
  

    

 

 

  
 

 
 
 

  

 

 

 
 

  

  

    

     

       
  

  

  

       

       
       

    

        
   

     
   

     
        

    
     

       

Initial REMS Approval 02/2013 

M os t Re cent M odification 04/2016 

POMALYST® (po malido mide)
 
NDA # 204026
 

Celgene Corporation 
86 Morris Avenue 
Summit, NJ 07901 

Contact Information: 

1-908-673-9000 

www.ce lge ne .com 

RISK EVALUATION AND MITIGATION STRATEGY (REMS) 

1. GOALS 

The goals of the POMALYST risk evaluation and mitigatio n strategy are as follows: 

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

2.	 To inform prescribers, patients, and pharmacists on the serious risks and safe-use
 
conditions for P OMALYST.
 

2. REMS ELEMENTS 

2.1. Elements to Assure Safe Use 

2.1.1. He althcare provide rs who pre s cribe POM ALYST are s pe cially ce rtifie d. 

Celgene will ensure that healthcare providers who prescribe POMALYST are specially certified in 
the P OMALYST REMS® program. P OMALYST® (pomalido mide) is available only through a 
restricted distribution program, POMALYST REMS® . 

To become certified, each prescriber must complete the Prescriber Enrollment Form and agree to 
do the following: 

a.	 P rovide patient counseling on the benefits and risks of P OMALYST therapy, including 
risks described in the BOXED WARNINGS. 

b.	 Enroll each patient by completing and submitting to the Celgene Customer Care Center 
via mail (86 Morris Avenue, Summit, NJ 07901), email (customercare@celgene.com), 
fax (1-888-432-9325) , or online (www.celgeneriskmanagement.com), a signed P atient-
P hysician Agreement Form (PPAF) identifying the patient’s risk category (see PPAFs 
for all six risk categories) for each new patient. In signing the P P AF, each prescriber 
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acknowledges that they understand that POMALYST is available only through the 
POMALYST REMS® program, and that they must comply with program requirements. 

c.	 P rovide contraception and emergency contraception counseling with each new 
prescription prior to and during POMALYST treatment. 

d.	 P rovide scheduled pregnancy testing for females of reproductive potential and verify 
negative pregnancy test results prior to writing a new prescription or subsequent 
prescriptions. 

e.	 Report any pregnancies in female patients or female partners of male patients 
prescribed P OMALYST immediately to Celgene Drug Safety (or Celgene Customer 
Care Center (1-888-423-5436)). 

f.	 Complete a prescriber survey (phone or online) for every patient (new and follow-up), 
obtain a unique prescription authorization number for each prescription written, and 
include this authorization number on the prescription. The authorization number can be 
obtained by contacting the Celgene Customer Care Center, using the automated IVR 
system, or via the www.CelgeneRiskMangement.com website. 

o	 For females of reproductive potential, authorization numbers are valid only for 
7 days from date of last pregnancy test. 

o	 Authorization numbers are valid for 30 days from the date it is issued for all 
other patients. 

g.	 Facilitate compliance with the mandatory P OMALYST REMS® patient survey by 
instructing patients to complete the mandatory surveys (phone or online) at program 
specified frequencies. 

h.	 P rescribe no more than a 4-week (28-day) supply, with no automatic refills or 
telephone prescriptions. 

i.	 Contact a pharmacy certified by the POMALYST REMS® program to fill the 
POMALYST prescription. 

j.	 Return all unused POMALYST brought in by patients to Celgene Customer Care. 
k.	 Re-enroll patients in the POMALYST REMS® program if P OMALYST is required and 

previous therapy with POMALYST has been discontinued for 12 consecutive months. 

Celgene will: 

1.	 Ensure that the POMALYST REMS® program materials including prescriber enrollment 
are available on the CelgeneRiskManagement.com website or can be obtained by 
contacting Celgene Customer Care Center at 1-888-423-5436 

2.	 Maintain a secure database of all POMALYST REMS® certified prescribers. 

3.	 Monitor to ensure that only POMALYST REMS® certified prescribers are prescribing 
POMALYST. 

4.	 Monitor and ensure that patients have been assigned correctly to one of the following 
patient risk categories. Confirm risk category when completing the P P AFs during the 
patient enrollment process: 

a.	 Adult fe male of re productive pote ntial: all females who are menstruating, 
amenorrheic from previous medical treatments, under 50 years, and/or 
perimenopausal. 

b.	 Fe male child of re productive pote ntial: all females under 18 years who are 
menstruating. 
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c.	 Adult fe male NOT of re productive pote ntial: females who have had a natural 
menopause for at least 24 consecutive months, a hysterectomy, and/or bilateral 
oophorectomy. 

d.	 Fe male child NOT of re productive pote ntial: all females under 18 years who are 
not menstruating. 

e.	 Adult male s 18 ye ars or olde r 
f.	 M ale child unde r 18 ye ars 

5.	 Monitor certified prescriber compliance with the POMALYST REMS® program, including 
patient risk categorization and the appropriate corresponding counseling requirements, 
contraception requirements, pregnancy testing, and survey completion for all patients 
treated with POMALYST. 

6.	 Institute corrective action and prevent the certified prescriber from prescribing 
POMALYST if the prescriber is found to be non-complian t with the POMALYST REMS® 

program. 

7.	 Train POMALYST REMS® program certified prescribers in adverse experience reporting 
procedures, includin g the requirement to immediately report to Celgene any suspected 
embryo-fetal exposure to P OMALYST if a pregnancy occurs. 

8.	 Ensure that once the prescriber submits the completed PPAF, the prescriber will receive a 
confirmation letter via fax or online to confirm the patient’s enrollment and signify that the 
prescriber and patient surveys can be taken to receive an authorization number for the 
POMALYST prescription (for all males, the P P AF is considered the initial survey). The 
authorization number is written on the POMALYST prescription. 

9.	 Ensure that, for subsequent prescriptions, the prescriber completes a telephone or online 
survey designed to look for signals of at-risk behavior (e.g., pending or outdated pregnancy 
test), report the patient’s pregnancy test results, correct assignment of risk category, and 
confirm or re-enforce patient understanding of contraceptive requirements. The completion 
of the survey will allow the prescriber to obtain a new authorization number every time a 
prescription for P OMALYST is written. 

The following materials are part of the REMS, and are appended: 

•	 P rescriber Enrollment Form 

•	 P atient P rescription Form 

•	 P atient P rescription Form (Veterans Administratio n) 

•	 P rescriber Guide to P OMALYST REMS® P rogram 

•	 POMALYST REMS® At-A-Glance 

•	 Welcome Letter 

•	 Celgene Risk Management.com website 

2.1.2. POM ALYST will only be dis pe ns ed by pharmacie s that are s pe cially ce rtifie d. 

Celgene will ensure that POMALYST is only dispensed from P OMALYST REMS® program 
certified pharmacies. To become a certified pharmacy, the pharmacy must agree to do the 
following before filling a POMALYST prescription: 
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a.	 Only accept prescriptions with a prescription authorization number. Authorization 
numbers are valid for 7 days from date of last pregnancy test for females of 
reproductive potential and 30 days from the date it is issued for all other patients. 

b.	 Dispense no more than a 4-week (28-day) supply, and require a new prescription from 
the patient prior to dispensing additional POMALYST. 

c.	 Dispense subsequent prescriptions only if there are 7 days or less remaining on an 
existing P OMALYST prescription. 

d.	 Obtain a POMALYST REMS® confirmation number from the Celgene Customer Care 
Center (phone or online) and write this confirmation number on the prescription. The 
POMALYST REMS® confirmation number may be obtained using the following 
procedure: 

1. Enter the pharmacy identification number (NABP or DEA); 
2. Enter the prescription authorization number written on the prescription; 
3. Enter the number of capsules and milligram (mg) strength being dispensed; 
4. Dispense or ship the prescribed POMALYST within 24 hours of obtaining and 
recording the POMALYST REMS® confirmation number and confirmation date. 

e.	 Dispense P OMALYST only after a P OMALYST REMS® confirmation number is 
obtained. If no confirmation is obtained, then no POMALYST is dispensed. Contact 
the patient’s physician and Celgene for further instruction. 

f.	 Accept unused P OMALYST (previously dispensed) from a patient or patient caregiver 
and return to Celgene Corporation for proper disposal. 

g.	 For each patient receiving treatment, retain a record of each P OMALYST prescription 
dispensed and the corresponding completed Education and Counseling Checklist. 

h.	 Complete the checklist that applies to the patient risk category written on the front of 
the Education and Counseling Checklist for P harmacies. 

i.	 P rovide counseling to patients and/or guardians of patients under 18 years of age 
receiving POMALYST treatment. 

a.	 Counsel all patients and guardians of patients under 18 years of age on the 
following: 

1.	 The benefits and risks of POMALYST therapy. 
2.	 Not sharing POMALYST medication. 
3.	 Not donating blood while taking POMALYST, during dose interruptions , 

and for 4 weeks after stopping POMALYST. 
4.	 Not to break, chew, or open POMALYST capsules. 
5.	 Instructions on POMALYST dose and administration. 
6.	 To read the POMALYST REMS® program education materials and 

encourage compliance with the requirements. 

b.	 In addition to above, counsel Fe male s of Re productive Pote ntial on the 
following: 

1.	 The potential for embryo-fetal toxicity with exposure to POMALYST. 
2.	 Using 2 forms of effective birth control at the same time or abstaining from 

heterosexual sexual intercourse. 
3.	 Continuing to use 2 forms of birth control if POMALYST therapy is 

interrupted and for at least 4 weeks after therapy is discontinued. 
4.	 Obtaining a pregnancy test weekly during the first 4 weeks of POMALYST 

use, then a repeat pregnancy test every 4 weeks in females with regular 
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menstrual cycles, and every 2 weeks in females with irregular menstrual 
cycles. 

5.	 The need to stop taking P OMALYST and notify their P OMALYST 
prescriber immediately if they become pregnant or suspect they may be 
pregnant. 

c.	 In addition to items listed for all patients above, counsel M ale s receiving 
POMALYST treatment about the potential for embryo-fetal toxicity with 
exposure to POMALYST and the importance of using barrier contraception by 
wearing a latex or synthetic condom when engaging in sexual intercourse with a 
female of reproductive potential even if the male receiving POMALYST has 
had a successful vasectomy. 
1.	 The need to not donate sperm while taking P OMALYST, during dose 

interruptions, and for 4 weeks after stopping POMALYST. 
d.	 Counsel the Pare nt or le gal guardian of Fe male Child NOT of re productive 

pote ntial who is receiving POMALYST treatment about the need to inform 
their POMALYST prescriber when the child begins menses. 

Before a certified pharmacy dispenses POMALYST, Celgene will train the appropriate pharmacy 
staff: 

1.	 About the POMALYST REMS® program 

2.	 About the procedures for reporting adverse experiences to Celgene, includin g the 
requirement to immediately report to Celgene any suspected embryo-fetal exposure 
to POMALYST if a pregnancy occurs. 

The following materials are part of the REMS and are appended: 

•	 P harmacy Guide to the P OMALYST REMS® P rogram 

•	 Education and Counseling Checklist for P harmacies 

•	 Celgene REMS P rograms P harmacy Training:  the P OMALYST REMS® P rogram 

•	 Pharmacy Certification Quiz (the POMALYST REMS® P rogram) 

2.1.3.	 Ce lge ne will e ns ure that POM ALYST will only be dis pe ns ed to patie nts enrolle d 
in the POM ALYST REMS® program with e vide nce or othe r docume ntation of 
s afe -us e conditions. 

Celgene will ensure that all patients treated with POMALYST are enrolled by a certified 
prescriber. The prescriber will enroll the patient by completing P atient-P hysician Agreement Form 
and submitting the form via mail (86 Morris Avenue, Summit, NJ 07901), fax (1-888-432-9325) , 
email (customercare@celgene.com), or online (www.celgeneriskmanagement.com) for each 
patient who receives POMALYST. Each patient and/or guardian of patients under 18 years of age 
consents to participate in the program by: 

a.	 acknowledging that he or she understands that: 

i.	 severe birth defects or death to an unborn baby may occur if a female becomes 
pregnant while she is receiving POMALYST; 
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ii.	 POMALYST must not be shared with anyone, even someone with similar 
symptoms; 

iii.	 POMALYST must be kept out of the reach of children and should NEVER be 
shared with females who are able to have children; 

iv.	 they cannot donate blood while receiving P OMALYST, includin g dose 
interruptions, and for 4 weeks after stopping POMALYST; 

v.	 they might be asked to participate in the POMALYST P regnancy Exposure 
Registry; and 

vi.	 they may be contacted by Celgene about following the rules of the REMS. 

In addition, each patient and/or guardian of patients under 18 years of age consents to 
participate in the program by: 

i.	 agreeing to return unused P OMALYST to Celgene or their POMALYST 
prescriber, or to the pharmacy that dispensed the P OMALYST to them; 

ii.	 agreeing to participate in a monthly (telephone or online) survey while on 
POMALYST (with the exception of Adult Females Not of Reproductive 
P otential who are required to take a survey once every six months); and 

iii.	 reviewing the POMALYST REMS® program educational materials and asking 
their prescriber any questions that have not been answered. 

In addition, Fe male s and guardians of fe male childre n must attest to their understanding of 
their/their child’s reproductive potential, as categorized by the prescribing physician. 

