
 

 

 

   

  

   
 

 
 
 

  

 

 

 
 

  

    

    

       
 

   

  

     
        

     
  

       
 

     
    

       
      

   
        

     

Initial REMS Approval 08/2010 

Most Recent Modification 04/2016 

THALOMID ® (thalidomide)
 
NDA # 020785
 

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 THALOMID risk evaluation and mitigation strategy are as follows: 

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

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

2. REMS ELEMENTS 

2.1. Elements to Assure Safe Use 

2.1.1. He althcare provide rs who pre s cribe THALOM ID are s pecially ce rtifie d.
Celgene will ensure that healthcare providers who prescribe THALOMID are specially certified in the 
THALOMID REMS® program. THALOMID® (thalidomide) is available only through a restricted distribut io n 
program, THALOMID 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 THALOMID 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 (P P AF) 
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 acknowledges that they understand that THALOMID is available 
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only through the THALOMID 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 THALOMID 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 
THALOMID 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 authorizatio n 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 THALOMID 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 THALOMID REMS® program to fill the THALOMID 

prescription. 

j.	 Return all unused THALOMID brought in by patients to Celgene Customer Care. 

k.	 Re-enroll patients in the THALOMID REMS® program if THALOMID is required and previous 
therapy with THALOMID has been discontinued for 12 consecutive months. 

Celgene will: 

1. Ensure that the THALOMID REMS® program materials including prescriber enrollment are available 
on the CelgeneRiskManagement.com website or can be obtained by contacting Celgene Customer Care 
Center at 1-888-423-543 6 

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

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

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

6.	 Institute corrective action and prevent the certified prescriber from prescribing THALOMID if the 
prescriber is found to be non-compliant with the THALOMID REMS® program. 

7.	 Train THALOMID REMS® program certified prescribers in adverse experience reporting procedures, 
including the requirement to immediately report to Celgene any suspected embryo-fetal exposure to 
THALOMID 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 THALOMID prescription (for all 
males, the P P AF is considered the initial survey). The authorization number is written on the 
THALOMID 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 THALOMID 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 Administration) 

•	 Prescriber Guide to THALOMID REMS® P rogram 

•	 THALOMID REMS® At-A-Glance 

•	 Welcome Letter 

•	 Celgene Risk Management.com website 

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

Celgene will ensure that THALOMID is only dispensed from THALOMID REMS® program certified 
pharmacies. To become a THALOMID REMS® program certified pharmacy, the pharmacy must agree to do the 
following before filling a THALOMID prescription: 

a.	 Only accept prescriptions with a prescription authorization number. Authorizatio n 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 THALOMID. 

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

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

1.	 Enter the pharmacy identification number (NABP or DEA);
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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 THALOMID within 24 hours of obtaining and recording the 

THALOMID REMS® confirmation number and confirmation date. 

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

f.	 Accept unused THALOMID (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 THALOMID 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 THALOMID 
treatment. 

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

1.	   The benefits and risks of THALOMID therapy. 
2.	 Not sharing THALOMID medication. 
3.	 Not donating blood while taking THALOMID, during dose interruptions , and for 4 weeks 

after stopping THALOMID. 
4.	 Not to break, chew, or open THALOMID capsules. 
5.	 Instructions on THALOMID dose and administration. 
6.	 To read the THALOMID 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 followin g : 

1.	 The potential for embryo-fetal toxicity with exposure to THALOMID. 
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 THALOMID 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 THALOMID use, then a 

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

5.	 The need to stop taking THALOMID and notify their THALOMID 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 THALOMID 
treatment about the potential for embryo-fetal toxicity with exposure to THALOMID 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 THALOMID has had a successful vasectomy. 
1.	 The need to not donate sperm while taking THALOMID, during dose interruptions, and 

for 4 weeks after stopping THALOMID. 
d.	 Counsel the Pare nt or le gal guardian of Fe male Child NOT of re productive pote ntial 

who is receiving THALOMID treatment about the need to inform their THALOMID 
prescriber when the child begins menses. 
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Before a certified pharmacy dispenses THALOMID, Celgene will train the appropriate pharmacy staff: 

1.	 About the THALOMID 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 THALOMID if a 
pregnancy occurs. 

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

•	 P harmacy Guide to the THALOMID REMS® P rogram 

•	 Education and Counseling Checklist for P harmacies 

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

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

2.1.3.	 Ce lge ne will e ns ure that THALOMID will only be dis pe ns ed to patie nts enrolle d in the 
THALOMID 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 THALOMID 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 (1-888-432-932 5), email (customercare@celgene.com) or 
online (www.celgeneriskmanagement.com) for each patient who receives THALOMID. 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 THALOMID; 

ii.	 THALOMID must not be shared with anyone, even someone with similar symptoms; 

iii.	 THALOMID 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 THALOMID, including dose interruptions, and for 
4 weeks after stopping THALOMID; 

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

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

b.	 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 THALOMID to Celgene or their THALOMID prescriber, or to the 
pharmacy that dispensed the THALOMID to them; 

ii.	 agreeing to participate in a monthly (telephone or online) survey while on THALOMID (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 THALOMID 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. 
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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 
THALOMID therapy and for at least 4 weeks after completely stopping THALOMID therapy; 

b.	 must not take THALOMID 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 THALOMID, while receiving THALOMID, during dose interruptions, and for at least 4 
weeks after stopping THALOMID; 

d.	 will have pregnancy testing done as ordered by the certified prescriber within 10 to 14 days and 24 
hours prior to starting THALOMID, every week for at least the first 4 weeks of THALOMID 
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 Potential has irregular menstrual cycles, 
while receiving THALOMID; 

e.	 will immediately stop taking THALOMID 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. 

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 THALOMID treatment, during dose interruptions, and for 4 weeks after the male patient 
stops taking THALOMID, 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 
THALOMID. 

The following appended materials are part of the REMS: 

•	 Patient-P hysician Agreement Form for Adult Male 

•	 Patient-P hysician Agreement Form for Male Child 

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

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

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

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

•	 P atient Guide to THALOMID REMS® P rogram 

•	 Emergency Contraception Brochure 

•	 P atient Survey Reminder Card 
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•	 THALOMID Risk Evaluation and Mitigation Strategy (REMS) P rogram Education and P rescribing 
Safety Kit 

•	 THALOMID REMS® P atient Resource P ack Envelope 

2.1.4.	 Fe male patie nts or fe male partne rs of male patie nts re ce iving THALOM ID who re port a 
pre gnancy that occurre d during THALOM ID the rapy will be e nrolle d in the THALOM ID 
Pre gnancy Expos ure Re gistry. The re gistry will colle ct the following information: 

Upon receiving a report of pregnancy from the THALOMID 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 THALOMID into the 
THALOMID 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 THALOMID 
and to understand why the THALOMID REMS® program was unsuccessful. 

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 THALOMID REMS® program 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 
THALOMID. If a certified pharmacy is found to be non-compliant with the THALOMID REMS® 

program, Celgene will institute corrective action and may de-activate pharmacies for which re
training has proven ineffective, removing them from the THALOMID REMS® program. 

b.	 Celgene will perform regular audits of contract pharmacies participating in the THALOMID 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 THALOMID 
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 

THALOMID REMS® program and distribution and dispensing of THALOMID. 


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 THALOMID 
P regnancy Exposure Registry and to understand why the THALOMID REMS ® program was 
unsuccessful for the pregnancy case in question. 
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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 ion of the REMS. 

2.3. Timetable fo r Submissio n 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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How to Fill a THALOMID® (thalidomide) 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 THALOMID REMS® (formerly known as the S.T.E.P.S.® program) authorization number 

5. HCP provides authorization number on patient prescription form 

6. HCP faxes form, including prescription, to one of the Celgene Certified Pharmacy Network participants (see below) 

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

8. Certified pharmacy conducts patient education 

9. Certified pharmacy obtains confirmation number 

10. Certified pharmacy ships THALOMID to patient with MEDICATION GUIDE 

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

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

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

© 2016 Celgene Corporation 6/16 REMS-THA16765 
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THALOMID® (thalidomide) Patient Prescription Form – Veterans Administration (VA) ONLY
 
Today’s Date Date Rx Needed 

Patient Last Name Patient First Name 

Phone Number (_ ) 

Shipping Address 

City State Zip 

Date of Birth Patient ID# 

Language Preference: □English □Spanish 
□Other__________________ 

Best Time to Call Patient: □AM □PM______________ 

Patient Diagnosis 

Patient Allergies 

Other Current Medications 

VA Pharmacy Information (Fill out entirely) 

VA Name 
Address 

City State Zip 

VA Pharmacist Name 

Phone # _________Fax # 

McKesson Specialty Distribution Account # 

S hipping I nformation 

Check below for direct delivery to patient. If any information 
is omitted, product will be shipped to the VA Pharmacy. 

□ Patient Name 

Address 

City State 
Zip 

Phone 

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

Prescriber Name 

State License Number 

Prescriber Phone Number (__ ) ____________Ext. 

