl migrcowse with 8 male pariner. you &g requrred to use at the same time 5t
a8t 1 highly afieclive birih control method and &t east 1 addteonal ffeciive Method every time you have §
wilh a male Balow, you will 'nd & printssde leilar thal pou can b wil! o e et medical appointmes
that discussss your reproductive nealth This wil nelp you and your nealihcars provider understand wina lypes
of birth contrel optons are Bast for you

ns o Discuss With

Privacy policy | Termsof Use | SHemap | Coniact us

POMALYST™ and POMALYST REMS® are registerad acdemarks of

© 2013-2010. Caigene CONporaton, Www.Ce!|peno. com c@je
Thes webaite 18 niended for residenis of the United Siates only
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Pomalyst REMS

Impaortan sty Information

Full Pres: ing Information

Patient R

Pharmacist Resources

For additional information about the

POMALYST REMS" program, please

contact the Celgane Customer Care
Center at 1-888-423-5436

Download the Celgene
REMS mobile app to your iPad
by clicking here:

Pharmacist Resources

POMALYST REMS" information for certified pharmacies

POMALYST™ (pomalidomce) i3 only dispensad from POMALY ST REMS® program cerif

) phaTmanes
Te keam more zboul how o become a certlfied pharmaoy, please contacl te Celgene Cusiomer Care Cenle

a0 1888423 5438
15
scribng

As a POMALYST REMS® cerlified pharm
You may dowrnioad a guds 10

you miust follow the requirements of the POMALYST RE
rogram, a checkiist for counseling patients. and the full

farmacias

The Celgene REMS Pharmacy Portal

1 addition lo caling the Celgene Cusiomer Care Cenier to oblain 8 confinmabon numizer for 2 presanplion. digibls
pharmacss can oblain confiMmaton numobaere using 1he Calgone S=MS Prarmacy ~ortal at
CelgeneREMSPhanmacy Portal.com. Contact your Celgene Account Manager to see f your pharmaty is eligibie

Celgene REMS Pharmacy

0 Ba aasociated with the Lt of POMALYST
and any suspecled pregnancy ooeu Lwith POMALYST lo Celgene using any ol the

folliowing mathods

Online: www celgane comicantact-us/

Email: drugsafetyficelgens.com
Teiephone: 1-908.673-9687

Toll-tree 1-800-840-TB54 |Glabal Drug Safety & Risk Management) or
1-888-423-6436 (Calgoang Customar Care Centar)

Fan: 1-908-673-97118

Mall to: Global Drug Safuty & Risk Management
Celgene Corporation
BG Marris Avanus
Summit, New Jerasy 07801

Other: Per individual agrooment botween the reporting organization
and Ceigens Global Drug Safety & Risk Wanagement



THE FDA

Adverss 0N BpENencas hat ire SUSHACIAD 10 De ASSSCERT with he use of POMALYST and
any suspecied pregnancy cccumng dunng the restment with POMALYST may alsa be reported
1o the FDA MedWaich Reporting System using any of the following methads

Onling: hitps ifwww accessdata Ids gov/scripts medwatclvmedwalch-onlia e htm
Telephone; 1-B00-FDA-1088
Fax: 1-800-FDA-0178

Mail to: ModVateh
5600 Fishers Lane
Rockyllle, MD 20852.9787

Privacy policy | Termsollae | SHemap | Contact us
POMALYST™ and POMALYST REMS™ are ragistered rademarks of Calgens Corporaton

€ 2012-2019 Cegene Comparaton, ww celgens can m
he United States oniy

This website is rtended for residents o
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You Are Now Leaving POMALYSTREMS.com
Click *OK" to proceed or “CANCEL" to return to POMALYSTREMS.com

Celgene
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Pomalyst REMS

POMALYST REMS" Home
About POMAL

Important Safety Information
Full Prescribing Information
Patient Medication Guide
Prescriber Resources

Patient Resource

For additional information about the

POMALYST REMS® program, please

contact the Celgene Customer Care
Center at 1-888-423-5436

Download the Celgene
REMS mobile app to your iPad
by clicking here:

| ¢ App Store
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Privacy policy | TermsofUse | Sitemap | Contactus

POMALYST® and POMALYST REMS® are regislered trademarks of Ceigene Corporation
£ 2013-2019. Celgene Corporati
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