Fe male s of Re productive Potential and guardians of Fe male Childre n of Re productive
Pote ntial will attest that they/their child: 

a.	 is not currently pregnant, and will try to refrain from becoming pregnant while 
receiving P OMALYST therapy and for at least 4 weeks after completely stopping 
P OMALYST therapy; 

b.	 must not take POMALYST if pregnant, breastfeeding a baby, or not using birth control 
as defined in the REMS; 

c.	 will, unless abstinent, use contraception as defined within the REMS: for at least 4 
weeks before starting P OMALYST, while receiving POMALYST, during dose 
interruptions, and for at least 4 weeks after stopping POMALYST; 

d.	 will have pregnancy testing done as ordered by the certified prescriber within 10 to 14 
days and 24 hours prior to starting P OMALYST, every week for at least the first 4 
weeks of P OMALYST therapy, and then every 4 weeks if the Female of Reproductive 
P otential has regular menstrual cycles, or every 2 weeks if the Female of Reproductive 
P otential has irregular menstrual cycles, while receiving POMALYST; 

e.	 will immediately stop taking POMALYST and inform the certified prescriber if the 
patient becomes pregnant, misses a menstrual period, experiences unusual menstrual 
bleeding, stops using contraception, or thinks for any reason that she might be pregnant; 
if the prescriber is not available, the Female of Reproductive P otential or guardian of a 
Female Child of Reproductive P otential can call the Celgene Customer Care Center at 
1-888-423-5436. 
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M ale s or guardians of Male s will attest that they/their child will: 

a.	 never have unprotected sexual contact with a female who can become pregnant; 
b.	 wear a latex or synthetic condom every time the male patient has sexual contact with a 

female who is or who can become pregnant; continue condom use with sexual contact 
while the male patient is receiving POMALYST treatment, during dose interruptions, 
and for 4 weeks after the male patient stops taking POMALYST, even if the patient has 
had a successful vasectomy; and 

c.	 inform their certified prescriber if the male patient has unprotected sexual contact with 
a female who can become pregnant, or if they think for any reason that the male 
patient’s sexual partner might be pregnant; if the prescriber is not available, the male 
patient or guardian of an underage male patient can call the Celgene Customer Care 
Center at 1-888-423-543 6; 

d.	 not donate sperm while taking (including dose interruptions) and for 4 weeks after 
stopping POMALYST. 

The following appended materials are part of the REMS: 

•	 Patient-P hysician Agreement Form for Adult Males 

•	 Patient-P hysician Agreement Form for Male Child 

•	 Patient-P hysician Agreement Form for Adult Female Who Can Not Get P regnant 

•	 Patient-P hysician Agreement Form for Adult Female Who Can Get P regnant 

•	 Patient-P hysician Agreement Form for a Female Child Who Can Not Get P regnant 

•	 Patient-P hysician Agreement Form for a Female Child Who Can Get P regnant 

•	 Patient Guide to P OMALYST REMS® P rogram 

•	 Emergency Contraception Brochure 

•	 P atient Survey Reminder Card 

•	 P OMALYST Risk Evaluation and Mitigation Strategy (REMS) program education and 
prescribing safety kit 

•	 P OMALYST REMS® Patient Resource Pack Envelope 

2.1.4.	 Fe male patie nts or fe male partne rs of male patie nts re ce iving POMALYST who 
re port a pre gnancy that occurre d during POM ALYST the rapy will be e nrolle d in 
the POM ALYST Pre gnancy Expos ure Re gistry. 

Upon receiving a report of pregnancy from the P OMALYST REMS® program, Celgene P regnancy 
P revention P lan programs in the rest of the world, clinical trials, or directly from a prescriber, a 
pharmacy, or a patient, Celgene will enroll the female patient or female partner of the male patient 
taking POMALYST into the P OMALYST P regnancy Exposure Registry. The objectives of the 
registry are to monitor pregnancy outcomes in female patients of reproductive potential and male 
patients’ female partners who are exposed to P OMALYST and to understand why the 
POMALYST REMS® program was unsuccessful. 
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2.2. Implementation System 
The implementation system will include the followin g: 

1)	 Celgene will maintain a secure database of all certified entities, including enrolled patients 
and certified prescribers and pharmacies to monitor and evaluate implementation of the 
elements provided for in Sections 2.1.1, 2.1.2, and 2.1.3. 

2)	 Celgene will monitor pharmacy certification compliance and address deviations by 

monitorin g real time dispensing activity and conducting pharmacy audits.
 

a.	 The Celgene Customer Care Center will monitor the certified pharmacies in the manner 
described in the REMS supporting document to ensure only enrolled and authorized 
patients are receiving POMALYST. If a certified pharmacy is found to be non
compliant with the POMALYST REMS® program, Celgene will institute corrective 
action and may de-activate pharmacies for which re-training has proven ineffective, 
removing them from the POMALYST REMS® program. 

b.	 Celgene will perform regular audits of contract pharmacies participating in the 
POMALYST REMS® program.  For pharmacies that have been in the program for 
more than two years, Celgene will perform a risk-based assessment to select which 
pharmacies will be audited.  The P OMALYST REMS® program compliance audits will 
be performed by internal auditors of Celgene and/or outside auditors contracted and 
trained by Celgene. 

3)	 Celgene will monitor and ensure that the prescriptions are filled within the allowed 

timeframes.
 

4)	 Celgene Customer Care Center will address customer complaints received that are related 
to the POMALYST REMS® program and distribution and dispensing of POMALYST. 

5)	 Celgene will maintain a reporting and collection system for safety information that includes 
a process to monitor pregnancy testing results and pregnancy outcomes (should one occur) 
through the POMALYST P regnancy Exposure Registry and to understand why the 
POMALYST REMS® program was unsuccessful for the pregnancy case in question. 

6)	 Based on monitoring and evaluation of these elements to assure safe use, Celgene will take 
reasonable steps to work to improve implementation of these elements as applicable. 

7)	 Celgene will develop and follow written procedures related to the implementat io n of the 
REMS. 

2.3. Timetable fo r Submission o f Assessment Repo rts 

Celgene will submit REMS assessments every two years beginning with submission of the next 
assessment by August 3, 2016. To facilitate inclusion of as much information as possible while 
allowing reasonable time to prepare the submission, the reporting interval covered by each 
assessment should conclude no earlier than 60 days before the submission date for that assessment. 
Celgene will submit each assessment so it will be received by the FDA on or before the due date. 
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POMALYST® (pomalidomide) Patient Prescription Form
 

Today’s Date 

Patient Last Name 

Date Rx Needed 

Patient F irst N ame 

Phone N umber ( 

Shipping Address 

) 

City 

Date of Birth 

State Z ip 

Patient ID# 

Language Preference: □Englis h □Spanish  
□Other_______________ 

Best T ime to Call Patient: □AM □PM 

Patient Diagnosis 

Patient Allergies 

Other C urrent Medic ations 

Presc riber Name 

State Lic ens e Num ber 

Presc riber Phone N umber ( ) Ex t.
 

F ax  Number ( )
 

Presc riber Address
 

City State Zip 

Patient Type From PPAF (Check one) 

□Adult Fem ale – NOT of Reproductiv e Potential 

□Adult Fem ale – Reproductiv e Potential 

□Adult Male 

□Fem ale Child – N ot of Reproductiv e Potential 

□Fem ale Child – Reproductiv e Potential 

□Male Child 

PRESCRIPTION I NSURANCE INFORMATION 

(F ill out entirely  and fax  a c opy  of patient’s 

ins urance c ard, both sides ) 

Primary Insurance 

Ins ured 

Policy  # 

Group # 

Phone # 

Rx  Drug Card # 

Secondary Insurance 

Ins ured 

Policy  # 

Group # 

Phone # 

Rx  Drug Card # 

TAPE PRESCRIPTION HERE PRIOR TO FAXING 

REFERRAL, OR COMPLETE THE FOLLOWING: 

Recommended Starting Dose: See below  for dos age 

Multiple Myeloma: The rec omm ended starting dose of POMALYST is 4 
mg/ day  orally for Day s 1 – 21 of repeated 28-day  cy cles. POM ALYST 
should be giv en in combination w ith dex amethas one. Dos ing is continued 
or m odified based upon clinical and laboratory  findings 

POMALYST 

Dose Quantity Directions 

□ 1 mg 

□ 2 m g 

□ 3 mg 

□ 4 mg 

□ Dispense as Written □Substitution Permitted 

NO REFILLS ALLOWED (Maxim um Quantity = 28 days) 

Reference ID: 3921510 



  

 
For further information on POMALYST, please refer to the full 
Prescribing Information 

APPEARS THIS WAY ON ORIGINAL
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How to Fill a POMALYST® (pomalidomide) Prescription 
1. Healthcare provider (HCP) instructs female patients to complete initial patient survey 

2. HCP completes survey 

3. HCP completes patient prescription form 

4. HCP obtains POM ALYST REM S® authorization number 

5. HCP provides authorization num ber on patient prescription form 

6. HC P faxes form, including prescription, to one of the C elgene C ertified Pharmacy
Network participants (see below) 

7. HCP advises patient that a representative from the certified pharmacy will contact them 

8. Certified pharm acy conducts patient education 

9. Certified pharm acy obtains confirm ation number 

10. Certified pharm acy ships POM ALYST to patient with M EDICATION GUIDE 

Please see www.Celgene.com /PharmacyNetwork for the list of pharm acy participants 

Inform ation about POM ALYST and the POM ALYST REM S® program can be obtained by calling the Celgene Customer 
Care Center toll-free at 1-888-423-5436, or at www.CelgeneRiskM anagem ent.com . 

POMALYST® is a registered trademark of Celgene Corporation. POMALYST REMS® is a trademark of Celgene Corporation. 
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POMALYST® (pomalidomide)
 

Patient Prescription Form – Veterans Administration (VA) ONLY
 

To d ay’s D ate Date R x N eeded 

Patient Last Nam e Patient First Name 

Phone Number ( ) 

Shipping Address 

City State Zip 

Date of Birth Patient ID# 

Language Preferenc e: □English □Spanish   □Other 

Best Time to Call Patient: □AM □PM 

Patient Diagnosis 

Patient Allergies 

Other Current Medications 

Pres criber N ame 

State License Number 

Pres criber Phone Num ber ( ) Ex t.
 

Fax  Number ( )
 

Pres criber Address
 

City State Zip 

Patien t Typ e Fr o m PPA F (C hec k one) 

□Adult Female – NOT of R eproduc tiv e Potential 

□Adult Female – Reproductiv e Potential 

□Adult M ale 

□Female C hild – N ot of Reproductiv e Potential 

□Female C hild – Reproductiv e Potential 

□M ale Child 
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VA Pharmacy Information (Fill out entirely ) 

VA Name 

Addres s 

City State Zip 

VA Pharmacist Nam e 

Phone # 

Fax  # 

M cKes son Specialty  Distribution Account # 

Shipping Information 

Check below  for direc t deliv ery  to patient. If any  inform ation is 
omitted, product w ill be shipped to the VA Pharmac y . 

□ Patient 

Nam e 

Addres s 

City State Zip 

Phone 

For further information on POMALYST, please refer to 
the full Prescribing Information 

TAPE PRESCRIPTION HERE PRIOR TO FAXING 

REFERRAL, OR COMPLETE THE FOLLOWING: 

Recom m ended Starting Dose: See below  for dosage 

Multiple Myeloma: The recom mended starting dose of 
POMALYST is 4 mg/ day  orally for Day s 1 – 21 of repeated 28-day 
cy cles. POM ALYST should be giv en in combination w ith 
dex am ethasone. Dosing is c ontinued or modified based upon 
clinical and laboratory  findings 

POMALYST 

Dose Quantity Directions 

□ 1 m g 

□ 2 m g 

□ 3 mg 
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How to Fill POMALYST® (pom alidom ide)
 

Prescription in the Veterans Administration (VA)
 

1. Healthcare Provider (HCP) instructs female patients to complete initial 
patient survey 

2. HCP com pletes survey 

3. HCP com pletes patient prescription form (include cell number for patient 
if possible) 

4. HCP obtains POM ALYST REM S® authorization number 

5. HCP provides authorization num ber on patient prescription form 

6. HCP sends prescription to the VA Pharm acy 

The following information must be filled in: 

• Rx must include McKesson Specialty Distribution account number 

• Rx must include VA address (Name, Street, City, State, ZIP) 

• Rx must include VA Pharmacist contact information (Name, Phone 

and Fax # )
 

7. VA Pharmacist faxes the form, including prescription, to: 

The POMA LYST REMS® certified OncologyRx C are A dvantage Specialty at 1
855-637-9446 

8. HCP advises patient that a representative from POM ALYST REM S® certified 
pharmacy will be in contact 

9. The POM ALYST REMS® certified OncologyRx Care Advantage Pharmacist 

conducts patient education 

10. The POM ALYST REMS® certified OncologyRx Care Advantage 

Pharmacist obtains confirm ation number 

11. The POM ALYST REMS® certified OncologyRx Care Advantage 

Pharmacist ships POM ALYST to the VA Pharmacy or directly to the patient 

with M EDICA TION GUIDE 

15 
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12. VA Pharmacist gives POM ALYST to VA patient with 
M EDICATION GUIDE 

POMALYST REMS® Veterans Administration (VA) 
Pharmacy 
OncologyRx Care Adv antage Phone: 1-855-637-9433 

Fax: 1-855-637-9446 

on about POM ALYST and the POM ALYST REM S® program can be obtained by calling the Celgene Customer 
l-free at 1-888-423-5436, or at www.CelgeneRiskM anagem ent.com . 

Inform ati
Care Center tol

POMAL YST® is a registered trademark of Celgene Corporation. POMAL YST REMS® is a trademark of Celgene Corporation. 

© 201 6 Celgene Corporation 6/16 REMS-POM1 6754 
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Prescriber Guide to 

((POMALYST REMS® logo)) 

Risk Evaluation and Mitigation Strategy (REMS) Program 

Due to its structural similarity to thalidomide, a known teratogen, POMALYST® (pomalidomide) is
approved for marketing only under a restricted distribution program approved by the Food and Drug 
Administration. This program is called the POMALYST Risk Evaluation and Mitigation Strategy
(REMS) program. 