Fax Number ( ) 

Prescriber Address 

City State Zip 

Patient Type From PPAF (Check one) 

□Adult Female – NOT of Reproductive  Potential 

□Adult Female – Reproductive Potential 

□Adult Male 

□Female Child – Not of Reproductive Potential 

□Female Child – Reproductive Potential 

□Male Child 

TAPE PRESCRIPTION HERE PRIOR TO FAXING 
REFERRAL, OR COMPLETE THE FOLLOWING:

Recommended S tarting Dose: See below for dosage 

Multiple Myelom a: The recommended starting dose of THALOMID is 200 mg/day  orally 
w ith w ater for a 28-day  treatment cy cle. Dosing is continued or modified based upon 
clinical and laboratory  findings. 

Erythem a Nodosum Leprosum: The recommended starting dose of THALOMID is 100 
to 300 mg/day  w ith w ater for an episode of cutaneous ENL. Up to 400 mg/day  for sev ere 
cutaneous ENL. Dosing is continued or modified based upon clinical and laboratory 
findings. 

THALOMID 

Dose Quantity Directions 

□ 50 m g 

□ 100 m g 

□ 150 m g 

□ 200 m g 

□D i spense as Wr i tten □Substitution Perm itted 

NO REFILLS ALLOWED (Maxim um Quantity = 28 days) 

Prescriber Signature Date 

Authorization # Date 

(To be filled in by healthcare prov ider) 

Pharm acy Confirm ation # Date 

(To be filled in by  pharmacy ) 
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How to Fill a THALOMID®(thalido mide )
 
Pre scription in the Ve te rans Administrat io n (VA)
 

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

2. HCP complet es survey 

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

4 . HCP obtains T HA LOMID REMS® (formerly k nown as the S.T .E.P.S. ® program) authorization number 

5. HCP provides authorization number on patient prescription form 

6. HCP sends prescription to the V A Pharmacy 

T he following informat ion must be filled in: 

• Rx m u st in clude M cKesson Sp ecialty Distribution a ccount n umber 

• Rx m u st in clude VA a ddress (Name, Street, City, State, Z IP) 

• Rx m u st in clude VA Pharmacist c onta ct info rmation (Name, Phone
 
and Fax #)
 

7. V A Pharmacist fax es the form, including prescription, to: 

T he T HA LOMID REM S® c ertified On cologyRx Care Advanta ge Sp e c ialty a t 1-85 5 -637-9 4 46 

8. HCP advises patient that a representati ve from T HA LOMID REMS® certified pharmacy will be in contact 

9. T he T HA LOMID REMS® certified OncologyRx Care A dvantage Pharmacist conducts patient education 

1 0. T he T HALOMID REMS® certified OncologyRx Care A dvantage 
Pharmacist obtains confirmat ion number 

1 1 . T he T HALOMID REMS® certified OncologyRx Care A dvantage 
Pharmacist ships T HA LOMID to the V A Pharmacy or directly to the patient 
with MEDICA T ION GUIDE 

1 2. V A Pharmacist gives T HA LOMID to V A patient with MEDICA T ION GUIDE 

THALOMID REMS® Ve te rans Administrat io n (VA) Pharmacy 
OncologyRx Care Advantage 
Phone: 1-855-637-9433 Fax : 1-855-637 -9446 

Information about T HA LOMID and the T HA LOMID REMS® program can be obtained by calling the Celgene Customer Care Center toll-free at 1-888-423-5436, 
or at w w w.Cel geneRiskMan agemen t.com. 

T HA LOMID® is a registered trademark of Celgene Corporation. T HA LOMID REMS® is a trademark of Celgene Corporation. 
© 2016 Celgene Corporation 6/16 REMS-T HA 16767 
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Pre scribe r Guide to 

((THALOMID REMS® logo)) 

Risk Evaluation and Mitigation Strate gy (REMS) Program 

A known terato gen, THALOMID® (thalidomide) is appro ved for marketing only 
under a restricted distribution program appro ved by the Fo od and Drug 
Administratio n. This pro gram is called the THALOMID Risk Evaluatio n and 
Mitigatio n Strategy (REMS) program (fo rmerly kno wn as the S.T.E.P.S.® 

pro gram). 

This guide c ontains important information for presc ribers about: 

•	 The risks of THALOMID, inc luding a boxed w arning for 

o	 Embryo-fetal toxic ity 

o	 Venous thromboembolism (deep venous thrombosis [DVT] and pulmonary embolism 
[PE]) 

•	 The THALOMID REMS® program 

o	 Presc riber Certific ation 

o	 Patient Enrollment 

o	 Contrac eptive Requirements and Counseling for Patients 

o	 Initial and Subsequent Prescription Requirements 

THALOMI D REMS® Re s ource s for Pre scribe rs I nclude : 

•	 Presc riber Guide to T HALOMID REMS® Program 

•	 CD-ROM, inc luding Patient-Physic ian Agreement Form and Patient Presc ription Form Software and 
Installation Instruc tions 

•	 Full Presc ribing Information for THALOMID 

((THALOMID logo)) 
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Abo ut THALOMID® (thalidomide) 

THALOMID in c ombination w ith dexamethasone is indic ated for the treatment of patients w ith new ly 
diagnosed multiple myeloma (MM). 

THALOMID is indic ated for the ac ute treatment of the c utaneous manifestations of moderate to severe 
erythema nodosum leprosum (ENL). 

THALOMID is not indic ated as monotherapy for suc h ENL treatment in the presenc e of moderate to severe 
neuritis. 

THALOMID is also indic ated as maintenanc e therapy for prevention and suppression of the c utaneous 
manifes tations of ENL rec urrenc e. 

Risks o f THALOMID 

THALOMID has a Bo xed Warning fo r embryo -fetal to xicity and venous 
thro mboembolism (deep veno us thro mbosis [DVT] and pulmo nary embo lism 
[PE]). 

A k nown te ratoge n, THALOMID is c ontraindic ated in pregnant females or females c apable of bec oming 
pregnant. Females of reproduc tive potential may be treated w ith THALOMID if they take adequate 
prec autions to avoid pregnanc y. 

The us e of THALOMI D in MM re s ults in an increas ed ris k of venous thromboembolism, s uch as de ep 
ve nous thrombosis and pulmonary embolism. This risk inc reases signific antly w hen THALOMID is used 
in c ombination w ith standard c hemotherapeutic agents inc luding dexamethasone. Patients and physic ians 
should be observant for the signs and symptoms of thromboembolism. Instruct patients to seek medic al c are if 
they develop symptoms such as shortness of breath, chest pain, or arm or leg sw elling. Consider 
thromboprophylaxis based on an assessment of individual patients’ underlying risk fac tors. 
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The THALOMID REMS® pro gram 

To avoid embryo-fetal exposure, THALOMID® (thalidomide) is only available under a restric ted distribution 
program c alled “THALOMID Risk Evaluation and Mitigation Strategy (REMS).” Only c ertified presc ribers 
c an presc ribe THALOMID and only c ertified pharmac ies c an dispense THALOMID in the THALOMID 
REMS® program. 

In order to rec eive THALOMID, all patients must be enrolled in THALOMID REMS® and agree to c omply 
w ith the requirements of the THALOMID REMS® program. Information about THALOMID and the 
THALOMID REMS® program c an be obtained by visiting www.Ce lge ne RiskManage ment.com, ac cessing 
the Celgene REMS mobile app, or c alling the Celgene Cus tomer Care Center toll-free at 1-888-423-5436. 

Key po ints o f the THALOMID REMS® pro gram 

Pre s cribe r 

•	 The presc riber enrolls and bec omes c ertified w ith Celgene for the THALOMID REMS® program 

•	 The presc riber c ounsels patient on benefits and risks of THALOMID 

•	 The presc riber provides c ontraception and emergenc y contraception c ounseling 

•	 The presc riber verifies negative pregnanc y test for all female patients of reproduc tive potential 

•	 T he pres c riber c ompletes a THALOMID® (thalidomide) Patient-Physic ian Agreement Form w ith eac h 

patient and sends to Celgene 

•	 The presc riber/patient c ompletes applic able mandatory c onfidential survey 

•	 The presc riber obtains an authorization number from Celgene and w rites it on every presc ription, along 

w ith the patient risk c ategory 

•	 The presc riber w rites no more than a 4-week (28-day) supply, w ith no automatic refills or telephone 
presc riptions 

•	 The presc riber sends THALOMID presc ription to c ertified pharmac y 

Pharmacy 

•	 The pharmac y c ertifies w ith Celgene for T HALOMID REMS® 

•	 The c ertified pharmac y must obtain a c onfirmation number from Celgene before dispensing 

•	 The c ertified pharmac y dispenses THALOMID to patient along w ith a Medic ation Guide 
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Pre s cribing THALOM ID® (thalidomide ) unde r the THALOM ID REM S® program 

FEMALES MALES 

Patient Couns eling Patient Couns eling 
Ins truct your patients on why and how they and their partners Ins truct your patients on why and how they and their 
s hould prevent pregnancy. Als o inform them not to s hare the partners s hould prevent pregnancy. Also inform them 
drug, not to donate blood, and about appropriate contraceptive not to s hare the drug, not to donate blood or s perm, and 
us e. Patient s hould be ins tructed not to extensively handle or about appropriate contraceptive use. Patients s hould be 
open THALOMID capsules ins tructed not to extensively handle or open 