This guide contains important information for prescribers about: 

• The risks of POMALYST, including a boxed warning for 

o Embryo-fetal toxicity 

o Venous and arterial thromboembolism 

• The POMALYST REMS® program 

o Prescriber Certification 

o Patient Enrollment 

o Contraceptive Requirements and Counseling for Patients 

o Initial and Subsequent Prescription Requirements 

POMALYST REMS® Resources for Prescribers Include: 

• Prescriber Guide to POMALYST REMS® Program 
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•	 CD-ROM, including Patient-Physician Agreement Form and Patient Prescription Form Software 
and Installation Instructions 

•	 Full Prescribing Information for POMALYST 
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About POMALYST® (pomalidomide) 

POMALYST, in combination with dexamethasone, is indicated for patients with multiple myeloma 
who have received at least two prior therapies including lenalidomide and a proteasome inhibitor 
and have demonstrated disease progression on or within 60 days of completion of the last therapy. 

Risks of POMALYST 

P OMALYST has a Boxed Warning for embryo-f etal toxicity and thromboembolic events, 
inc luding deep venous thrombosis (DVT) and pulmonary embolism (P E), myoc ardial 
inf arc tion and stroke. 

Due to the f ac t that it is an analogue of thalidomide, a known teratogen, POMALYST is 
contraindicated in pregnant females or females capable of becoming pregnant. Females of
reproductive potential may be treated with POMALYST if they take adequate precautions to avoid 
pregnancy. 

Deep Venous Thrombosis (DVT), Pulmonary Embolism (PE), myocardial infarction and stroke occur
in patients with multiple myeloma treated with pomalidomide. 
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The POMALYST REMS® program 

To avoid embryo-fetal exposure, POMALYST® (pomalidomide) is only available under a restricted
distribution program called “POMALYST Risk Evaluation and Mitigation Strategy (REMS).” Only
certified prescribers can prescribe POMALYST and only certified pharmacies can dispense
POMALYST in the POMALYST REMS® program. 

In order to receive POMALYST, all patients must be enrolled in POMALYST REMS® and agree to 
comply with the requirements of the POMALYST REMS® program. Information about POMALYST and 
the POMALYST REMS® program can be obtained by visiting www.CelgeneRiskManagement.com,
accessing the Celgene REMS mobile app, or calling the Celgene Customer Care Center toll-free at 1
888-423-5436. 

Key points of the POMALYST REMS® program 

Prescriber 

•	 The prescriber enrolls and becomes certified with Celgene for the POMALYST REMS® program 

•	 The prescriber 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 prescriber completes a POMALYST® (pomalidomide) Patient-Physician Agreement Form 
with each patient and sends to Celgene  

•	 The prescriber/patient completes applicable mandatory confidential survey 

•	 The prescriber obtains an authorization number from Celgene and writes it on every prescription,
along with the patient risk category 

•	 The prescriber writes no more than a 4-week (28-day) supply, with no automatic refills or 
telephone prescriptions 

•	 The prescriber sends POMALYST prescription to a certified pharmacy 

Pharmacy 

•	 The pharmacy certifies with Celgene for POMALYST REMS® 

•	 The certified pharmacy must obtain a confirmation number from Celgene before dispensing 
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• The certified pharmacy dispenses POMALYST to patient along with a Medication Guide 

APPEARS THIS WAY ON ORIGINAL
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Prescribing POMALYST® (pomalidomide) under the POMALYST REMS® program 

FEMALES MALES 

Patient Counseling Patient Counseling 

Instruct your patients on why and how they and their Instruct your patients on why and how they and their
partners should prevent pregnancy. Also inform them partners should prevent pregnancy. Also inform them
not to share the drug, not to donate blood, and about not to share the drug, not to donate blood, or sperm,
appropriate contraceptive use. Patient should be and about appropriate contraceptive use. Patients
instructed not to extensively handle or open PO MALYST should be instructed not to extensively handle or open 
capsules POMALYST capsules. 

Pregnancy Tests Only in Females of Reproductive Enrollment 
Potential 

Both you and your patients must understand and
Conduct initial pregnancy test within 10-14 day s. agree to comply with the POMALYST REMS® program, 
Confirm the patient is not pregnant with a second including the pregnancy prevention steps. The
pregnancy test within 24 hours prior to writing an POMALYST® (pomalidomide) Patient-Physician
initial prescription. During treatment, pregnancy Agreement Form must be signed by both patient and
testing should be repeated every 4 weeks if the patient phy sician and faxed to the Celgene Customer Care
has regular menses or is amenorrheic, or every 2 weeks Center at 1-888-432-9325 or generated, signed, and 
if the patient has irregular mens es submitted electronically at 

www.CelgeneRiskManagement.com. If enrolling a
patient online, the system generates an online 
prescription that you should complete and print, signEnrollment 
(include the authorization number and risk category),
and fax to the certified pharmacy Both you and your patients must understand and agree

to comply with the 

POMALYST REMS® program, including the pregnancy 
Complete Mandatory Confidential Survey prevention steps. The POMALYST® (pomalidomi de) 

Patient-Phy sician Agreement Form must be signed by Your male patients will need to complete a brief 
both patient and physician and faxed to the Cel gene survey by phone or online. You will also need to
Customer Care Center at 1-888-432-9325 or generated, complete a mandatory surv ey by phone or online, 
signed, and submitted electronically at after which you will receive an authorization number. 
www.CelgeneRiskManagement.com. If enrolling a You must complete this survey to obtain a new
patient online, the system generates an online authorization number every time a POMALYST
prescription that you should complete and print, sign prescription is written. The initial survey is not 
(include the authorization number and risk category), required for male patients, but they must complete
and fax to the certified pharmacy surveys monthly for subsequent prescriptions 

Complete Mandatory Confidential Survey 

Your female patients need to complete a brief surv ey by
phone or online. You will also need to complete a 
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mandatory survey by phone or online, after which you
will receive an authorization number. You must 
complete this survey to obtain a new authorization
number every time a POMALYST prescription is written.
Female patients of reproductive potential and all female 
children must complete surveys monthly in order to
obtain subsequent prescriptions. Adult female patients
not of reproductive potential must complete surveys
every 6 months 

ALL PATIENTS 

Fax Prescription 

Obtain an authorization number from Celgene and write it on the prescription, along with the patient
risk category, and then fax it to a certified pharmacy. The certified pharmacy will contact patients for 
mandatory counseling and coordinate delivery of POMALYST to them. 
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POMALYST REMS® patient enrollment 

•	 Obtain, review, and complete the POMALYST® (pomalidomide) Patient-Physician Agreement 
Form online by visiting www.CelgeneRiskManagement.c om, accessing the Celgene REMS
mobile app, using the CD-ROM software, or by calling the Celgene Customer Care Center for 
assistance at 1-888-423-5436 

•	 Prescribers who do not have access to a computer, or whose computer systems are not
compatible with the software, will be provided with POMALYST REMS® program materials. For 
additional assistance, please contact the Celgene Customer Care Center or your Celgene 
Hematology Oncology Consultant 

•	 Patient, parent/legal guardian, and/or authorized representative must read the POMALYST® 

(pomalidomide) Patient-Physician Agreement Form in the language of their choice 

Help Ensure Timely P roc essing of Eac h P rescription 

Fill Out Form as Direc ted 

•	 Write only in the designated areas on the POMALYST® (pomalidomide) Patient-Physician
 
Agreement Form
 

•	 The box next to each statement must be marked (with an “X”) to indicate understanding 

•	 The form must be completed and signed by both prescriber and patient 

Instructions f or Female P atients 

•	 For female patients, the prescriber will need to provide information on whether the patient has
been in surgical menopause, chemical menopause, or natural menopause for at least 24 months 

Instruc tions f or Minors 

•	 If the patient is under 18 years of age, his or her legal guardian must read this material, mark 
the statement in each block of the form (with an “X”) and agree to ensure compliance by signing
and dating the form 

Instructions f or Inc ompetent Adult P atients 

•	 For an incompetent adult patient, an authorized representative must sign the POMALYST® 

(pomalidomide) Patient-Physician Agreement Form 
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POMALYST REMS® patient enrollment (c ontinued) 

•	 An authorized representative is a caretaker authorized under applicable state law to 
consent to treatment on the incompetent patient’s behalf 

•	 The authorized representative must read the material, mark the statements, and agree to
ensure compliance by signing and dating the form 

•	 If the authorized representative does not have the power of attorney, a signed and dated 
letter f rom the presc riber, on the presc riber’s letterhead, must be submitted to the 
Celgene Customer Care Center, along with the POMALYST® (pomalidomide) Patient-
P hysician Agreement Form. This letter must contain the following: a statement that the
incompetent patient lacks the capacity to complete the POMALYST® (pomalidomide) Patient-
Physician Agreement Form, including identification of the medical condition causing the
incapacity; the name and address of the authorized representative; the authorized 
representative’s relationship to the patient; and an opinion that the authorized representative
accepts responsibility for the patient’s compliance with the POMALYST REMS® program and is 
authorized to consent to treatment with POMALYST on behalf of the patient 

Send in Completed Forms 

•	 Send the completed POMALYST® (pomalidomide) Patient-Physician Agreement Form online 
through www.CelgeneRiskManagement.c om, the Celgene REMS mobile app, or to the 
Celgene Customer Care Center by faxing to 1-888-432-9325 

•	 You will receive confirmation electronically or via fax to your office once the patient is enrolled 

•	 Once the POMALYST® (pomalidomide) Patient-Physician Agreement Form is received, both 
female patients and prescriber can take their surveys as required. Male patients do not take
initial surveys 

•	 In the event that you do not receive this confirmation within 15 minutes, call the Celgene 
Customer Care Center 

N ote: If therapy with POMALYST is discontinued for 12 consecutive months, the patient must
enroll again in the POMALYST REMS® program. Follow the above procedures to re-enroll the 
patient. 
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Prescription requirements 

All Patients 

•	 Provide comprehensive counseling on the benefits and risks of therapy with POMALYST® 

(pomalidomide) 

•	 Patients must be counseled on the potential risks of birth defects, other side effects, and
important precautions associated with POMALYST 

•	 Provide counseling not to share POMALYST capsules, and not to donate blood during treatment 
(including dose interruptions) and for 4 weeks after receiving their last dose of POMALYST, as 
well as counseling on appropriate contraceptive use, including emergency contraception 

•	 Provide patients with educational materials provided in the POMALYST REMS® Patient Resource 
Pack 

•	 Patients should be instructed to not extensively handle or open POMALYST capsules 

•	 Instruct patients to return unused POMALYST capsules for disposal to Celgene or to their 
POMALYST prescriber, or to the pharmacy that dispensed the POMALYST to them 

Female Patients 

Determine if female patient is of reproductive potential 

Two categories: 

1. Females of Reproductive Potential 
• All females who are menstruating, amenorrheic from previous medical treatments, under 50

years of age, and/or perimenopausal, and do not qualify for the females not of reproductive 
potential category 

2. Females Not of Reproduc tive Potential 
• Females who have been in natural menopause for at least 24 consecutive months, or who 

have had a hysterectomy and/or bilateral oophorectomy, or female children who have not
started menstruating 
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1. Females of Reproduc tive Potential 

P regnanc y test requirements 

•	 Obtain a negative pregnancy test 10 to 14 days prior to writing an initial prescription for 
POMALYST® (pomalidomide) and again within 24 hours prior to writing an initial prescription
for POMALYST even if continuous abstinence is the chosen method of birth control 

o	 The pregnancy test must be sensitive to at least 50 mIU/mL 

o	 Pregnancy testing should occur weekly during the first 4 weeks of use 

Presc ription requirements (c ontinued) 

o	 Pregnancy testing should be repeated every 4 weeks if patient has regular menses or is 
amenorrheic, or every 2 weeks if irregular menses 

o	 If a patient misses her period or if there is any abnormality in menstrual bleeding,
POMALYST should be discontinued immediately. Obtain a pregnancy test and counsel the 
patient 

•	 If pregnanc y does oc c ur during treatment, POMALYST must be immediately disc ontinued.
Any suspected embryo-fetal exposure to POMALYST must be reported immediately to the FDA via 
the MedWatch number at 1-800-FDA-1088 and also to the Celgene Customer Care Center at 1
888-423-5436. The patient should be referred to an obstetrician/gynecologist experienced in 
reproductive toxicity for further evaluation and counseling 

•	 The patient must not breastfeed a baby while being treated with POMALYST 

P atient Counseling on Contrac eption Requirements 

Contraception requirements 

•	 Female patients of reproductive potential must either completely abstain from heterosexual 
sexual contact or must use 2 methods of reliable contraception 

•	 Reliable contraceptive methods include using at the same time at least 1 highly effective method
and at least 1 additional method of birth control every time they have sex with a male 

•	 Reliable contraceptive methods must be started at least 4 weeks before POMALYST® 

(pomalidomide) therapy, during therapy (including dose interruptions), and for at least 4 weeks 
following discontinuation of therapy 
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•	 The patient must confirm that she is currently not pregnant, nor of reproductive potential as she 
has been in natural menopause for at least 24 months, or had a hysterectomy and/or bilateral 
oophorectomy 

•	 The parent or guardian must confirm that a prepubertal female child is not now pregnant, nor is
of reproductive potential as menstruation has not yet begun, and/or the child will not be 
engaging in heterosexual sexual contact for at least 4 weeks before POMALYST® (pomalidomide) 
therapy, during therapy, and for at least 4 weeks after stopping therapy 

Male P atients 

•	 Male patients must be instructed to use a latex or synthetic condom every time they have sexual
intercourse with a female of reproductive potential, even if they have undergone a successful
vasectomy. The risk to the developing baby from the semen of male patients taking POMALYST 
therapy is unknown 

•	 Male patients must be instructed not to donate sperm during treatment (including dose
interruptions) and for 4 weeks after their last dose of POMALYST 
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Initial mandatory confidential survey 

Females 

•	 Instruct the female patient to complete a brief initial mandatory confidential survey by visiting 
www.CelgeneRiskManagement.c om, accessing the Celgene REMS mobile app, or by calling 1
888-423-5436. See page 12 for subsequent prescription requirements 

Males 

•	 Males do not need to take the initial survey 

P resc ribers 

•	 Prescriber will complete a brief mandatory confidential survey by visiting 
www.CelgeneRiskManagement.c om, accessing the Celgene REMS mobile app, or by calling 
the Celgene Customer Care Center at 1-888-423-5436, for every patient before each 
prescription is written. Be prepared to enter some of the following information: 

o	 Prescriber’s identification number 
o	 Patient’s identification number 
o	 Date and result of patient’s pregnancy test(s) (if applicable); valid only for 7 days from 

date of last pregnancy test 
o	 Average daily dose 

o	 Total number of days supply (cannot exceed 28 days) 

•	 An authorization number will be issued upon completion of the survey and must be written 
along with the patient risk category on the prescription. Authorization numbers are valid for 7
days from date of last pregnancy test for females of reproductive potential and 30 days from 
the date it is issued for all other patients. No automatic refills or telephone prescriptions are 
permitted 

Additional Inf ormation f or the Presc riber 

•	 Healthcare provider must send the prescription to a POMALYST REMS® certified pharmacy. To 
locate a certified pharmacy, please visit www.Celgene.c om/P harmacyN etwork 

•	 Prescribe no more than 4 weeks (28 days) of therapy, with no automatic refills 
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Subsequent prescription requirements 

The prescriber must complete a brief mandatory confidential survey to obtain a new authorization 
number every time a prescription for POMALYST® (pomalidomide) is written. 