THA LOMID caps ules. 
Pregnancy Tes ts Only in Females of Reproductive 
Potential Enrollment 

Conduct initial pregnancy test within 10-14 days . Confirm the Both you and your patients must understand and agree 

patient is not pregnant with a s econd pregnancy test within 24 to comply with the THA LOMID REMS® program, 

hours prior to writing an initial pres cription. During including the pregnancy prevention s teps. The 

treatment, pregnancy testing s hould be repeated every 4 weeks THA LOMID® (thalidomid e) Patien t-Physician 

if the patient has regular mens es or is amenorrheic, or every 2 Agreement Form mus t be s igned by both p atient and 

weeks if the patient has irregular mens es phys ician and faxed to the Celgene Cus tomer Care 
Center at 1-888-432 -932 5 or generated, s igned, and 

Enrollment s ubmitted electronically at 

Both you and your patients must understand and agree to www.CelgeneRis k Management.com. If enrolling a 

comply with the THA LOMID REMS® program, including the patient online, the s ystem generates an online 

pregnancy prevention s teps. Th e THALOMID® (thalid omide) pres cription that you should complete and print, s ign 

Patient-Physician Agreement Form mus t be s igned by both (include the authorization number and ris k category), 

patient and physician and faxed to the Celgene Customer Care and fax to the certified pharmacy 

Center at 1-888-432-932 5 or generated, s igned, and s ubmitted 
electronically at www.CelgeneRis kManagement.com. If 
enrolling a patient online, the s ystem generates an online 
pres cription that you should complete and print, s ign (include 
the authorization number and ris k category), and fax to the 
certified pharmacy 

Complete Mandatory Confidential S urvey 
Your male patients will need to complete a b rief s u rvey 
by phone or online. You will als o need to complete a 
mandatory survey by phone or online, after which you 
will receive an authorization number. You mus t 
complete this s urvey to obtain a new authorization 

Complete Mandatory Confidential S urvey 
Your female patients need to complete a brief s urvey by 
phone or online. You will als o need to complete a mandatory 
s urvey by phone or online, after which you will receive an 

number every time a THALOMID pres cription is 
written. The initial survey is not required fo r male 
patients, but they mus t complete s urveys monthly for 
s ubsequent prescriptions 

authorization number. You mus t complete this s urvey to 
obtain a new authorization number every time a THALOMID 
pres cription is written. Female patients of reproductive 
potential and all female children mus t complete s urveys 
monthly in order to obtain s ubsequ ent p rescrip tion s. A dult 
female patients not of reproductive potential mus t complete 
s u rv eys every 6 months 

ALL PATIENTS 
Fax Pre s cription Obtain an authorization number from Celgene and w rite it on the presc ription, along w ith 
the patient risk c ategory, and then fax it to a c ertified pharmac y. T he c ertified pharmac y will c ontac t patients 
for mandatory c ounseling and c oordinate delivery of THALOMID to them. 
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THALOMID REMS® patient enro llment 

•	 Obtain, review , and c omplete the THALOMID® (thalidomide) Patient-Physic ian Agreement Form online 
by visiting www.Ce lge ne RiskManage ment.com, ac cessing the Celgene REMS mobile app, using the 
CD-ROM s oftw are, or by c alling the Celgene Cus tomer Care Center for as s is tanc e at 1-888-423-5436 

•	 Presc ribers who do not have ac c ess to a c omputer, or whose c omputer systems are not compatible w ith 
the softw are, will be provided w ith THALOMID REMS® program materials . For additional as s is tanc e, 
pleas e c ontac t the Celgene Cus tomer Care Center or your Celgene Hematology Onc ology Consultant 

•	 Patient, parent/legal guardian, and/or authorized representative must read the THALOMID® (thalidomide) 
Patient-Physic ian Agreement Form in the language of their c hoic e 

He lp Ens ure Time ly Proce s s ing of Each Pre s cription 

Fill Out Form as Dire cte d 

•	 Write only in the designated areas on the THALOMID® (thalidomide) Patient-Physic ian Agreement Form 

•	 The box next to eac h statement must be marked (w ith an “X”) to indic ate understanding 

•	 The form must be c ompleted and signed by both presc riber and patient 

I ns tructions for Fe male Patients 

•	 For female patients, the presc riber w ill need to provide information on w hether the patient has been in 
surgic al menopause, c hemic al menopause, or natural menopause for at least 24 months 

I ns tructions for Minors 

•	 If the patient is under 18 years of age, his or her legal guardian must read this material, mark the 
statement in eac h bloc k of the form (w ith an “X”) and agree to ensure c omplianc e by signing and dating 
the form 

Instructions for Incompe tent Adult Patients 

•	 For an inc ompetent adult patient, an authorized representative must sign the THALOMID® (thalidomide) 
Patient-Physic ian Agreement Form 

•	 An authorized repres entative is a c aretaker authorized under applic able s tate law to c ons ent to treatment 
on the inc ompetent patient’s behalf 
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THALOMID REMS® patient enro llment (continued) 

•	 The authorized repres entative mus t read the material, mark the s tatements , and agree to ens ure 
c omplianc e by signing and dating the form 

•	 If the authorized representative does not have the pow er of attorney, a signed and date d le tter from the 
pre s cribe r, on the pre s cribe r’s letterhead, must be s ubmitted to the Celgene Customer Care Center, 
along with the THALOMID® (thalidomide ) Patient-Physician Agreement Form. This letter must 
c ontain the follow ing: a statement that the inc ompetent patient lac ks the c apac ity to c omplete the 
THALOMID® (thalidomide) Patient-Physic ian Agreement Form, inc luding identific ation of the medic al 
c ondition c ausing the inc apac ity; the name and address of the authorized representative; the authorized 
representative’s relationship to the patient; and an opinion that the authorized representative ac c epts 
responsibility for the patient’s c omplianc e w ith the THALOMID REMS® program and is authorized to 
c onsent to treatment w ith THALOMID on behalf of the patient 

Se nd in Comple te d Forms 

•	 Send the c ompleted THALOMID® (thalidomide) Patient-Physic ian Agreement Form online through 
www.Ce lge ne Risk Management.com, the Celgene REMS mobile app, or to the Celgene Cus tomer Care 
Center by faxing to 1-888-432-9325 

•	 You w ill rec eive c onfirmation elec tronic ally or via fax to your offic e onc e the patient is enrolled 

•	 Onc e the T HALOMID® (thalidomide) Patient-Physic ian Agreement Form is rec eived, both female 
patients and presc riber c an take their surveys as required. Male patients do not take initial surveys 

•	 In the event that you do not rec eive this c onfirmation w ithin 15 minutes, c all the Celgene Customer Care 
Center 

Note : If therapy w ith THALOMID is disc ontinued for 12 c onsec utive months, the patient must enroll again in 
the THALOMID REMS® program. Follow the above proc edures to re-enroll the patient. 
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Prescriptio n requirements 

All Patie nts 

•	 Provide c omprehensive c ounseling on the benefits and risks of therapy w ith THALOMID® (thalidomide) 

•	 Patients must be c ounseled on the risks of birth defec ts, venous thromboembolism, other side effec ts, and 
important prec autions associated w ith THALOMID 

•	 Provide c ounseling not to share THALOMID c apsules, and not to donate blood during treatment 
(inc luding dose interruptions) and for 4 w eeks after receiving their last dose of THALOMID, as w ell as 
c ounseling on appropriate c ontrac eptive use, inc luding emergenc y c ontrac eption 

•	 Provide patients w ith educ ational materials provided in the THALOMID REMS® Patient Res ourc e Pac k 

•	 Patients should be instruc ted to not extensively handle or open THALOMID c apsules and to maintain 
storage of c apsules in blister pac ks until ingestion 

•	 Instruc t patients to return unused THALOMID c apsules for disposal to Celgene or to their THALOMID 
presc riber, or to the pharmacy that dispensed the THALOMID to them 

Fe male Patie nts 

De te rmine if female patie nt is of re productive pote ntial 

Two cate gorie s: 

1. Fe male s of Re productive Pote ntial 

• All females w ho are menstruating, amenorrheic from previous medic al treatments, under 50 years of age, 
and/or perimenopausal, and do not qualify for the females not of reproduc tive potential c ategory 

2. Fe male s Not of Re productive Pote ntial 

• Females w ho have been in natural menopause for at least 24 c onsec utive months, or who have had a 
hysterec tomy and/or bilateral oophorec tomy, or female c hildren w ho have not started menstruating 

1. Fe male s of Reproductive Potential 

Pre gnancy te s t require ments 

•	 Obtain a ne gative pregnancy test 10 to 14 days prior to writing an initial presc ription for 
THALOMID® (thalidomide) and again w ithin 24 hours prior to w riting an initial presc ription for 
THALOMID even if c ontinuous abstinenc e is the c hosen method of birth c ontrol 

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

o	 Pregnanc y testing should oc c ur w eekly during the first 4 w eeks of use 

20
 

Reference ID: 3921520 





 

   
 

 

 
  

  

   
   
  
   
  
  
  

 

  
  
  

  
 

        

 

  

   
 

 

  
   

 
 

  

   
  

   
 

   
 

Prescriptio n requirements (co ntinued) 

Re mind all patie nts that not having any sexual intercourse is the only birth control method that is 
100% e ffective. 

•	 Unacce ptable forms of contrace ption: 

o	 Progesterone-only “mini-pills ” 
o	 IUD Progesterone T 
o	 Female c ondoms 
o	 Natural family planning (rhythm method) or breastfeeding 
o	 Fertility aw arenes s 
o	 Withdraw al 
o	 Cervic al s hield* 

•	 Patients should be c ounseled that c onc omitant use of certain prescription drugs and/or dietary 
s upplements c an dec reas e the effects of hormonal c ontraception. If hormonal or IUD c ontraception is 
medic ally c ontraindic ated, 2 other c ontraceptive methods may be used simultaneously during periods 
of c onc omitant use and for 4 w eeks after stopping therapy 

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

2. Fe male s Not of Re productive Pote ntial 

• The patient must c onfirm that she is c urrently not pregnant, nor of reproductive potential as she has 
been in natural menopause for at least 24 months, or had a hysterec tomy and/or bilateral 
oophorec tomy 

•	 The parent or guardian must c onfirm that a prepubertal female c hild is not now pregnant, nor is of 
reproduc tive potential as me nstruation has not yet begun, and/or the c hild w ill not be engaging in 
heteros exual s exual c ontac t for at leas t 4 w eeks before T HALOMID® (thalidomide) therapy, during 
therapy, and for at least 4 w eeks after stopping therapy 

Male Patie nts 

•	 Male patients must be instruc ted to use a latex or synthetic c ondom every time they have sexual 
interc ourse w ith a female of reproduc tive potential, even if they have undergone a suc c essful 
vasec tomy. The risk to the developing baby from the semen of male patients taking THALOMID is 
unknow n 

•	 Male patients must be instruc ted not to donate sperm during treatment (including dose interruptions) 
and for 4 w eeks after their last dose of THALOMID 
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Initial mandatory co nfidential survey 

Females 

•	 Ins truc t the female patient to c omplete a brief initial mandatory c onfidential survey by visiting 
www. Ce lge ne Risk Management.com, ac cess ing the Celgene REMS mobile app, or by c alling 1-888
423-5436. See page 12 for subsequent prescription requirements 

Male s 

•	 Males do not need to take the initial survey 

Pre s cribe rs 

•	 Presc riber w ill c omplete a brief mandatory c onfidential survey by visiting 
www. Ce lge ne Risk Management.com, ac cess ing the Celgene REMs mobile app, or by c alling the 
Celgene Cus tomer Care Center at 1-888-423-5436, for every patient before eac h prescription is 
w ritten. Be prepared to enter some of the follow ing information: 

o	 Presc riber’s identific ation number 
o	 Patient’s identific ation number 
o	 Date and result of patient’s pregnanc y test(s) (if applic able); valid only for 7 days from date of 

last pregnanc y test 

o	 Average daily dose 

o	 Total number of days supply (c annot exc eed 28 days) 

•	 An authorization number w ill be issued upon c ompletion of the survey and must be w ritten along w ith 
the patient risk c ategory on the presc ription. Authorization numbers are valid for 7 days from date of 
last pregnanc y test for females of reproductive potential and 30 days from the date it is issued for all 
other patients. No automatic refills or telephone presc riptions are permitted 

Additional Information for the Pre scribe r 

•	 Healthc are provider must send the presc ription to a THALOMID REMS® c ertified pharmac y. To 
loc ate a c ertified pharmac y, pleas e vis it www.Ce lge ne .com/PharmacyNe twork 

•	 Presc ribe no more than 4 w eeks (28 days) of therapy, w ith no automatic refills 
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Subsequent prescriptio n requirements 

The pres c riber must c omplete a brief mandatory c onfidential survey to obtain a new authorization number 
e ve ry time a prescription for THALOMID® (thalidomide) is w ritten. 

No automatic refills or telephone presc riptions are permitted. The patient risk c ategory must be written on the 
presc ription. 

Fe male Patie nts 

•	 Provide c ounseling as outlined in the “Female patients ” sec tion on pages 8-10 

•	 Follow pregnanc y test requirements as outlined in “Pregnanc y test requirements” section on page 8 

•	 Female patients must c omplete a brief mandatory c onfidential survey ac c ording to the follow ing 
sc hedule: 

o	 Before presc ription is obtained 

o	 Monthly 

–	 Adult females of reproduc tive potential 
–	 All female c hildren 

o	 Every 6 months 

–	 Adult females not of reproduc tive potential 

Male Patie nts 

•	 Provide patient c ounseling as outlined in the “Male patients” sec tion on page 10 

•	 Male patients must c omplete a brief mandatory c onfidential survey onc e a month 

o	 Males do not c omplete an initial survey 
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After the last do se of THALOMID® (thalidomide) 

After patients have stopped taking THALOMID, they must do the follow ing: 

All Patie nts 

•	 Must not share THALOMID c apsules—espec ially w ith females of reproduc tive potential 

•	 Must return any unused THALOMID c apsules for disposal to Celgene or their THALOMID presc riber, or 
to the pharmac y that dispensed the THALOMID to them 

•	 Must not donate blood for 4 w eeks after stopping THALOMID 

Fe male Patie nts 

•	 Must not get pregnant for at least 4 w eeks after stopping THALOMID by using the appropriate 
c ontrac eptives eac h time engaging in sexual ac tivity w ith a male 

Male Patie nts 

•	 Must use a latex or synthetic c ondom eac h time w hen engaging in sexual ac tivity for 4 w eeks after 
stopping THALOMID, even if they have undergone a s uc c es sful vas ec tomy 

•	 Must not donate sperm for 4 w eeks after stopping THALOMID 
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Ordering English and non-English materials 

Call Celgene Cus tomer Care Ce nter AT 1-888-423-5436 

•	 Materials are available in 16 languages and inc lude: 

o	 THALOMID® (thalidomide) Patient-Physic ian Agreement Forms 

o	 Patient Guide to THALOMID REMS® Program 

o	 Mandatory c onfidential survey forms 

Available language s: 

Arabic Frenc h J apanes e Portuguese 

Cambodian German Korean Russian 

Chines e Greek Laotian Spanish 

English Italian Polish Vietnames e 

•	 THALOMID® (thalidomide) Patient-Physic ian Agreement Forms, Patient Guide to THALOMID REMS® 

Program, and mandatory c onfidential survey forms requested w ill be faxed direc tly to the number you 
indic ate. Pleas e be prepared to provide: 

Pre s cribe r’s : 

Name 

Identific ation Number 

Full Address 

Fax Number 

Patie nt’s: 

Name 

Full Address 

Phone Number 

Date of Birth 

Identific ation Number 

Diagnosis (most rec ent version of ICD c ode) 
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Adverse drug experience repo rting procedure fo r healthcare pro fessio nals   

Celgene is c ommitted to ensuring patient safety through the monitoring of adverse drug experienc es 
assoc iated w ith the use of THALOMID® (thalidomide). 

Pleas e report advers e drug experienc es that are s uspected to be as s ociated w ith the us e of T HALOMID and 
any suspec ted pregnanc y oc curring during the treatment w ith THALOMID to Celgene using any of the 
follow ing methods. 

Re porting to Celgene 
•	 Email: drugs afe ty@ce lge ne. com 
•	 Telephone: 1-908-673-9667 

•	 Toll-free: 1-800-640-7854 (Global Drug Safety & Risk Management) or 1-888-423-5436 (Celgene 
Cus tomer 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 

Re porting to the FDA 

Adverse drug experienc es that are suspec ted to be associated w ith the use of THALOMID and any suspec ted 
pregnanc y oc c urring during the treatment w ith T HALOMID may also be reported to the FDA MedWatc h 
Reporting System using any of the follow ing methods: 

•	 Online: https://www.acce ssdata.fda.gov/scripts/medwatch/medwatch-online.htm 

•	 Telephone: 1-800-FDA-1088 
•	 Fax: 1-800-FDA-0178 
•	 Mail to: MedWatc h, 5600 Fishers Lane, Roc kville, MD 20852-9787 
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[Bac k Cover] 

For more information about T HALOMID® (thalidomide) and the THALOMID REMS® program, please vis it 
www. Ce lge ne Risk Management.com, or call the Celgene Cus tomer Care Center at 1-888-423-5436. 

Celgene Corporation 

86 Morris Ave 

Summit, NJ 07901 

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

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

((Celgene logo)) ((T HALOMID REMS® logo)) 
((THALOMID logo)) 

T HALOMID® is a registered trademark of Celgene Corporation. T HALOMID R EMS ® is a trademark of Celgene Corporation. 