No automatic refills or telephone prescriptions are permitted. The patient risk category must be 
written on the prescription. 

Female P atients 

•	 Provide counseling as outlined in the “Female patients” section on pages 8-10 

•	 Follow pregnancy test requirements as outlined in the “Pregnancy test requirements” section
on page 8 

•	 Female patients must complete a brief mandatory confidential survey according to the 

following schedule:
 

o	 Before prescription is obtained 

o	 Monthly 
o	 Adult females of reproductive potential 
o	 All female children 

o	 Every 6 months 
o	 Adult females not of reproductive potential 

Male P atients 

•	 Provide patient counseling as outlined in the “Male patients” section on page 10 

•	 Male patients must complete a brief mandatory confidential survey once a month 

o	 Males do not complete an initial survey 
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After the last dose of POMALYST® (pomalidomide) 

After patients have stopped taking POMALYST, they must do the following: 

All Patients 

•	 Must not share POMALYST capsules—especially with females of reproductive potential 

•	 Must return any unused POMALYST capsules for disposal to Celgene or their POMALYST 
prescriber, or to the pharmacy that dispensed the POMALYST to them 

•	 Must not donate blood for 4 weeks after stopping POMALYST 

Female P atients 

•	 Must not get pregnant for at least 4 weeks after stopping POMALYST by using the appropriate 
contraceptives each time engaging in sexual activity with a male 

Male P atients 

•	 Must use a latex or synthetic condom each time when engaging in sexual activity for 4 weeks after
stopping POMALYST, even if they have undergone a successful vasectomy 

•	 Must not donate sperm for 4 weeks after stopping POMALYST 
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Ordering English and non-English materials 

Call Ce lge ne Cus tome r Care Ce nter at 1-888-423-5436 

•	 Materials are available in 16 languages and include: 

o	 POMALYST® (pomalidomide) Patient-Physician Agreement Forms 
o	 Patient Guide to POMALYST REMS® Program 
o	 Mandatory confidential survey forms 

Available languages: 

Arabic French Japanese Portuguese
 

Cambodian German Korean Russian
 

Chinese Greek Laotian Spanish
 

English Italian Polish Vietnamese
 

•	 POMALYST® (pomalidomide) Patient-Physician Agreement Forms, Patient Guide to POMALYST 
REMS® Program, and mandatory confidential survey forms requested will be faxed directly to the 
number you indicate. Please be prepared to provide: 

P resc riber’s: 

Name 

Identification Number 

Full Address 

Fax Number 

P atient’s: 

Name 

Full Address 

Phone Number 

Date of Birth 

Identification Number 

Diagnosis (most recent version of ICD code) 
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Adverse drug experience reporting procedure for healthcare 
professionals 

Celgene is committed to ensuring patient safety through the monitoring of adverse drug experiences
associated with the use of POMALYST® (pomalidomide). 

Please report adverse drug experiences that are suspected to be associated with the use of
POMALYST and any suspected pregnancy occurring during the treatment with POMALYST to Celgene 
using any of the following methods. 

Reporting to Celgene 
•	 Email: drugsafety@celgene.com 
•	 Telephone: 1-908-673-9667 
•	 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, 300 Connell Dr., Suite 

6000, Berkeley Heights, NJ 07922 

Reporting to the FDA 

Adverse drug experiences that are suspected to be associated with the use of POMALYST and any
suspected pregnancy occurring during the treatment with POMALYST may also be reported to the 
FDA MedWatch Reporting System using any of the following methods: 

•	 Online: https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.ht m 
•	 Telephone: 1-800-FDA-1088 
•	 Fax: 1-800-FDA-0178 
•	 Mail to: MedWatch, 5600 Fishers Lane, Rockville, MD 20852-9787 
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[Back Cover] 

For more information about POMALYST® (pomalidomide) and the POMALYST REMS® program, pleas e 
vis it www. Ce lge ne Risk Manageme nt.com, or c all the Celgene Cus tomer Care Center at 

1-888-423-5436. 

Celgene Corporation 

86 Morris Ave 

Summit, NJ 07901 

POMALYST is only available unde r a re stricte d distribution program, POMALYST REMS® . 

Ple ase se e full Pre scribing Information, including Boxed WARNINGS, CONTRAINDICATIONS, 
WARNI NGS AND PRECAUTI ONS, and ADVERSE REACTIONS, e nclose d. 

((Celgene logo)) ((POMALYST REMS® logo))  ((POMALYST logo)) 

P OMALYST ® is a regist ered t rademark of Celgen e Corp o rat io n . P OMALYST REMS® is a t rademark of Celgen e Co rporat io n . 
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((POMALYST REMS® logo)) 

At-A-Glance 

Important inf ormation about P OMALYST® (pomalidomide) and the POMALYST Risk 
Evaluation and Mitigation Strategy (REMS) program 

•	 POMALYST is contraindicated in pregnant females and females capable of becoming pregnant.
Females of reproductive potential may be treated with POMALYST provided adequate 
precautions are taken to avoid pregnancy 

•	 To avoid embryo-fetal exposure, POMALYST is only available under a restricted distribution
program called “POMALYST REMS®” 

•	 Only prescribers and pharmacies certified by the POMALYST REMS® program can prescribe and 
dispense POMALYST to patients who are enrolled and meet all the conditions of the POMALYST
REMS® program 

•	 Information about POMALYST and the POMALYST REMS® program can be obtained by visiting 
www.CelgeneRiskManagement.c om, or calling the Celgene Customer Care Center toll-free at 1
888-423-5436 

For more information about POMALYST and the POMALYST REMS® program, please visit 
www.CelgeneRiskManagement.c om, or call the Celgene Customer Care Center at 1-888-423-5436. 

P lease see f ull Presc ribing Inf ormation, including Boxed WARN IN GS, CON TRAIN DICATIONS, 
WARN IN GS AN D P RECAUTION S, and ADVERSE REACTION S, enclosed. 

((Celgene logo)) ((POMALYST REMS® logo)) ((POMALYST logo)) 
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Initial presc ription (f or all patients unless otherwise noted) 

1. For females of reproductive potential, obtain 2 negative pregnancy tests sensitive to at least 50
 
mIU/mL, even if continuous abstinence is the chosen method of birth control. One test must be

obtained 10 to 14 days and one test within 24 hours prior to writing an initial prescription for
 
POMALYST® (pomalidomide).
 

2. Provide mandatory counseling: no drug sharing, no blood or sperm donation, and appropriate
 
contraceptive use. Patients should be instructed to not extensively handle or open POMALYST

capsules.
 

3. Obtain, review, and complete the POMALYST® (pomalidomide) Patient-Physician Agreement
 
Form online by visiting www.CelgeneRiskManagement.c om, accessing the Celgene REMS
 
mobile app, using the CD-ROM software, or by calling the Celgene Customer Care Center for
 
assistance at 1-888-423-5436.
 
•	 Males ( adults and c hildren) 

•	 Females of reproduc tive potential inc lude all f emales who are menstruating, 
amenorrheic from previous medical treatments, under 50 years of age, and/or 
perimenopausal, and do not qualify for the females not of reproductive potential category 

•	 Females not of reproduc tive potential include females who have been in natural 
menopause f or at least 24 c onsec utive months, or who have had a hysterectomy and/or 
bilateral oophorectomy, or female children who have not started menstruating 

4. Send the completed and signed POMALYST® (pomalidomide) Patient-Physician Agreement Form 
online through www.CelgeneRiskManagement.c om, the Celgene REMS mobile app, or to the 
Celgene Customer Care Center by faxing to 1-888-432-9325. 

5. Instruct female patients to complete a brief initial mandatory confidential survey by visiting 
www.CelgeneRiskManagement.c om, accessing the Celgene REMS mobile app, or by calling 1
888-423-5436, prior to prescriber obtaining an authorization number. 

•	 Males do not need to complete the initial survey 
6.	 Complete a prescriber brief mandatory confidential survey by visiting
 

www.CelgeneRiskManagement.c om, accessing the Celgene REMS mobile app, or calling the 

Celgene Customer Care Center
 
at 1-888-423-5436, for every patient before each prescription is written.
 

•	 You will need to enter the following information: 

–	 Prescriber’s identification number 

–	 Patient’s identification number 

–	 Date and result of patient’s last pregnancy test(s) (if applicable); valid only for 7 days
from date of last pregnancy test 

–	 Average daily dose 

–	 Total number of days supplied (cannot exceed 28 days) 
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7.	 An authorization number will be issued upon completion of the survey and must be written 
along with the patient risk category on the prescription. Authorization numbers are valid for 7
days from date of last pregnancy test for females of reproductive potential and 30 days from the 
date it is issued for all other patients. No automatic refills or telephone prescriptions are 
permitted. 

8. Send the prescription to a certified pharmacy. 
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Subsequent prescriptions (for all patients unless otherwise noted) 

1.	 For females of reproductive potential, obtain scheduled pregnancy tests weekly during 
the first 4 weeks of use; then pregnancy testing should be repeated every 4 weeks in
females with regular menstrual cycles. If menstrual cycles are irregular, the pregnancy 
testing should occur every 2 weeks. 

2.	 Provide mandatory counseling: no drug sharing, no blood or sperm donation, and 
appropriate contraceptive use. Patients should be instructed to not extensively handle
or open POMALYST capsules. 

3.	 Instruct patient to complete a brief mandatory confidential survey as sche dule d, prior 
to prescriber obtaining an authorizatio n number and fillin g the prescription. 

• Monthly: 
– Males (adults and children) 

– Females of reproductive potential (adults and children) 
– Female children not of reproductive potential 

• Every 6 months: 
– Adult females not of reproduc tive potential 

4.	 Complete a prescriber brief mandatory confidential survey by visiting 
www.Ce lge ne RiskManage ment.com, accessing the Celgene REMS mobile app, or 
calling the Celgene Customer Care Center at
1-888-423-5436, for every patient before each prescription is written. 

• You will need to enter the following information: 
–	 Prescriber’s identification number 

–	 Patient’s identification number 

–	 Date and result of patient’s last pregnancy test(s) (if applicable); valid only for 7
days from date of last pregnancy test 

–	 Average daily dose 
–	 Total number of days supplied (cannot exceed 28 days) 

5.	 An authorization number will be issued upon completion of the survey and must be 
written along with the patient risk category on the prescription. Authorization 
numbers are valid for 7 days from date of last pregnancy test for females of 
reproductive potential and 30 days from the date it is issued for all other patients. 
No automatic refills or telephone prescriptions are permitted. 

6.	 Send the prescription to a certified pharmacy. 

POMALYST® is a registered trademar k of Celgene Corporation. POMALYST REMS-® is a tr ademar k of Celgene 
Corporation. 
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[Front] 

((POMALYST REMS® logo)) Prescriber Enrollment Form 

All presc ribers must be c ertif ied to presc ribe POMALYST® (pomalidomide). To become 
c ertif ied the presc riber must: 

1.	 Complete the P resc riber Enrollment Form, whic h is required f or POMALYST REMS®
 

certific ation.
 
2.	 Agree to steps on the f ollowing page that must be f ollowed with every patient. 

To submit this f orm elec tronic ally, please visit www.CelgeneRiskManagement.com or acc ess 
the Celgene mobile app. 

To submit this f orm via f ax, please complete the f ollowing page and f ax it to 
1-888-432-9325. 

P OMALYST is c ontraindic ated in pregnant f emales and f emales c apable of bec oming pregnant. 
Females of reproduc tive potential may be treated with POMALYST provided adequate 
prec autions are taken to avoid pregnanc y. 

P lease review the steps on the following page that must be f ollowed with every patient. 
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P OMALYST is only available under a restric ted distribution program, P OMALYST REMS®. 

((POMALYST logo)) 
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[Back] 

POMALYST REMS® Prescriber Enrollment Form 

When prescribing POMALYST® (pomalidomide), I agree to: 

•	 Provide patient counseling on the benefits and risks of POMALYST therapy, including Boxed 
Warnings 

•	 Submit a completed POMALYST® (pomalidomide) Patient-Physician Agreement Form for each 
new patient 

•	 Provide contraception and emergency contraception counseling with each new prescription prior
to and during POMALYST treatment 

•	 Provide scheduled pregnancy testing for females of reproductive potential and verify negative 
pregnancy test results prior to writing a new prescription or subsequent prescriptions 

•	 Report any pregnancies in female patients or female partners of male patients prescribed 
P OMALYST immediately to Celgene Drug Safety (or Celgene Customer Care Center) 

•	 Complete a mandatory and confidential prescriber survey online or by telephone for all patients 
and obtain a new authorization number for each prescription written. The authorization number 
and patient risk category must be written on each prescription 

•	 Facilitate female patient compliance with an initial mandatory confidential patient survey online 
or by telephone 

•	 Prescribe no more than a 4-week (28-day) supply, with no automatic refills or telephone 
prescriptions 

•	 Contact a POMALYST REMS® certified pharmacy to fill the prescription 

•	 Remind patients to return all POMALYST capsules to Celgene Corporation or their POMALYST
prescriber, or to the pharmacy that dispensed the POMALYST to them 

•	 Return to Celgene all POMALYST capsules that are returned by patients. Shipping fees will be paid
by Celgene Corporation. To arrange returns, call the Celgene Customer Care Center 

• 

•	 Re-enroll patients in the P OMALYST REMS® program if P OMALYST is required and 
previous therapy with P OMALYST has been discontinued for 12 consecutive months 
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P lease f ill out the spaces below c ompletely. 

Prescriber Name __________________________________________________________
 

Degree: MD/DO/PA/NP/Fellow/Medical Resident Specialty _______________________
 

Prescriber Identification Number (eg, DEA Number, Social Security Number, NPI Number, etc.)
 

P lease indic ate which off ic e(s) will receive P OMALYST REMS® materials and updates: 

• Primary Offic e Name____________________________________________________ 

Attention _____________________________________________________________ 

Address_______________________________________________________________ 

City_________________________ State _______________ZIP Code _____________ 

Phone ________________________Ext._________ Fax_________________________ 

Email Address__________________________________________________________ 

• Sec ondary Offic e Name__________________________________________________ 

Attention ______________________________________________________________ 

Address_______________________________________________________________ 

City_________________________ State _______________ZIP Code _____________ 

Phone _______________________Ext.____________ Fax ______________________ 

Email Address__________________________________________________________ 

I understand that if I f ail to c omply with all requirements of the P OMALYST REMS® program, 
my presc riptions f or P OMALYST® (pomalidomide) will not be honored at c ertif ied pharmac ies. 

Prescriber Signature ____________________________Date ______________________ 

Return this f orm to the Celgene Customer Care Center via f ax or mail. 

Mail to: Celgene Customer Care Center, 86 Morris Avenue, Summit, NJ 07901 

Phone: 1-888-423-5436 

Fax: 1-888-432-9325 

www.CelgeneRiskManagement.c om 

48
 

Reference ID: 3921510 

www.CelgeneRiskManagement.c


  

         

          

         

 

 

 

 

 

 

 

 

 

 

  

 

   
 

  

       
      

    
    

          
      

     
   

 

 

 

 

(Celgene logo)) ((POMALYST REMS® logo)) ((POMALYST logo))
 

POMALYST® is a registered trademar k of Celgene Cor por ation. POMALYST REMS® is a tr ademark of Celgene Cor por ation.
 

© 2016 Celgene Cor por ation 6/16 REMS-POM16742
 

POMALYST® (pomalidomide) Patient-Physician Agreement Form 

Adult Female Who Can Get P regnant
 

Please read the following statements carefully. 

Your healthc are provider has presc ribed POMALYST f or you. P OMALYST is available
only through a restric ted distribution program c alled P OMALYST Risk Evaluation
and Mitigation Strategy (REMS). Bef ore taking POMALYST, you must read and agree 
to all of the instruc tions in the P OMALYST REMS® program. 

If you are pregnant or bec ome pregnant while taking P OMALYST, it is important f or
you to know that your unborn baby c an have severe birth def ec ts or even die. 

Blood clots in your arteries (heart attacks and strokes), veins (deep vein thrombosis) and
lungs (pulmonary embolism) can happen if you take POMALYST. 

For more information, please see the POMALYST Medication Guide. 

I NSTR UCTI ONS 
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BAR CODE HERE 

P age 5 of 6 

POMALYST® (pomalidomide) Patient-Physician Agreement Form 

Adult Female Who Can Get P regnant
 

Sec tion 3. Authorization to Start Treatment 

I have read the information on this form or it has been read aloud to me in the language of
my choice. I understand that if I do not follow all of the instructions regarding the 
POMALYST REMS® program, I will not be able to receive POMALYST. I also understand that
the information I provide on this form and as part of the surveys I will complete during 
treatment will be known by the manufacturer of POMALYST and the Food and Drug
Administration (FDA). 

I agree that the presc riber has fully explained to the patient the nature, purpose, and 
risks of the treatment described above, espec ially the potential risks to females who 
c an get pregnant. The prescriber has asked the patient if she has any questions 
regarding her treatment with P OMALYST (inc luding appropriate birth c ontrol 
methods) and has answered those questions to the patient’s and presc riber’s mutual 
satisfac tion. Both patient and prescriber certify that they will c omply with all of their 
obligations and responsibilities as described under the POMALYST REMS® program. 
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P age 1 of 6 

P 

OMALYST® (pomalidomide) Patient-Physician Agreement Form 

Female Child Who Can Get Pregnant
 

Please read the following statements carefully. Mark the box (with an “X”) if you agree with the statement. 
Please do not mark or write outside of designated areas. 

Sec tion 1. Pa tien t Agreemen t 

I understand and c onf irm that: 

 POMALYST can cause severe birth defects or death to the unborn baby if my child is pregnant or 
becomes pregnant during treatment 

 My child is not pregnant and will not get pregnant while being treated with POMALYST 
 It is possible for my child to get pregnant if: 

•	 She has her period (is menstruating) or has shown any sign of puberty, or 

•	 Her period has stopped because of treatment 

•	 And she has sex with a male 
 Not having sex is the only birth control method that is 100% effective 
 My child is not breastfeeding and will not breastfeed while being treated with POMALYST 
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• While taking POMALYST 

• During breaks (dose interruptions) 

• For at least 4 weeks after stopping POMALYST 

BAR CODE HERE 

P age 3 of 6
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P age 6 of 6 

POMALYST® (pomalidomide) Patient-Physician Agreement Form 

Female Child Who Can Not Get Pregnant
 

Please read the following statements carefully. 

Your healthcare provider has presc ribed POMALYST f or your c hild.* P OMALYST is available only 
through a restric ted distribution program c alled the P OMALYST Risk Evaluation and Mitigation 
Strategy (REMS). Bef ore taking POMALYST, patients must read and agree to all of the 
instruc tions in the POMALYST REMS® program. 

Any unborn baby of a girl taking P OMALYST c an have severe birth def ec ts or even die. 

Blood clots in your arteries (heart attacks and strokes), veins (deep vein thrombosis) and lungs 
(pulmonary embolism) can happen if you take POMALYST. 

For more information, please see the POMALYST Medication Guide. 

I NSTR UCTI ONS 

Before your child starts treatment with POMALYST, you will need to: 

1. Complete sections 1 and 2 of this form and sign and date on page 5. 

2. Read the POMALYST REMS® materials contained in the Patient Resourc e P ac k. 
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age 2 of 

POMALYST® (pomalidomide) Patient-Physician Agreement Form 

Female Child Who Can Not Get Pregnant
 

I will tell my child that: 

 We will complete the mandatory confidential monthly survey while my child is taking
POMALYST 

 We will keep my child’s POMALYST prescription out of the reach of other children 
 We will return any unused POMALYST capsules for disposal to Celgene by calling 

1-888-423-5436. Celgene will pay for the shipping costs. I understand that Celgene cannot give 
me a refund for the capsules my child did not take. Unused POMALYST capsules can also be 
returned to my child’s POMALYST prescriber, or to the pharmacy that dispensed the POMALYST 
to my child 

 She must not share her POMALYST capsules with anyone even if they have symptoms 
like hers 

 She must not donate blood while taking POMALYST (including dose interruptions) and for 4 
weeks after stopping POMALYST 

BAR CODE HERE
 

78
 

Reference ID: 3921510 







  

        

 

 

 

   

 

P OMALYST ® is a regist ered t rademark of Celgene Corporat ion. P OMALYST REMS® is a t rademark of Celgene Corporat ion. 

BAR CODE HERE 
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P age 5 of 6 

POMALYST® (pomalidomide) Patient-Physician Agreement Form 

Adult Male
 

Sec tion 3. Authorization to Start Treatment 

I have read the information on this form or it has been read aloud to me in the language of my choice.
I understand that if I do not follow all of the instructions regarding the POMALYST REMS® program, I 
will not be able to receive POMALYST. I also understand that the information I provide on this form
and as part of the surveys I will complete during treatment will be known by the manufacturer of 
POMALYST and the Food and Drug Administration (FDA). 

I agree that the presc riber has f ully explained to the patient the nature, purpose, and risks of the 
treatment desc ribed above, espec ially the potential risks to f emales who c an get pregnant. The 
prescriber has asked the patient if he has any questions regarding his treatment with 
P OMAL YST (inc luding appropriate birth c ontrol methods) and has answered those questions to 
the patient’s and presc riber’s mutual satisf action. Both patient and presc riber certify that they 
will c omply with all of their obligations and responsibilities as desc ribed under the P OMALYST 
REMS® program. 
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POMALYST® (pomalidomide) Patient-Physician Agreement Form 

Male Child
 

Please read the following statements carefully. 

Your healthcare provider has presc ribed POMALYST f or your c hild.* P OMALYST is available only 
through a restricted distribution program called the POMALYST Risk Evaluation and Mitigation 
Strategy (REMS). Bef ore taking POMALYST, patients must read and agree to all of the instruc tions 
in the POMALYST REMS® program. 

If a female your c hild has sex with is pregnant or bec omes pregnant by your c hild while he is 
taking P OMALYST, it is important to know that the unborn baby c an have severe birth def ec ts or 
even die. 

Blood clots in your arteries (heart attacks and strokes), veins (deep vein thrombosis) and lungs 
(pulmonary embolism) can happen if you take POMALYST. 

For more information, please see the POMALYST Medication Guide. 

INSTRUCTIONS 

Before your child starts treatment with POMALYST, you will need to: 

1. Complete sections 1 and 2 of this form and sign and date on page 6. 

2. Read the POMALYST REMS® materials contained in the Patient Resourc e P ac k. 

3. Keep a copy of this form for your records. 

For more information, visit www.CelgeneRiskManagement.com, or call the Celgene Customer Care 
Center at 1-888-423-5436. 

*Throughout this form, the word child includes any child of whom you are the parent or guardian. 

BAR CODE HERE 
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Page 6 of 6 

[Ho 
using Unit Front Cover Flap] 

((POMALYST REMS® logo)) 

POMALYST Risk Evaluation and Mitigation Strategy (REMS) program education 
and prescribing safety kit 

[Housing Unit Front Cover] 

Risks of POMALYST® (pomalidomide) 

•	 POMALYST is similar to the medicine thalidomide (THALOMID®). Thalidomide can cause severe life-
threatening birth defects. If POMALYST is used during pregnancy, it can cause birth defects or embryo-
fetal death. POMALYST must not be used by pregnant females and females who are able to get pregnant. 
Females who are able to get pregnant must avoid pregnancy while taking POMALYST 

•	 Blood clots in your arteries (heart attacks and strokes), veins (deep vein thrombosis) and lungs
(pulmonary embolism) can happen if you take POMALYST 

POMALYST, in combination with dexamethasone, is indicated for patients with multiple myeloma who have 
received at least two prior therapies including lenalidomide and a proteasome inhibitor and have 
demonstrated disease progression on or within 60 days of completion of the last therapy. 

((POMALYST logo)) 
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[Housing Unit Spine] 

POMALYST Risk Evaluation and Mitigation Strategy (REMS) program education 
and prescribing safety kit 
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[Housing Unit Back Cover] 

((POMALYST REMS® logo)) 

Prescriber quick reference guide 
1.	 The prescriber provides comprehensive counseling. 

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

3.	 The prescriber completes POMALYST® (pomalidomide) Patient-Physician Agreement Form with each 
patient and sends to Celgene. 

4.	 Female patients complete initial mandatory confidential survey by: 

•	 Visiting www.CelgeneRiskManagement.c om 
•	 Accessing the Celgene REMS mobile app 
•	 Calling Celgene Customer Care Center at 1-888-423-5436 

Male patients do not need to complete the initial survey. 

All patients must complete subsequent mandatory confidential surveys as outlined in the Prescriber 
Guide to POMALYST REMS® Program. 

5.	 The prescriber completes mandatory confidential survey and receives authorization number by: 

•	 Visiting www.CelgeneRiskManagement.c om 
•	 Accessing the Celgene REMS mobile app 
•	 Calling Celgene Customer Care Center at 1-888-423-5436 

6.	 The prescriber writes POMALYST prescription and includes authorization number and patient risk 
category. 

7.	 The prescriber sends prescription to certified pharmacy. 

This flow sheet should be used only as a quick reference and only after reviewing all of the POMALYST
REMS® procedures. 

P OMALYST is only available under a restric ted distribution program, P OMALYST REMS®. 

P lease see f ull Presc ribing Inf ormation, including Boxed WARN IN GS, CON TRAIN DICATIONS, 
WARN IN GS AN D P RECAUTION S, and ADVERSE REACTION S, enc losed. 