© 2016 Celgene Corporation 6/16 REMS -T HA16758 
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THALOMID REMS® 

At-A-Glance 

Important information about THALOMID® (thalidomide ) and the THALOMID Risk Evaluation and 
Mitigation Strate gy (REMS) program 

•	 THALOMID is c ontraindic ated in pregnant females and females c apable of bec oming pregnant. Females 
of reproduc tive potential may be treated w ith THALOMID provided adequate prec autions are taken to 
avoid pregnanc y 

•	 To avoid embryo-fetal exposure, THALOMID is only available under a restric ted distribution program 
c alled “THALOMID REMS®” (formerly know n as the S. T.E .P .S.® program) 

•	 Only pres c ribers and pharmacies c ertified by the T HALOMID REMS® program c an presc ribe and 
dispense THALOMID to patients w ho are enrolled and meet all the c onditions of the THALOMID 
REMS® program 

•	 Information about THALOMID and the THALOMID REMS® program c an be obtained by visiting 
www.Ce lge ne Risk Management.com, or calling the Celgene Cus tomer Care Center toll-free at 1-888
423-5436 

For more information about THALOMID and the T HALOMID REMS® program, pleas e visit 
www.Ce lge ne Risk Management.com, or call the Celgene Cus tomer Care Center at 1-888-423-5436. 

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

((Celgene logo))  ((T HALOMID REMS® logo))   ((THALOMID logo)) 
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Initial pre s cription (for all patie nts unle s s othe rwis e noted) 

1.	 For females of reproduc tive potential, obtain 2 negative pregnanc y tests sensitive to at least 50 
mIU/mL, even if c ontinuous abstinenc e is the c hosen method of birth c ontrol. One test must be 
obtained 10 to 14 days and one test w ithin 24 hours prior to w riting an initial presc ription for 
THALOMID® (thalidomide). 

2.	 Provide mandatory c ounseling: no drug sharing, no blood or sperm donation, and appropriate 
c ontrac eptive use. Patients should be instruc ted to not extensively handle or open THALOMID 
c apsules and to maintain storage of c apsules in blister pac ks until ingestion. 

3.	 Obtain, review , and c omplete the THALOMID® (thalidomide) Patient-Physic ian Agreement Form 
online by visiting www.Ce lge ne RiskManage ment.com, acces sing the Celgene REMS mobile app, 
using the CD-ROM s oftw are, or by calling the Celgene Cus tomer Care Center for as s is tanc e at 1-888
423-5436. 

•	 Male s (adults and childre n) 
•	 Fe male s of re productive pote ntial include all females who are me ns truating, amenorrheic 

from previous medic al treatments, under 50 years of age, and/or perimenopausal, and do not 
qualify for the females not of reproduc tive potential c ategory 

•	 Fe male s not of reproductive potential include female s who have be en in natural me nopause 
for at le ast 24 consecutive months, or who have had a hysterectomy and/or bilateral 
oophorec tomy, or female c hildren w ho have not started menstruating 

4.	 Send the c ompleted and signed THALOMID® (thalidomide) Patient-Physic ian Agreement Form 
online through www.Ce lge ne RiskManagement.com, the Celgene REMS mobile app, or to the 
Celgene Customer Care Center by faxing to 1-888-432-9325. 

5.	 Instruc t female patients to c omplete a brief initial mandatory c onfidential survey by visiting 
www.Ce lge ne Risk Management.com, ac cess ing the Celgene REMS mobile app, or by c alling 1-888
423-5436, prior to presc riber obtaining an authorization number. 

•	 Males do not need to c omplete the initial survey 
6.	 Complete a pres c riber brief mandatory c onfidential survey by visiting 

www.Ce lge ne Risk Management.com, ac cess ing the Celgene REMS mobile app, or c alling the 
Celgene Cus tomer Care Center at 1-888-423-5436, for every patient before eac h prescription is 
w ritten. 

•	 You w ill need to enter the follow ing information: 
–	 Presc riber’s identific ation number 

–	 Patient’s identific ation number 
–	 Date and result of patient’s last pregnanc y test(s) (if applic able); valid only for 7 days from date 

of last pregnanc y test 

–	 Average daily dose 
–	 Total number of days supplied (c annot exc eed 28 days) 

7.	 An authorization number w ill be issued upon c ompletion of the survey and must be w ritten along 
w ith the patient risk c ategory on the presc ription. Authorization numbers are valid for 7 days from 
date of last pregnanc y test for females of reproductive potential and 30 days from the date it is issued 
for all other patients. No automatic refills or telephone presc riptions are permitted. 

8.	 Send the presc ription to a c ertified pharmac y. 
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Subs e que nt pre s criptions (for all patie nts unle s s otherwis e noted) 

1.	 For females of reproduc tive potential, obtain sc heduled pregnanc y tests weekly during the first 4 
w eeks of use; then pregnanc y testing should be repeated every 4 w eeks in females w ith regular 
menstrual c yc les. If menstrual c ycles are irregular, the pregnanc y testing should oc c ur every 2 w eeks. 

2.	 Provide mandatory c ounseling: no drug sharing, no blood or sperm donation, and appropriate 
c ontrac eptive use. Patients should be instruc ted to not extensively handle or open THALOMID 
c apsules and to maintain storage of c apsules in blister pac ks until ingestion. 

3.	 Instruc t patient to c omplete a brief mandatory c onfidential survey as s chedule d, prior to presc riber 
obtaining an authorization number and filling the presc ription. 
•	 Monthly: 

–	 Male s (adults and childre n) 
–	 Fe male s of re productive pote ntial (adults and childre n) 

–	 Fe male childre n not of reproductive potential 

•	 Every 6 months: 
–	 Adult fe male s not of reproductive potential 

4.	 Complete a pres c riber brief mandatory c onfidential survey by visiting 
www.Ce lge ne Risk Management.com, ac cess ing the Celgene REMS mobile app, or c alling the 
Celgene Cus tomer Care Center at 1-888-423-5436, for every patient before eac h prescription is 
w ritten. 
•	 You w ill need to enter the follow ing information: 

–	 Presc riber’s identific ation number 

–	 Patient’s identific ation number 
–	 Date and result of patient’s last pregnanc y test(s) (if applic able); valid only for 7 days from date 

of last pregnanc y test 

–	 Average daily dose 
–	 Total number of days supplied (c annot exc eed 28 days) 

5.	 An authorization number w ill be issued upon c ompletion of the survey and must be w ritten along 
w ith the patient risk c ategory on the presc ription. Authorization numbers are valid for 7 days from 
date of last pregnanc y test for females of reproductive potential and 30 days from the date it is issued 
for all other patients. No automatic refills or telephone presc riptions are permitted. 

6.	 Send the presc ription to a c ertified pharmac y. 

T HALOMID® is a regist ered t rademark of Celgen e Co rp orat ion. T HALOMID REMS® is a t rademark o f Celgene Corpo rat io n . 

© 2016 Celgene Corporat ion 6/16 REMS-T HA16761 

31
 

Reference ID: 3921520 

http:Management.com


 

   
 

 

  

   

 

    
 

 

    
    

     
 

     
 

 

  
 

  
   

 

 

   

 

 

 

 

 

 

 

  

 

 

  

[Front] 

THALOMID REMS® Prescriber Enro llment Fo rm 

All pre s cribe rs must be ce rtified to pre s cribe THALOMI D® (thalidomide ). To be come ce rtified the 
pre s cribe r mus t: 

1.	 Comple te the Pre s criber Enrollme nt Form, which is re quired for THALOMI D REMS® (forme rly 
k nown as the S. T. E.P .S.® program) ce rtification. 

2.	 Agre e to s teps on the following page that mus t be followe d with e ve ry patient. 

To s ubmit this form e le ctronically, ple as e visit www.Ce lge neRiskManagement.com or acce ss 
the Ce lge ne REMS mobile app. 

To submit this form via fax, ple ase complete the following page and fax it to 1-888-432-9325. 

THALOMID is contraindicate d in pre gnant female s and fe males capable of be coming pre gnant.
 
Fe male s of re productive pote ntial may be treated with THALOMID provide d ade quate pre cautions are
 
tak e n to avoid pre gnancy.
 

Ple ase re view the steps on the following page that mus t be followe d with e very patie nt.
 

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

((THALOM I D logo)) 

[Bac k] 
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____________________________________________________________  

  

 

  

THALOMID REMS® Prescriber Enro llment Fo rm 

Whe n pre s cribing THALOMI D® (thalidomide ), I agree to: 

•	 Provide patient c ounseling on the benefits and risks of THALOMID therapy, inc luding Boxed Warnings 

•	 Submit a c ompleted THALOMID® (thalidomide) Patient-Physic ian Agreement Form for eac h new patient 

•	 Provide c ontrac eption and emergenc y c ontraception c ounseling w ith eac h new prescription prior to and 
during THALOMID treatment 

•	 Provide sc heduled pregnanc y testing for females of reproductive potential and verify negative pregnanc y 
test results prior to w riting a new presc ription or subsequent prescriptions 

•	 Report any pregnanc ies in female patients or female partners of male patients pres c ribed T HALOMID 
immediately to Celgene Drug Safety (or Celgene Cus tomer Care Center) 

•	 Complete a mandatory and c onfidential pres c riber survey online or by telephone for all patients and 
obtain a new authorization number for eac h prescription w ritten. The authorization number and patient 
risk c ategory must be w ritten on eac h prescription 

•	 Fac ilitate female patient c omplianc e w ith an initial mandatory c onfidential patient survey online or by 
telephone 

•	 Presc ribe no more than a 4-w eek (28-day) supply, with no automatic refills or telephone presc riptions 

•	 Contac t a T HALOMID REMS® c ertified pharmac y to fill the presc ription 

•	 Remind patients to return all THALOMID c apsules to Celgene Corporation or their THALOMID 
presc riber, or to the pharmacy that dispensed the THALOMID to them 

•	 Return to Celgene all THALOMID c aps ules that are returned by patients. Shipping fees w ill be paid by 
Celgene Corporation. T o arrange returns , call the Celgene Cus tomer Care Center 

•	 Re-enroll patients in the THALOMID REMS® program if THALOMID is required and previous therapy 
w ith THALOMID has been disc ontinued for 12 c onsec utive months 

Ple ase fill out the space s be low comple tely. 

Presc riber Name __________________________________________________________ 

Degree: MD/DO/PA/NP/Fellow /Medic al Resident Spec ialty _______________________ 

Presc riber Identific ation Number (eg, DEA Number, Soc ial Sec urity Number, NPI Number, etc .) 

Ple ase indicate which office(s) will re ce ive THALOMID REMS® mate rials and update s: 

 Primary Offic e Name___________________________________________________ 
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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 unde rstand that if I fail to comply with all re quire ments of the THALOMID REMS® program, my 
pre s criptions for THALOMI D® (thalidomide ) will not be honore d at ce rtified pharmacie s. 

Presc riber Signature _______________________________Date ___________________ 

Re turn this form to the Celgene Customer Care Center via fax 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.Ce lge ne Risk Management.com 

((Celgene logo)) ((T HALOMID R EMS ® logo)) ((T HALOMID logo)) 

T HALOMID® is a registered trademark of Celgene Corporation. T HALOMID REMS® is a trademark of Celgene Corporation. 

© 2016 Celgene Corporation 6/16 REMS -T HA16755 
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[Housing Unit Front Cover Flap] 

((THALOMID REMS® logo)) 

THALOMID Risk Evaluatio n and Mitigatio n Strategy (REMS) pro gram 
educatio n and prescribing safety kit 

[Housing Unit Front Cover] 

Ris ks of THALOMID® (thalidomide ) 

•	 If THALOMID is used during pregnanc y, it c an c ause birth defec ts or embryo-fetal death. T HALOMID 
must not be used by pregnant females and females w ho are able to get pregnant. Females w ho are able to 
get pregnant must avoid pregnanc y w hile taking THALOMID 

•	 THALOMID c auses a higher c hanc e for blood c lots in your veins (deep vein thrombosis) and lungs 
(pulmonary embolism) 

THALOMID in c ombination w ith dexamethasone is indic ated for the treatment of patients w ith new ly 
diagnosed multiple myeloma (MM). 

THALOMID is indic ated for the ac ute treatment of the c utaneous manifestations of moderate to severe 
erythema nodosum leprosum (ENL). 

THALOMID is not indic ated as monotherapy for suc h ENL treatment in the presenc e of moderate to severe 
neuritis. 

THALOMID is also indic ated as maintenanc e therapy for prevention and suppression of the c utaneous 
manifes tations of ENL rec urrenc e. 

((THA LOMID lo g o)) 
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[Housing Unit Spine] 

THALOMID Risk Evaluatio n and Mitigatio n Strategy (REMS) pro gram 
educatio n and prescribing safety kit 
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[Housing Unit Bac k Cover] 

((THALOMID REMS® logo)) 

Prescriber quick reference guide 

1.	 The presc riber provides c omprehensive c ounseling. 

2.	 The presc riber verifies negative pregnanc y test for all female patients of reproduc tive potential. 

3.	 The pres c riber c ompletes THALOMID® (thalidomide) Patient-Physic ian Agreement Form w ith eac h 
patient and sends to Celgene. 

4.	 Female patients c omplete initial mandatory c onfidential survey by: 

•	 Vis iting www. Ce lge ne RiskManage ment. com 
•	 Ac c essing the Celgene REMS mobile app 

• Calling Celgene Cus tomer Care Center at 1-888-423-5436
 
Male patients do not need to c omplete the initial survey.
 
All patients must c omplete subsequent mandatory confidential surveys as outlined in the Presc riber Guide
 
to T HALOMID REMS® Program (formerly know n as the S.T.E.P.S.® program).
 

5.	 The presc riber c ompletes mandatory c onfidential survey and rec eives authorization number by: 

•	 Vis iting www. Ce lge ne RiskManage ment. com 
•	 Ac c essing the Celgene REMS mobile app 
•	 Calling Celgene Cus tomer Care Center at 1-888-423-5436 

6.	 The presc riber w rites THALOMID presc ription and inc ludes authorization number and patient risk 
c ategory 

7.	 The presc riber sends prescription to c ertified pharmac y. 

This flow sheet should be used only as a quic k referenc e and only after review ing all of the THALOMID 
REMS® proc edures. 

THALOMI D is only available unde r a re stricted distribution program, THALOMID REMS® . 

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

((Celgene logo))	 ((THALOMID REMS® logo)) ((THA LOMID logo )) 

T HALOMID® is a registered trademark of Celgene Corporation. T HALOMID REMS® is a trademark of Celgene Corporation. 

© 2016Celgene Corporation   6/16	 REMS -T HA16757 

((THALOMID REMS® logo)) 
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Program for THALOMID® (thalidomide) 

Education and Prescribing Safety 

Dear Prescriber: 

Enclose d are your THALOM ID REM S® program e ducation materials 

Celgene Corporation is pleased to provide you with the enclosed materials for use in the 
THALOMID REMS® program (formerly known as the S.T.E.P.S.® program). 

Important information about the THALOMID REMS® program 

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

•	 THALOMID is contraindicated in pregnant females and females of reproductive potential who are 
not using acceptable contraception or continually abstaining from heterosexual sexual contact. 
Females of reproductive potential may be treated with THALOMID provided adequate 
precautions are taken to avoid pregnancy 

•	 Male Patients: Thalidomide is present in semen. Male patients taking THALOMID should not 
donate sperm. Males receiving THALOMID 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 the THALOMID REMS® program can prescribe 
and dispense THALOMID to patients who are enrolled and meet all the conditions of the 
THALOMID REMS® program 

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

Pre scriber Materials	 Patie nt Materials (Patient Resource Pack) 

•	 THALOMID REMS® software and Installation • Patient Guide to THALOMID REMS® 

Guide Program 
•	 Prescriber Guide to THALOMID REMS® • Emergency Contraception Brochure 

Program • MEDICATION GUIDE 
•	 THALOMID Full Prescribing Information 

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 
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Enclosures 

Risks of THALOM ID® (thalidomide) 

•	 If THALOMID is used during pregnancy, it can cause birth defects or embryo-fetal death. 
THALOMID 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 
THALOMID 

•	 THALOMID causes a higher chance for blood clots in your veins (deep vein thrombosis) 
and lungs (pulmonary embolism) 

THALOMID in combination with dexamethasone is indicated for the treatment of patients with newly 
diagnosed multiple myeloma. The effectiveness of THALOMID is based on response rates (see 
CLINICAL STUDIES section). There are no controlled trials demonstrating a clinical benefit, such 
as an improvement in survival. 

THALOMID is indicated for the acute treatment of the cutaneous manifestations of moderate to 
severe erythema nodosum leprosum (ENL). 

THALOMID is not indicated as monotherapy for such ENL treatment in the presence of moderate to 
severe neuritis. 

THALOMID is also indicated as maintenance therapy for prevention and suppression of the 
cutaneous manifestations of ENL recurrence. 

Please see full Pre scribing Information, including Boxed WARNINGS, CONTRAINDICATIONS, 
WARNINGS AND PRECAUTIONS, and ADVERSE REACTIONS, e nclosed. 

((Celgene logo)) ((THALOMI D REMS® logo)) ((THALOM I D logo)) 

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

©2016 Celgene Corporation 6/16 REMS-THA16756 
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[Front Cover] 

Pharmacy Guide to 

((THALOMID REMS® logo)) 

Risk Evaluation and Mitigation Strate gy (REMS) Program 

Impo rtant info rmation about THALOMID® (thalidomide) and the THALOMID 
REMS® pro gram 

•	 THALOMID is c ontraindic ated in pregnant females and females c apable of bec oming pregnant. Females 
of reproduc tive potential may be treated w ith THALOMID provided adequate prec autions are taken to 
avoid pregnanc y 

•	 To avoid embryo-fetal expos ure, THALOMID is only available under a restric ted distribution program 
c alled “THALOMID REMS®” (formerly know n as the S. T.E .P .S.® program) 

•	 Only presc ribers and pharmacies c ertified w ith the THALOMID REMS® program c an prescribe and 
dispense the produc t to patients w ho are enrolled and meet all the c onditions of the THALOMID REMS® 

program 

•	 Dispensing pharmac ists must be educ ated on the THALOMID REMS® program and on dispensing 
proc edures for THALOMID 

•	 Information about THALOMID and the THALOMID REMS® program c an be obtained by visiting 
www.Ce lge ne Risk Management.com, or calling the Celgene Cus tomer Care Center toll-free at 1-888
423-5436 

((THALOMID logo)) 
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Guidelines for o rdering, counseling, and dispensing THALOMID® (thalidomide) 

Dispensing pharmac ies must be c ertified in the T HALOMID REMS® program w ith Celgene and must be 
educ ated in the follow ing dispensing proc edures. 