((Celgene logo)) ((POMALYST REMS® logo)) ((POMALYST logo)) 

108 

Reference ID: 3921510 

www.CelgeneRiskManagement.c
www.CelgeneRiskManagement.c


  

           

               

POMALYST ® is a r egist er ed tr ademar k of Celgene Corporation. POMALYST REMS® is a trademar k of Celgene Cor por ation. 

© 2016 Celgene Corporation 6/16 REMS-POM16744 
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Dear Prescriber: 

Enclose d are y our POMALYST REMS® program education materials 

Celgene Corporation is pleased to provide you with the enclosed materials for use in the 
POMALYST REMS® program. 

Important Information about the POMALYST REMS® program 

• To avoid embryo-fetal exposure, POMALYST® (pomalidomide) is only available under a 
restricted distribution program called “POMALYST REMS®” 

• Pomalidomide is contraindicated in pregnant females and females capable of becoming 
pregnant. Females of reproductive potential may be treated with pomalidomide provided 
adequate precautions are taken to avoid pregnancy 

• Male Patients: Clinical data has demonstrated the presence of pomalidomide in human 
semen. Male patients taking POMALYST should not donate sperm. Males receiving 
POMALYST must always use a latex or synthetic condom during any sexual contact with 
females of reproductive potential even if they have undergone a successful vasectomy 

• Only prescribers and pharmacies certified with POMALYST REMS® can prescribe and 
dispense POMALYST to patients who are enrolled and meet all the conditions of the 
POMALYST REMS® program 

As a prescriber certified with the POMALYST REMS® program, please review and familiarize 
yourself with the contents of the enclosed POMALYST REMS® Kit: 

Pre scribe r M ate rials Patie nt M ate rials 

• POMALYST REMS® software and 
(Patie nt Re source Pack) 

Installation Guide • Patient Guide to POMALYST REMS® 

• Prescriber Guide to POMALYST REMS® Program 
Program • Emergency Contraception Brochure 
• POMALYST Full Prescribing Information • MEDICATION GUIDE 
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To order additional Patient Resource Packs, or if you have any questions about using the 
enclosed software, please call the Celgene Customer Care Center at 
1-888-423-5436. 

Sincerely, 

Jerome B. Zeldis, MD, PhD 

Chief Medical Officer 

Enclosures 

Risks of POM ALYST® (pomalidomide) 

•	 POMALYST is similar to the medicine thalidomide (THALOMID®). Thalidomide can 
cause severe life-threatening birth defects. If POMALYST is used during pregnancy, it 
can cause birth defects or embryo-fetal death. POMALYST must not be used by 
pregnant females and females who are able to get pregnant. Females who are able to 
get pregnant must avoid pregnancy while taking POMALYST 

•	 Blood clots in your arteries (heart attacks and strokes), veins (deep vein thrombosis) and 
lungs (pulmonary embolism) can happen if you take POMALYST 

POMALYST, in combination with dexamethasone, is indicated for patients with multiple 
myeloma who have received at least two prior therapies including lenalidomide and a 
proteasome inhibitor and have demonstrated disease progression on or within 60 days of 
completion of the last therapy. 
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Ple ase see full Prescribing Information, including Boxed WARNINGS, 
CONTRAINDICATIONS, WARNINGS AND PRECAUTIONS, and ADVERSE REACTIONS, 
e nclosed. 

((Celgene logo)) ((POMALYST REMS® logo)) ((POMALYST logo)) 

POMALYST® is a registered trademark of Celgene Corporation. POMALYST REMS® is a 
trademark of Celgene Corporation. 

© 2016 Celgene Corporation 6/16 REMS-POM16743 
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Pharmacy Guide to 
((POMALYST REMS® logo)) 

Risk Evaluation and Mitigation Strategy (REMS) Program 

Important information about POMALYST® (pomalidomide) and the 
POMALYST REMS® program 

•	 POMALYST is contraindicated in pregnant females and females capable of becoming 
pregnant. Females of reproductive potential may be treated with POMALYST provided
adequate precautions are taken to avoid pregnancy 

•	 To avoid embryo-fetal exposure, POMALYST is only available under a restricted distribution
program called “POMALYST REMS®” 

•	 Only prescribers and pharmacists certified with the POMALYST REMS® program can 
prescribe and dispense the product to patients who are enrolled and meet all the conditions
of the POMALYST REMS® program 

•	 Dispensing pharmacists must be educated on the POMALYST REMS® program and on
 
dispensing procedures for POMALYST
 

•	 Information about POMALYST and the POMALYST REMS® program can be obtained by 
visiting www.CelgeneRiskManagement.com, or calling the Celgene Customer Care Center 
toll-free at 1-888-423-5436 

((POMALYST logo)) 
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Guidelines for ordering, counseling, and dispensing POMALYST® (pomalidomide) 
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Guidelines for ordering, counseling, and dispens ing POMALYST® 

(pomalidomide) 

Dispensing pharmacies must be certified in the POMALYST REMS® program with Celgene and must 
be educated in the following dispensing procedures. 

Step 1. Review inc oming P OMALYST presc riptions 

A.	 Only accept prescriptions with an authorization number and patient risk category written on 
them.  
•	 Authorization numbers are valid for 7 days from the date of last pregnancy test for female 

patients of reproductive potential and 30 days from the date it is issued for all other
patients. No automatic refills or telephone prescriptions are permitted 

•	 Faxed prescriptions are permissible depending on state laws 

B. 	 Make sure the prescription is signed and dated. 

C.	 Confirm the prescription is written for a 4-week (28-day) supply or less. 

D.	 For subsequent prescriptions, verify there are 7 days or less remaining of therapy on the 
existing prescription. 

Step 2. Counsel patient 

A.	 Make sure a certified POMALYST REMS® counselor counsels the patient. 

B.	 Complete the corresponding section (based on the patient risk category) of the Education and 
Counseling Checklist and ensure the form is signed and dated. Ensure the appropriate boxes are 
checked off. Retain a copy of the checklist and record of the associated prescription. 

C.	 If the patient mentions adverse drug experiences that are suspected to be associated with the 
use of POMALYST and any suspected pregnancy occurring during the treatment with
POMALYST, make sure to document these experiences using acceptable documentation as 
noted on the checklist. 

•	 Ac c eptable doc umentation examples: 

1.	 Celgene Adverse Drug Event form and fax confirmation 
2.	 Pharmacy log 
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D.	 Report adverse drug experiences that are suspected to be associated with the use of POMALYST 
to Celgene Drug Safety within 24 hours. See the Adverse Drug Experience Reporting Procedure 
on page 7 for more information. 

Step 3. Obtain c onf irmation number f rom Celgene Customer Care 

A.	 Prior to each prescription, contact Celgene Customer Care at 1-888-423-5436, available 24 
hours a day, 7 days a week. Eligible pharmacies may also use the Celgene REMS Pharmacy 
Portal at www.CelgeneREMSP harmac yP ortal.c om. Call your Celgene Account Manager to see 
if your pharmacy is eligible. 
•	 Enter the pharmacy NABP number or DEA number 
•	 Enter the authorization number written on the prescription 
•	 Enter the number of capsules and milligram strength being dispensed 

B.	 Write the confirmation number and the date of receipt on the prescription. The confirmation 
number is only valid for 24 hours. 

C.	 If you do not obtain a confirmation number, do not dispense POMALYST. 

Step 4. Dispensing 

A.	 No Refills. A new prescription is required for each dispense. Dispense subsequent 
presc riptions only if there are 7 days or less remaining of therapy on the existing 
presc ription. 

B.	 Ensure the confirmation number has not expired, ie, dispense within 24 hours from 
confirmation number receipt. If more than 24 hours have elapsed, Do N ot Dispense. You must 
call Celgene Customer Care at 1-888-423-5436 to cancel the first confirmation number and 
obtain a new confirmation number. For female patients of reproductive potential, ship the same
day or hand to the patient within 24 hours. 

C.	 Dispense each prescription with a Medication Guide and maintain a record on acceptable 
documentation. 

•	 Ac c eptable documentation examples:
1.	 Signed Education and Counseling Checklist (if counseling pharmacist and 

dispensing pharmacist are the same) 
2.	 Pharmacy log 

D.	 Document the dispense date and maintain a record on acceptable documentation. 
•	 Ac c eptable documentation examples:

1.	 Shipping receipt 
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2.	 Pharmacy dispensing log 
E.	 Dispense no more than a 4-week (28-day) supply. A new prescription is required for each

dispense. No automatic refills or telephone prescriptions are permitted. 

F. 	 A signature is required for all shipping and dispense if picked up by patient. 

Step 5. P erf orm drug ac c ountability 

A.	 Pharmacy shall keep an inventory log for POMALYST, by strength, reflecting its on-hand 
inventory at all times. 

B.	 Do not transfer POMALYST to another pharmacy without prior authorization from Celgene. 

C.	 Accept unused POMALYST (previously dispensed) from a patient or patient caregiver and 
return the capsules to Celgene for proper disposal. 
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POMALYST Risk Evaluation and Mitigation Strategy (REMS) Education 
and Counseling Checklist for Pharmacies 

Ensure yo ur patients kno w the risks 

Before you are able to fill a prescription for POMALYST® (pomalidomide), a checklist for each
patient must be completed based on the patient risk category (written on the front of the Patient
Prescription Form). When completing the checklist, be sure all the appropriate boxes are checked
off ([]) and the form is signed and dated. All boxes and spaces must be marked or filled in during
counseling with the patient for every prescription. Retain a copy of the checklist and record of the 
associated prescription. 

Be prepared to provide the following information for each checklist: 

((IMAGE OF CHECKLIST)) 

Authorization Number Confirmation Number Confirmation Date 

Pharmacy Name Pharmacy Address (including City, State, ZIP Code) 

Counselor Name Work Phone Number Extension 

Patient Name Patient Date of Birth 
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Rules for dispensing and shipping 

Making sure before you release POMALYST 

DO NOT DISPENSE OR SHIP POMALYST TO A PATIENT UNLESS ALL THE FOLLOWING ARE 
DONE: 

•	 Prescription has an authorization number and patient risk category written on it 

•	 You have obtained a confirmation number and a confirmation date 

•	 You are shipping the product within 24 hours of obtaining the confirmation number and
requesting confirmation of receipt. For females of reproductive potential, the product must 
be shipped the same day the confirmation number is obtained 

•	 The Medication Guide is included with the prescription 

•	 You confirm the prescription is no more than a 4-week (28-day) supply and there are 7 days
or less remaining on the existing POMALYST prescription 

For further information about POMALYST, please refer to the full Prescribing Information, 
enclosed. 
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Adverse drug experience reporting procedure for healthcare 
professionals 

Celgene is committed to ensuring patient safety through the monitoring of adverse drug 
experiences associated with the use of POMALYST® (pomalidomide). 

Please report adverse drug experiences that are suspected to be associated with the use of
POMALYST and any suspected pregnancy occurring during the treatment with POMALYST to 
Celgene using any of the following methods. 

REPORTING TO CELGENE 

•	 Email: drugsafety@celgene.com 

•	 Telephone: 1-908-673-9667 

•	 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, 300 Connell Dr., Suite 
6000, Berkeley Heights, NJ 07922 

REPORTING TO THE FDA 

Adverse drug experiences that are suspected to be associated with the use of POMALYST and any 
suspected pregnancy occurring during the treatment with POMALYST may also be reported to the 
FDA MedWatch Reporting System using any of the following methods: 

•	 Online at: 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 
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[Back Cover] 

For more information about POMALYST® (pomalidomide) and the POMALYST REMS® program, 
please visit www.CelgeneRiskManagement.c om, or call the Celgene Customer Care Center at 1
888-423-5436. 

Celgene Corporation 
86 Morris Ave 
Summit, NJ 07901 

P OMALYST is only available under a restric ted distribution program, POMALYST REMS®. 

P lease see f ull Presc ribing Inf ormation, inc luding Boxed WARN IN GS, CON TRAIN DICATIONS, 
WARN IN GS AN D P RECAUTION S, and ADVERSE REACTION S, enc losed. 

((Celgene logo)) ((POMALYST REMS® logo)) ((POMALYST logo)) 

POMALYST® is a registered trademar k of Celgene Corporation. POMALYST REMS® is a tr ademark of Celgene Cor por ation. 

 2016 Celgene Corporation 6/16 REMS-POM16751 
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((POMALYST REMS® logo)) 

Education and Counseling Checklist for Pharmacies 

POMALYST Risk Evaluation and Mitigation Strategy (REMS) program 
education and prescribing safety 

Authorization No.: Confirmation No.: Confirmation Date: 

Pharmacy Name: 

Pharmacy Address: 

Counselor Name: Work Phone: Ext.: 

Patient Name: Date of Birth: 

Risk Category: 

Checklist for female patients of reproductive potential 

 I will make sure that patients are aware that they will receive the Medication Guide along with 
their prescription 

I COUNSELED ADULTS AND CHILDREN ON: 

 Potential embryo-fetal toxicity 

 Not taking POMALYST® (pomalidomide) if pregnant or breastfeeding 
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 Using at the same time at least 1 highly effective method—tubal ligation, IUD, hormonal (birth 
controls pills, hormonal patches, injections, vaginal rings, or implants), or partner’s
vasectomy—and at least 1 additional effective method of birth control—male latex or synthetic 
condom, diaphragm, or cervical cap—every time they have sex with a male, or abstaining from
sex with a male 

 Continuing to use at the same time at least 1 highly effective method and at least 1 additional 
effective method of birth control beginning at least 4 weeks before taking POMALYST, while 
taking POMALYST, during dose interruptions, and for at least 4 weeks after stopping 
POMALYST every time they have sex with a male, or abstaining from sex with a male 

 Unacceptable methods of birth control are progesterone-only “mini-pills”, IUD Progesterone 
T, female condoms, natural family planning (rhythm method) or breastfeeding, fertility 
awareness, withdrawal, and cervical shield (A cervical shield should not be confused with a 
cervical cap, which is an effective secondary form of contraception). 

 Obtaining a pregnancy test—performed by their healthcare provider—weekly during the first 4 
weeks of use. Thereafter, pregnancy testing should be repeated every 4 weeks during the rest of 
their treatment in females with regular menstrual cycles or no cycle at all. If menstrual cycles
are irregular, the pregnancy testing should occur every 2 weeks 
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 The need to stop taking POMALYST right away in the event of becoming pregnant, or if they 
think for any reason they may be pregnant, and to call their healthcare provider immediately 

 Possible side effects include deep vein thrombosis, pulmonary embolism, myocardial infarction 
and stroke 

 

 Not sharing POMALYST capsules with anyone—especially with females who can get pregnant 

 Not donating blood while taking POMALYST (including dose interruptions) and for 4 weeks after 
stopping POMALYST 

 Not breaking, chewing, or opening POMALYST capsules 

 Instructions on POMALYST dose and administration 

Milligram (mg) Strength_______ Number of Capsules Dispensed______________ 

FEMALE CHILDREN (<18 YEARS OF AGE): 

 Parent or legal guardian must have read the POMALYST REMS® education material and agreed to 
ensure compliance 

Checklist for female patients not of reproductive potential (natural 
menopause for at least 24 consecutive months, a hysterectomy, and/or 
bilateral oophorectomy) 

 I will make sure that patients are aware that they will receive the Medication Guide along with 
their prescription 

I COUNSELED ADULTS AND CHILDREN ON: 

 Possible side effects include deep vein thrombosis, pulmonary embolism, myocardial infarction 
and stroke 

 

 Not sharing POMALYST capsules with anyone—especially with females who can get pregnant 
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 Not donating blood while taking POMALYST (including dose interruptions) and for 4 weeks after 
stopping POMALYST 

 Not breaking, chewing, or opening POMALYST capsules 

 Instructions on POMALYST dose and administration 

Milligram (mg) Strength_________ Number of Capsules Dispensed_________ 

FEMALE CHILDREN (<18 YEARS OF AGE): 

 Parent or legal guardian must have read the POMALYST REMS® education material and agreed 
to ensure compliance 

 Parent or legal guardian must inform the child’s healthcare provider when the child begins 
menses 

Checklist for male patients 
 I will make sure that patients are aware that they will receive the Medication Guide along with 
their prescription 

I COUN SELED ADULTS AND CHILDREN ON: 

 Potential embryo-fetal toxicity and contraception (wearing a latex or synthetic condom every 
time when engaging in sexual intercourse with a female who can get pregnant, even if the patient
has had a successful vasectomy) 

 Female partners of males taking POMALYST® (pomalidomide) must call their healthcare 
provider right away if they get pregnant 

 Possible side effects include deep vein thrombosis, pulmonary embolism, myocardial infarction 
and stroke 
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 Not sharing POMALYST capsules with anyone—especially with females who can get pregnant 

 Not donating blood or sperm while taking POMALYST (including dose interruptions) and for 4 
weeks after stopping POMALYST 

 Not breaking, chewing, or opening POMALYST capsules 

 Instructions on POMALYST dose and administration
 

Milligram (mg) Strength_______ Numbers of Capsules Dispensed_____________
 

MALE CHILDREN (<18 YEARS OF AGE): 

 Parent or legal guardian must have read the POMALYST REMS® education material and agreed 
to ensure compliance 

All boxes and spac es must be marked or f illed in during c ounseling with the patient f or every 
presc ription. 

Counselor Signature: ________________________ Date: _______________ 

For more information about POMALYST and the POMALYST REMS® program, please visit 
www.CelgeneRiskManagement.c om, or call the Celgene Customer Care Center at 1-888-423
5436. 

Celgene Corporation 

86 Morris Ave 

Summit, NJ 07901 
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P OMALYST is only available under a restric ted distribution program, P OMALYST REMS®. 

P lease see f ull Presc ribing Inf ormation, inc luding Boxed WARN IN GS, CON TRAIN DICATIONS, 
WARN IN GS AN D P RECAUTION S, and ADVERSE REACTION S, enc losed. 

((Celgene logo)) ((PO MALYST REMS® logo))  ((PO MALYST logo)) 

P OMALYST ® is a regist ered t rademark of Celgen e Corp o rat io n . P OMALYST REMS® is a t rademark of Celgen e Co rporat io n . 

© 2016 Celgene Cor por at ion 6/16 REMS-POM16749 
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Questions for POMALYST REMS® Pharmacy Certification Quiz 

1.	 Authorization numbers for females of reproductive potential are valid for up to _____ days: 
(Mandator y Question) 

a.	 7 days 
b.	 10 days 
c.	 14 days 
d.	 28 days 

2.	 It is not necessary to obtain a confirmation number to dispense. (Mandator y Question) 
a.	 True 
b.	 False 

3.	 Celgene REMS programs are mandated to avoid embryo-fetal exposure and to inform
prescribers, patients, and pharmacists on the serious risks and safe-use conditions for each 
treatment. (Mandatory Question) 

a.	 True 
b.	 False 

4.	 It is not required to retain the prescription with the authorization and confirmation numbers
for each filled prescription. It is not necessary to complete the Education and Counseling 
Checklist. 

a.	 True 
b.	 False 

5.	 According to the package insert’s boxed warnings and warnings and precautions, deep venous 
thrombosis, pulmonary embolism, myocardial infarction and stroke have been reported in
patients receiving POMALYST (Mandator y Question) 

a.	 True 
b.	 False 

6.	 POMALYST can cause serious birth defects. (Mandatory Question) 
a.	 True 
b.	 False 

7.	 What pregnancy precautions are required for a female of reproductive potential with respect to
heterosexual sexual contact? 

a.	 Must use at the same time at least 1 highly ef f ective method and at least 1 
additional eff ec tive method of birth c ontrol every time she has sex with a 
male, beginning at least 4 weeks bef ore therapy, during therapy (inc luding 
dose interruptions), and f or at least 4 weeks af ter stopping therapy 

b.	 Abstain from having any heterosexual sexual contact only while taking therapy 
c.	 After stopping therapy it is okay to get pregnant at any time  
d.	 Use 2 forms of birth control 2 weeks before taking therapy 

8.	 What precautions are required for a male with respect to sexual contact with his female partner 
of reproductive potential? 

a.	 Use of a latex or synthetic c ondom every time he has sexual interc ourse with a 
female of reproductive potential during therapy (inc luding dose 
interruptions) and f or 4 weeks af ter stopping therapy, even if he has 
undergone a suc c essf ul vasectomy 
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b.	 Abstain from having any sexual contact with a females of reproductive potential 
only while taking therapy 

c.	 Use latex or synthetic condoms while taking therapy. No precautions are necessary 
once treatment has stopped 

d.	 Males taking therapy who have had a vasectomy do not need to use latex or 
synthetic condoms 

9.	 For all Celgene REMS programs, female patients of reproductive potential must have a negative 
pregnancy test: (Mandatory Question) 

a.	 Prior to initial prescription 
b.	 Prior to subsequent prescription 
c.	 Prior to initial prescription and prior to subsequent prescription 
d.	 None of these 

10. Adverse drug experiences that are suspected to be associated with the use of therapy, and any 
suspected pregnancy occurring during treatment, must be reported to Celgene. (Mandator y 
Question) 

a.	 True 
b.	 False 

11. The Medication Guide must be provided every time POMALYST is dispensed. (Mandator y 
Question) 

a.	 True 
b.	 False 

12. A certified Celgene REMS pharmacy cannot dispense more than a _______supply of POMALYST. 
a.	 28 day 
b.	 3 month 
c.	 2 week 
d.	 1 year 

13. Authorization numbers for patient risk categories other than females of reproductive potential 
are valid for up to _______ days. (Mandatory Question) 

a.	 30 days 
b.	 10 days 
c.	 7 days 
d.	 28 days

14. A male patient can donate sperm at any time during therapy. 
a.	 True 
b.	 False 

REMS-POM16782 
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((POMALYST REMS® logo)) 

Patient Resource Pack 

POMALYST Risk Evaluation and Mitigation Strategy (REMS) program 

The P atient Resourc e P ac k c ontains: 

• Patient Guide to POMALYST REMS® Program 

• Emergency Contraception Brochure 

• Medication Guide 

P OMALYST is only available under a restric ted distribution program, P OMALYST REMS®. 

P lease see f ull Presc ribing Inf ormation, inc luding Boxed WARN IN GS, CON TRAIN DICATIONS, 
WARN IN GS AN D P RECAUTION S, ADVERSE REACTION S, and Medication Guide, enc losed. 

((Celgene logo)) ((POMALYST logo)) 
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POMALYST ® is a r egist er ed tr ademar k of Celgene Corporation. POMALYST REMS® is a tr ademar k of Celgene Cor por at ion. 

2016 Celgene Cor por ation 6/16 REMS-POM16746 
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Patient Guide to 

((Pomalyst REMS® logo)) 

Risk Evaluation and Mitigation Strategy (REMS) Program 

This guide provides you important information about: 

•	 The risks of POMALYST® (pomalidomide) 

o	 Birth defects (deformed babies) or death of an unborn baby 

o	 Blood clots in your arteries (heart attacks and strokes), veins (deep vein 
thrombosis) and lungs (pulmonary embolism) can happen if you take 
POMALYST 

•	 The POMALYST REMS® Program 

o	 What females who can get pregnant need to know 

 Birth control options 

o	 What females who can not get pregnant need to know 

o	 What males need to know 

((POMALYST logo)) 
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Risks of POMALYST® (pomalidomide) 

POMALYST is similar to the medicine thalidomide (THALOMID®). Thalidomide can cause severe 
life-threatening birth defects. If POMALYST is used during pregnancy, it can cause birth defects or 
death to unborn babies. POMALYST must not be used by pregnant females and females who are 
able to get pregnant. Females who are able to get pregnant must avoid pregnancy while taking 
POMALYST. 

Blood clots in your arteries (heart attacks and strokes), veins (deep vein thrombosis) and lungs 
(pulmonary embolism) can happen if you take POMALYST. 

What is the POMALYST REMS® program? 

To avoid serious risks to unborn babies, POMALYST is only available under a restricted distribution
program called the “POMALYST Risk Evaluation and Mitigation Strategy (REMS).” Only certified 
prescribers can prescribe POMALYST and only certified pharmacies can dispense POMALYST. In 
order to receive POMALYST, patients must be enrolled in the POMALYST REMS® program and 
agree to follow the requirements. 

For more information about POMALYST and the POMALYST REMS® program, please visit 
www.CelgeneRiskManagement.com, or call the Celgene Customer Care Center toll-free at 1-888
423-5436. 
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How to receive your first prescription for
 

POMALYST® (pomalidomide)
 

For Females:
 

Counseling 

Your healthcare provider will counsel you on why and how you and your partner should 
prevent pregnancy. Your healthcare provider will also inform you not to share the drug, not
to donate blood, and about appropriate contraceptive use. You should be instructed not to 
extensively handle or open POMALYST capsules 

P regnanc y Test #1 

If you can get pregnant, you must take an initial pregnancy test within 10-14 days before 
getting a POMALYST prescription 

P regnanc y Test #2 

If you can get pregnant, you must take a second pregnancy test within 24 hours before 
getting a POMALYST prescription 

Enrollment 

You and your healthcare provider will then complete and submit the POMALYST® Patient-
Physician Agreement Form 

Complete Mandatory Conf idential Survey 

You and your healthcare provider will each complete a survey. Visit 
www.CelgeneRiskManagement.c om or call 1-888-423-5436 and press 1 to take your 
survey 

P resc ription 

Your healthcare provider will send your prescription to a certified pharmacy 

P harmac y Call 

The certified pharmacy will contact you to provide counseling on the serious risks and safe-
use conditions of POMALYST before you receive your prescription. They will also coordinate 
delivery of POMALYST to you 

Rec eive POMALYST 

POMALYST will be shipped with a Medication Guide to the address you provide. A signature 
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will be required to receive this shipment 

For each of your following prescriptions, pregnanc y tests will be required depending on 
your ability to get pregnant. For spec if ic pregnanc y test requirements, please refer to page 
10 of this guide. For f ull detailed inf ormation about the P OMALYST REMS® program 
requirements, please visit www.CelgeneRiskManagement.c om or review the P atient Guide to 
P OMALYST REMS® Program. 
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How to receive your first prescription for
 

Counseling 

Your healthcare provider will counsel you on why and how you and your partner should 
prevent pregnancy. Your healthcare provider will also inform you not to share the drug, not
to donate blood or sperm, and about appropriate contraceptive use. You should be 
instructed not to handle or open POMALYST® (pomalidomide) capsules 

Enrollment 

You and your healthcare provider will then complete and submit the POMALYST® Patient-
Physician Agreement Form 

Complete Mandatory Conf idential Survey 

You will not have to take a survey for your first 

prescription, but will have to for the following ones. Visit 
www.CelgeneRiskManagement.c om or call 1-888-423-5436 and press 1 to take your 
survey 

Presc ription 

Your doctor will send your prescription to a certified pharmacy 

P harmac y Call 

The certified pharmacy will contact you to provide counseling on the serious risks and safe-
use conditions of POMALYST before you receive your prescription. They will also coordinate 
delivery of POMALYST to you 

Rec eive P OMALYST 

POMALYST will be shipped with a Medication Guide to the address you provide. A signature 
will be required to receive this shipment 

POMALYST® (pomalidomide) 

For Males: 

For each of your following prescriptions, you will need to follow a similar process. For 
f ull detailed inf ormation about the P OMALYST REMS® program requirements, please 
visit www.CelgeneRiskManagement.c om or review the P atient Guide to P OMALYST 
REMS® P rogram. 
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What do all patients need to know about the POMALYST REMS® program? 