Ste p 1. Re vie w incoming THALOMID pre s criptions 

A.	 Only ac c ept prescriptions w ith an authorization number and patient risk c ategory w ritten on them. 

•	 Authorization numbers are valid for 7 days from the date of last pregnanc y test for female patients of 
reproduc tive potential and 30 days from the date it is issued for all other patients. No automatic refills 
or telephone presc riptions are permitted 

•	 Faxed presc riptions are permissible depending on state law s 

B.	 Make sure the presc ription is signed and dated. 

C.	 Confirm the presc ription is w ritten for a 4-w eek (28-day) supply or less. 

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

Step 2. Counse l patients 

A.	  Make s ure a ce rtifie d THALOMI D REMS® c ounselor c ounsels the patient. 

B.	 Complete the c orres ponding section (based on the patient risk c ategory) of the Education and Counseling 
Chec klist and ensure the form is signed and dated. Ensure the appropriate boxes are c hec ked off. Retain a 
c opy of the c hec klist and rec ord of the associated presc ription. 

C.	 If the patient mentions adverse drug experienc es that are suspected to be associated w ith the use of 
THALOMID and any suspec ted pregnanc y oc curring during the treatment w ith THALOMID, make sure to 
doc ument these experienc es using ac ceptable doc umentation as noted on the c hec klist. 

•	 Acce ptable docume ntation e xample s: 

1.	 Celgene Adverse Drug Event form and fax c onfirmation 

2.	 Pharmac y log 

D. Report adverse drug experienc es that are suspected to be associated w ith the use of THALOMID to 
Celgene Drug Safety w ithin 24 hours. See the Adverse Drug Experienc e Reporting Proc edure on page 7 
for more information. 
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Guidelines for o rdering, counseling, and dispensing THALOMID® (thalidomide) 
(co ntinued) 

Ste p 3. Obtain confirmation numbe r from Celgene Customer Care 

A.	 Prior to eac h presc ription, c ontact Celgene Customer Care at 1-888-423-5436, available 24 hours a day, 7 
days a w eek. Eligible pharmac ies may als o us e the Celgene REMS Pharmac y Portal at 
www.Ce lge ne REMSPharmacyPortal.com. Call your Celgene Ac c ount Manager to see if your 
pharmac y is eligible. 

•	 Enter the pharmac y NABP number or DEA number 

•	 Enter the authorization number w ritten on the presc ription 

•	 Enter the number of c apsules and milligram strength being dispensed 

B.	 Write the c onfirmation number and the date of rec eipt on the presc ription. The c onfirmation number is 
only valid for 24 hours. 

C.	 If you do not obtain a c onfirmation number, do not dispense THALOMID. 

Ste p 4. Dis pe ns ing 

A.	 No Refills. A new presc ription is required for eac h dispense. Dis pe ns e s ubs eque nt pre s criptions only if 
the re are 7 days or le ss re maining of therapy on the existing pre scription. 

B.	 Ensure the c onfirmation number has not expired, ie, dispense w ithin 24 hours from c onfirmation number 
rec eipt. If more than 24 hours have elapsed, Do Not Dispe ns e. You mus t c all Celgene Cus tomer Care at 
1-888-423-5436 to c ancel the first c onfirmation number and obtain a new c onfirmation number. For 
female patients of reproduc tive potential, ship the same day or hand to the patient w ithin 24 hours. 

C.	 Dispense eac h presc ription w ith a Medic ation Guide and maintain a rec ord on ac c eptable doc umentation. 

Acce ptable docume ntation e xample s: 

1.	 Signed Educ ation and Counseling Chec klist (if c ounseling pharmac ist and dispensing pharmac ist are 
the s ame) 

2.	 Pharmac y log 

D.	 Doc ument the dispense date and maintain a rec ord on ac c eptable doc umentation 

Acce ptable docume ntation e xample s: 

1.	 Shipping rec eipt 

2.	 Pharmac y dispensing log 

E. Dispense no more than a 4-w eek (28-day) supply. A new prescription is required for eac h dispense. No 
automatic refills or telephone presc riptions are permitted. 
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F. A signature is required for all shipping and dispense if pic ked up by patient. 

Ste p 5. Pe rform drug accountability 

A. Pharmac y shall keep an inventory log for THALOMID, by strength, reflec ting its on-hand inventory at all 
times. 

B. Do not transfer THALOMID to another pharmac y w ithout prior authorization from Celgene. 

C. Ac c ept unused THALOMID (previously dispensed) from a patient or patient c aregiver and return the 
c apsules to Celgene for proper disposal. 
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THALOMID Risk Evaluatio n Mitigation Strategy (REMS)  Education and 
Counseling Checklist fo r Pharmacies 

Ensure your patie nts know the risks 

Before you are able to fill a presc ription for THALOMID® (thalidomide), a c hec klist for eac h patient must be 
c ompleted based on the patient risk c ategory (w ritten on the front of the Patient Prescription Form). When 
c ompleting the c hec klist, be sure all the appropriate boxes are c hec ked off ([]) and the form is signed and 
dated. All boxes and spac es must be marked or filled in during c ounseling w ith the patient for every 
presc ription. Retain a c opy of the c hec klist and rec ord of the associated prescription. 

Be prepared to provide the follow ing information for eac h c hec klist: ((IMAGE OF CHECKLIST)) 

Authorization Number Confirmation Number Confirmation Date 

Pharmac y Name Pharmac y Address (inc luding City, State, ZIP Code) 

Counselor Name Work Phone Number Extension 

Patient Name Patient Date of Birth 

Rules for dispensing and shipping 

Mak ing s ure be fore you re lease THALOMI D 

DO NOT DI SPENSE OR SHI P THALOMID TO A PATIENT UNLESS ALL THE FOLLOWING 
ARE DONE: 

•	 Presc ription has an authorization number and patient risk c ategory w ritten on it 

•	 You have obtained a c onfirmation number and a c onfirmation date 

•	 You are shipping the produc t w ithin 24 hours of obtaining the c onfirmation number and requesting 
c onfirmation of rec eipt. For females of reproductive potential, the produc t must be shipped the same 
day the c onfirmation number is obtained 

•	 The Medic ation Guide is inc luded w ith the presc ription 

•	 You c onfirm the presc ription is no more than a 4-w eek (28-day) supply and there are 7 days or less 
remaining on the existing THALOMID presc ription 

For furthe r information about THALOMID, ple as e re fer to the full Pre scribing I nformation, enclosed. 
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Adverse drug experience repo rting procedure for healthcare professio nals 

Celgene is c ommitted to ensuring patient safety through the monitoring of adverse drug experienc es 
assoc iated w ith the use of THALOMID®(thalidomide). 

Pleas e report advers e drug experienc es that are s uspected to be as s ociated w ith the us e of T HALOMID and 
any suspec ted pregnanc y oc curring during the treatment w ith THALOMID to Celgene using any of the 
follow ing methods. 

REPORTI NG TO CELGENE 

•	 Email: drugs afe ty@ce lge ne.com 

•	 Telephone: 1-908-673-9667 

•	 Toll-free: 1-800-640-7854 (Global Drug Safety & Risk Management) or 1-888-423-5436 (Celgene 
Cus tomer 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 

REPORTI NG TO THE FDA 

Advers e drug experienc es that are suspec ted to be associated w ith the use of THALOMID and any suspec ted 
pregnanc y oc c urring during the treatment w ith T HALOMID may also be reported to the FDA MedWatc h 
Reporting System using any of the follow ing methods: 

•	 Online at: https://www.acce ssdata.fda.gov/scripts /medwatch/medwatch-online. htm 

•	 Telephone: 1-800-FDA-1088 

•	 Fax: 1-800-FDA-0178 

•	 Mail to: MedWatc h, 5600 Fishers Lane, Roc kville, MD 20852-9787 
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[Bac k Cover] 

For more information about THALOMID® (thalidomide) and the THALOMID REMS® program, please vis it 
www.Ce lge ne Risk Management.com, or call the Celgene Cus tomer Care Center at 1-888-423-5436. 

Celgene Corporation 

86 M orris A ve 

Summit, NJ 07901 

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

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

((Celgene logo)) ((T HALOMID R EMS ® logo)) ((T HALOMID logo)) 

T HALOMID® is a registered trademark of Celgene Corporation. T HALOMID REMS® is a trademark of Celgene Corporation. 