General guidelines 

•	 This medicine is only for you. Do not share it with anyone even if they have symptoms like 
yours. It may harm them and can cause birth defects 

•	 POMALYST® (pomalidomide) must be kept out of the reach of children 

•	 Do not open or unnecessarily handle POMALYST capsules 

•	 Keep POMALYST in a cool, dry place 

•	 Do not donate blood while you are taking POMALYST, during breaks (dose interruptions),
and for 4 weeks after stopping POMALYST 

•	 Unused POMALYST capsules should be returned for disposal to Celgene by calling 
1-888-423-5436, or to your POMALYST prescriber, or to the pharmacy that dispensed the 
POMALYST to you 
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What do females who can get pregnant need to know about the 
POMALYST REMS® program? 

A. Bef ore taking POMALYST® (pomalidomide) 

•	 You must sign the POMALYST® (pomalidomide) Patient-Physician Agreement Form that says
you understand that POMALYST should not be used during pregnancy, and that you agree 
not to become pregnant while taking POMALYST 

•	 If there is any chance that you can get pregnant, you must agree to use at the same time at 
least 1 highly effective method and at least 1 additional effective method of birth control 
every time you have sex with a male starting at least 4 weeks bef ore taking POMALYST 

•	 Your healthcare provider must give you a pregnancy test 10 to 14 days before you receive 
your first prescription for POMALYST, and again within 24 hours before you receive your
first prescription for POMALYST. If you are pregnant, you cannot take POMALYST 

•	 You will have pregnancy tests before starting POMALYST and while taking POMALYST, even 
if you agree not to have sex with a male 

•	 Before your healthcare provider can write your prescription for POMALYST, you must take
part in a mandatory confidential survey. The survey will make sure that you understand and 
can follow information designed to prevent serious risks to unborn babies 
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•	 Progesterone-only “mini-pills” 

•	 IUD Progesterone T 

•	 Female condoms 

•	 Natural family planning (rhythm method) or breastfeeding 

•	 Fertility awareness 

•	 Withdrawal 

•	 Cervical shield* 

4.  Take pregnanc y tests 

•	 You must have a pregnancy test performed by your healthcare provider 10 to 14 days
before receiving your first prescription for POMALYST® (pomalidomide) and again within
24 hours before receiving your first prescription for POMALYST. Both pregnancy tests must 
have a negative result 

*A cervical shield should not be confused with a cervical cap, which is an effective secondary form of contraception. 

What do f emales who c an get pregnant need to know about the P OMALYST REMS® program? 
(c ontinued) 

B. While taking P OMALYST® ( pomalidomide) 

•	 If you are able to get pregnant, you must continue (including during breaks [dose 
interruptions]) to use at the same at least 1 highly effective method and at least 1 additional 
effective method of birth control every time you have sex with a male 

•	 Remember, not having sex is the only method of birth c ontrol that is 100% eff ec tive 

•	 You must talk to your healthcare provider before changing any birth control methods you 
have already agreed to use 

•	 You will have a pregnancy test performed by your healthcare provider: 

o	 Every week during the first 4 weeks of treatment, then 

o	 Every 4 weeks if your menstrual cycles are regular, or 

o	 Every 2 weeks if your cycles are irregular 
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o	 If you miss your period or have unusual menstrual bleeding, or 

o	 If your medication is not dispensed within 7 days of taking the pregnancy test 

•	 If you had sex with a male without using birth control or if you think your birth control has
failed, stop taking POMALYST® (pomalidomide) immediately and call your healthcare 
provider right away. Your healthcare provider will discuss your options, which may include 
emergency birth control. Do not wait until your next appointment to tell your healthcare 
provider if you miss your menstrual period or if you think you may be pregnant 

•	 If you get pregnant, or think you may be pregnant, you must immediately stop taking 
POMALYST . Contac t your healthc are provider immediately to disc uss your pregnancy. If you do 
not have an obstetric ian, your healthc are provider w ill refer you to one for c are and counseling. 
If your healthcare provider is not available, call the Celgene Customer Care Center at 1
888-423-5436 

•	 You must not breastfeed a baby while you are taking POMALYST 

•	 In order to continue receiving POMALYST, you must take part in a mandatory confidential 
survey every month. You must also continue to discuss your treatment with your POMALYST
REMS® healthcare provider. To take the survey, please visit 
www.CelgeneRiskManagement.com, access the Celgene REMS mobile app, or call the 
Celgene Customer Care Center at 1-888-423-5436 
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C. Af ter you have stopped taking P OMALYST® (pomalidomide) 

•	 You must continue to use at the same time at least 1 highly effective method and at least 1 
additional effective method of birth control every time you have sex with a male: 

o	 For at least 4 weeks after stopping POMALYST, or 

o	 Do not have any sex with a male for 4 weeks after stopping POMALYST 

See also “General guidelines” on page 5 for requirements for all patients. 

What do females who can not get pregnant need to know about the 
POMALYST REMS® program? 

A.	 Before taking P OMALYST® (pomalidomide) 

•	 You must sign the POMALYST® (pomalidomide) Patient-Physician Agreement Form that says 
you are currently not pregnant and are not able to get pregnant. This means that: 

o	 You have been in natural menopause for at least 2 years, or 

o	 You have had both ovaries and/or uterus removed 

•	 For females who have not started their period (menstruation) and are under the age of 18, a 
parent or legal guardian must sign the POMALYST® (pomalidomide) Patient-Physician 
Agreement Form that says the patient is not pregnant, is not able to get pregnant, and/or will
not be having sex with a male for at least 4 weeks before starting POMALYST 

•	 Before your healthcare provider can write your prescription for POMALYST, you must take 
part in a mandatory confidential survey. The survey will make sure that you understand and
can follow information designed to prevent serious risks to unborn babies 

•	 Before dispensing POMALYST® (pomalidomide), your POMALYST REMS® certified pharmacy 
will contact you to discuss treatment 

B.	 While taking POMALYST 

•	 In order to continue receiving POMALYST, you must take part in a mandatory confidential
survey every six months. You must also continue to discuss your treatment with your 
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POMALYST REMS® healthcare provider. To take the survey, please visit 
www.CelgeneRiskManagement.com, access the Celgene REMS mobile app, or call the 
Celgene Customer Care Center at 1-888-423-5436 

See also “General guidelines” on page 5 for requirements for all patients. 
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What do males need to know about the POMALYST REMS® program? 

•	 You must use a latex or synthetic condom every time you have sex with a female who is able 
to get pregnant, even if you have had a successful vasectomy (tying of the tubes to prevent 
the passing of sperm) 

A.	  Bef ore taking POMALYST® (pomalidomide) 

•	 You must sign the POMALYST® (pomalidomide) Patient-Physician Agreement Form. You
must agree that while taking POMALYST you will use a latex or synthetic condom every time 
you have sex with a female who is pregnant or who is able to get pregnant, even if you have 
had a successful vasectomy (tying of the tubes to prevent the passing of sperm) 

•	 Before dispensing POMALYST, your POMALYST REMS® certified pharmacy will contact you 
to discuss treatment 

B.	  While taking P OMALYST 

•	 You must use a latex or synthetic condom every time (including during breaks [dose 
interruptions]) you have sex with a female who is pregnant or who is able to get pregnant, 
even if you have had a successful vasectomy (tying of the tubes to prevent the passing of
sperm) 

•	 Remember, not having sex is the only method of birth control that is 100% ef f ective 

•	 You must tell your healthcare provider right away if you had sex with a female without using
a latex or synthetic condom, or if you think for any reason that your partner may be 
pregnant, or if your partner is pregnant. If your healthcare provider is not available, call the 
Celgene Customer Care Center at 1-888-423-5436. You must not donate sperm while taking 
POMALYST® (pomalidomide) (including during breaks [dose interruptions]) 

•	 In order to continue receiving POMALYST, you must take part in a mandatory confidential 
survey every month. You must also continue to discuss your treatment with your POMALYST 
REMS® healthcare provider. To take the survey, please visit 
www.CelgeneRiskManagement.c om, access the Celgene REMS mobile app, or call the 
Celgene Customer Care Center at 1-888-423-5436 

C.  Af ter you have stopped taking POMALYST 

•	 For 4 weeks after receiving your last dose of POMALYST, you must use a latex or synthetic
condom every time you have sex with a female who is pregnant or who is able to get 
pregnant, even if you have had a successful vasectomy (tying of the tubes to prevent the 
passing of sperm) 

•	 You must not donate sperm for 4 weeks after stopping POMALYST 

See also “General guidelines” on page 5 for requirements for all patients. 
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Mandatory confidential patient surveys 

As a patient who is enrolled in the POMALYST REMS® program for POMALYST® (pomalidomide), 
you will need to complete a brief mandatory confidential survey as outlined below. 

Adult f emales who c an get pregnant 

•	 Initial survey before first prescription 

•	 Monthly 

Adult f emales who c an not get pregnant 

•	 Initial survey before first prescription 

•	 Every six months 

Female c hildren 

•	 Initial survey before first prescription 

•	 Monthly 

Males 

•	 No initial survey 

•	 Monthly 

Mandatory confidential survey process 

•	 When your healthcare provider tells you to take the survey, go to the patient Mandatory 
Confidential Survey section of www.CelgeneRiskManagement.c om, the Celgene REMS 
mobile app, or call the Celgene Customer Care Center at 1-888-423-5436 

•	 Be prepared with your patient identification number 

•	 After completing your survey, your healthcare provider will also complete a survey. Your
healthcare provider will then receive authorization to write your prescription 

•	 The prescription will be sent to a POMALYST REMS® certified pharmacy. The POMALYST 
REMS® certified pharmacy will contact you to discuss your POMALYST® (pomalidomide)
therapy. You will not receive your medication until you speak with the POMALYST REMS® 

certified pharmacy 
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• For more information, contact the Celgene Customer Care Center at 1-888-423-5436 

APPEARS THIS WAY ON ORIGINAL

149
 

Reference ID: 3921510 



  

   

 

 

     
   

    

 

 

      
      

 

    
  

 

 

   
    

         
    

      
      

  

Warning to patients taking POMALYST® (pomalidomide) 

Attention females: 

Do not take POMALYST if you are pregnant, if you are breastfeeding, or if you are able to get 
pregnant and are not using at the same time at least 1 highly effective method and at least 1 
additional effective method of birth control every time you have sex with a male. 

Attention males: 

You must use a latex or synthetic condom every time you have sex with a female who is pregnant 
or who is able to get pregnant, even if you have had a successful vasectomy (tying of the tubes to
prevent the passing of sperm). 

You must not donate sperm while taking POMALYST, during breaks (dose interruptions), and for 4 
weeks after stopping POMALYST. 

Attention all patients: 

You must not donate blood while taking POMALYST® (pomalidomide), during breaks (dose 
interruptions), and for 4 weeks after stopping POMALYST. 

This medicine is only for you. Do not share it with anyone even if they have symptoms like yours. 
It may harm them and can cause birth defects. 

POMALYST must be kept out of the reach of children. Return any unused POMALYST capsules for 
disposal to Celgene by calling 1-888-423-5436, or to your POMALYST prescriber, or to the
pharmacy that dispensed the POMALYST to you. 
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[Back Cover] 

For more information about POMALYST® (pomalidomide) and the POMALYST REMS® program, 
please visit www.CelgeneRiskManagement.c om, or call the Celgene Customer Care Center at 1
888-423-5436. 

Celgene Corporation 

86 Morris Ave 

Summit, NJ 07901 

P OMALYST is only available under a restric ted distribution program, P OMALYST REMS®. 

P lease see f ull Presc ribing Inf ormation, inc luding Boxed WARN IN GS, CON TRAIN DICATIONS, 
WARN IN GS AN D P RECAUTIO N S, ADVERSE REACTION S, and Medic ation Guide, enc losed. 

((Celgene logo))               ((PO MALYST REMS® logo)) ((POMALYST logo)) 

POMALYST® is a registered trademar k of Celgene Corporation. POMALYST REMS® is a tr ademark of Celgene Cor por ation. 

© 2016 Celgene Corporation 6/16 REMS-POM16747 
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Ce lge ne logo REMS Patient Survey Reminder
 

Patie nt Name Date Survey Available ____________________ 


Doctor’s Office Contact and Phone #________________________________________ 

Produc t Pharmacy Name__________________________ 

Telepho ne Survey OR Website and Mo bile App Survey
 

From a touchtone 
phone dial 1-888 -423-543 6 

Para es panol, oprime el 
numero dos 

to identify that you are a patient 

to take a s urvey 

Enter your 9-digit patient 
identification number (the number 
you provided during the enrollment 
process – for example your Social 

Security Number). 

From the menu provided, select the drug that you 
have been prescribed 

Your survey will then begin. Please answer all of the 
questions. Confirmation that the survey has been 
completed will be provided at the end of your survey. 

© 2014 Cel gene Corporati on 10/14 Reference ID: 3921510 

Access the internet and type in the website address 

www.Ce lge ne Risk Management.com or download 
the Celgene REMS mobile app for your iPad. You can 
find the Celgene REMS mobile app by using the search 
term Celgene in iTunes for iPad only. 

You are not required to have a User Name or Password 
to complete a survey. To take your survey, left click your 
mouse on the button 

You will be asked for the following information. Please 
enter the information exactly as it was provided during 
your enrollment process 

After entering the information above, clickSurvey questions will be displayed 1 per page. Please be sure 
to complete the survey in its entirety. A summary page 
displaying your survey answers will be displayed at the end of 
your survey. Upon completion, send the survey to Celgene by 
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Ce lge neRiskManagement.com 

Login Page 
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Home Page (after prescriber logon)
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POMALYST REMS® module 
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www.POMALYSTREMS.c om Web site 
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----------------------------------------------------

This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

BARRY W MILLER 
04/22/2016 
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