© 2016 Celgene Corporation 6/16 REMS -T HA16764 
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((THALOMID REMS® logo)) 

Education and Counse ling Che cklist for Pharmacie s 

THALOMID Risk Evaluatio n and Mitigatio n Strategy (REMS) pro gram 
(fo rmerly kno wn as the S.T.E.P.S.® pro gram) education and prescribing 
safety 

Authorization No.: Confirmation No.: Confirmation Date: 

Pharmac y Name: 

Pharmac y Address: 

Counselor Name: Work Phone: Ext.: 

Patient Name: Date of Birth: 

Risk Category: 

Checklist fo r female patients o f reproductive po tential 

 I w ill make s ure that patients are aw are that they w ill rec eive the Medic ation Guide along w ith their 
presc ription 

I COUNSELED ADULTS AND CHI LDREN ON: 

 Potential embryo-fetal toxic ity 

 Not taking THALOMID® (thalidomide) if pregnant or breastfeeding 

 Using at the same time at least 1 highly effec tive method—tubal ligation, IUD, hormonal (birth 
c ontrol pills, hormonal patc hes, injec tions, vaginal rings, or implants), or partner’s vasectomy—and at 
least 1 additional effec tive method of birth c ontrol—male latex or s ynthetic c ondom, diaphragm, or 
c ervic al c ap—e ve ry time they have sex with a male, or abstaining from sex w ith a male 

 Unac c eptable methods of birth c ontrol are progesterone-only “mini-pills ”, IUD Proges terone T, 
female c ondoms, natural family planning (rhythm method) or breas tfeeding, fertility aw arenes s , 
w ithdraw al, and c ervic al shield (A c ervic al shield should not be c onfused w ith a c ervic al c ap, whic h is 
an effec tive sec ondary form of contrac eption). 

 Continuing to use at the same time at least 1 highly effec tive method and at least 1 additional 
effec tive method of birth c ontrol beginning at least 4 w eeks before taking THALOMID, w hile taking 
THALOMID, during dose interruptions, and for at least 4 w eeks after stopping THALOMID e ve ry 
time the y have sex with a male , or abstaining from sex with a male 
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 Obtaining a pregnanc y test—performed by their healthc are provider—w eekly during the first 4 w eeks 
of use. Thereafter, pregnanc y testing should be repeated every 4 w eeks during the rest of their 
treatment in females w ith regular mens trual c yc les or no c yc le at all. If mens trual c yc les are irregular, 
the pregnanc y testing should oc c ur every 2 weeks 

 The need to stop taking THALOMID right aw ay in the event of bec oming pregnant, or if they think for 
any reason they may be pregnant, and to c all their healthc are provider immediately 

 Possible side effec ts inc lude deep vein thrombosis and pulmonary embolism 

 Not sharing THALOMID c apsules w ith anyone—espec ially w ith females w ho c an get pregnant 

 Not donating blood w hile taking THALOMID (inc luding dose interruptions) and for 4 w eeks after 
stopping THALOMID 

 Not breaking, c hew ing, or opening THALOMID c aps ules 

 Instruc tions on THALOMID dose and administration 

Milligram (mg) Strength_______  Number of Capsules Dispensed______________ 

FEMALE CHI LDREN (<18 YEARS OF AGE): 

 Parent or legal guardian must have read the THALOMID REMS® educ ation material and agreed to 
ensure c omplianc e 

Checklist fo r female patients not o f repro ductive potential (natural 
meno pause fo r at least 24 consecutive months, a hysterecto my, and/or 
bilateral o o phorectomy) 

 I w ill make s ure that patients are aw are that they w ill rec eive the Medic ation Guide along w ith their 
presc ription 

I COUNSELED ADULTS AND CHI LDREN ON: 

 Possible side effec ts inc lude deep vein thrombosis and pulmonary embolism 

 Not sharing THALOMID c apsules w ith anyone—espec ially w ith females w ho c an get pregnant 

 Not donating blood w hile taking THALOMID (inc luding dose interruptions) and for 4 w eeks after 
stopping THALOMID 

 Not breaking, c hew ing, or opening THALOMID c aps ules 
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 Instruc tions on THALOMID dose and administration 


Milligram (mg) Strength_________ Number of Capsules Dispensed_________
 

FEMALE CHI LDREN (<18 YEARS OF AGE): 

 Parent or legal guardian must have read the THALOMID REMS® educ ation material and agreed to 
ensure c omplianc e 

 Parent or legal guardian must inform the c hild’s healthc are provider w hen the c hild begins menses 

Checklist for male patients 

 I w ill make s ure that patients are aw are that they w ill rec eive the Medic ation Guide along w ith their 
presc ription 

I COUNSELED ADULTS AND CHI LDREN ON: 

 Potential embryo-fetal toxic ity and c ontrac eption (w earing a latex or synthetic c ondom every time 
w hen engaging in sexual interc ourse w ith a female w ho c an get pregnant, even if the patient has had a 
s uc c es sful vas ectomy) 

 Female partners of males taking THALOMID® (thalidomide) must c all their healthc are provider right 
aw ay if they get pregnant 

 Possible side effec ts inc lude deep vein thrombosis and pulmonary embolism 

 Not sharing THALOMID c apsules w ith anyone—espec ially w ith females w ho c an get pregnant 

 Not donating blood or sperm w hile taking THALOMID (inc luding dose interruptions) and for 4 w eeks 
after stopping THALOMID 

 Not breaking, c hew ing, or opening THALOMID c aps ules 

 Instruc tions on THALOMID dose and administration 

Milligram (mg) Strength_______     Number of Capsules Dispensed_____________ 

MALE CHI LDREN (<18 YEARS OF AGE): 

 Parent or legal guardian must have read the THALOMID REMS® educ ation material and agreed to 
ensure c omplianc e 
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All boxe s and space s must be marked or filled in during counseling with the patie nt for e very 
pre s cription. 

Counse lor Signature: ________________________ Date : _______________ 

For more information about THALOMID and the THALOMID REMS® program, pleas e visit 
www.Ce lge ne Risk Management.com, or call the Celgene Cus tomer Care Center at 1-888-423-5436. 

Celgene Corporation 

86 M orris A ve 

Summit, NJ 07901 

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

Please see full Pre scribing Information, including Boxed WARNINGS, CONTRAINDICATIONS, 
WARNI NGS AND PRECAUTI ONS, and ADVERSE REACTI ONS, e nclose d. 

((Celgene logo)) ((THALOMID REMS® logo)) ((THA LOMID lo go ))
 

T HALOMID® is a regist ered t rademark of Celgen e Co rp orat ion. T HALOMID REMS® is a t rademark o f Celgene Corpo rat io n .
 

© 2016 Celgene Corporat ion 6/16 REMS-T HA16762 
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THALOMI D REMS® Pharmacy Ce rtification Quiz 

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

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

2.	 It is not nec essary to obtain a c onfirmation number to dispense. (Mandatory Question) 
a.	 T rue 
b.	 False 

3.	 Celgene REMS programs are mandated to avoid embryo-fetal exposure and to inform presc ribers, 
patients, and pharmac ists on the serious risks and safe-use conditions for eac h treatment. 
(Mandatory Question) 

a.	 True 
b.	 Fals e 

4.	 It is not required to retain the presc ription w ith the authorization and c onfirmation numbers for 
eac h filled presc ription. It is not nec essary to complete the Educ ation and Counseling Chec klist. 

a.	 True 
b.	 False 

5. Ac c ording to the pac kage insert’s boxed w arnings and warnings and precautions, deep venous 
thrombosis and pulmonary embolism have been reported in patients rec eiving THALOMID. 
(Mandatory Question) 

a.	 True 
b.	 Fals e 

6.	 THALOMID c an c ause serious birth defec ts. (Mandatory Question) 
a.	 True 
b.	 Fals e 

7.	 What pregnanc y prec autions are required for a female of reproduc tive potential w ith respec t to 
heteros exual s exual c ontac t? 

a.	 Must use at the same time at le ast 1 highly effective method and at le ast 1 additional 
e ffe ctive method of birth control e very time she has sex with a male, be ginning at 
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le ast 4 we e ks be fore therapy, during therapy (including dose interruptions), and for 
at le ast 4 we e ks after stopping the rapy 

b.	 Abstain from having any heterosexual sexual c ontac t only w hile taking therapy 
c.	 After stopping therapy it is okay to get pregnant at any time 
d.	 Use 2 forms of birth c ontrol 2 w eeks before taking therapy 

8.	 What prec autions are required for a male w ith res pec t to s exual c ontact w ith his female partner of 
reproduc tive potential? 

a.	 Us e of a late x or s ynthetic condom every time he has s exual intercourse with a fe male 
of re productive pote ntial during therapy (including dose interruptions) and for 4 
we e k s after s topping therapy, e ven if he has undergone a s uccess ful vasectomy 

b.	 Abstain from having any sexual c ontac t w ith a female of reproduc tive potential only w hile 
taking therapy 

c.	 Use latex or synthetic c ondoms while taking therapy. No prec autions are nec essary once 
treatment has stopped  

d.	 Males taking therapy w ho have had a vasec tomy do not need to use latex or synthetic 
c ondoms 

9.	 For all Celgene REMS programs, female patients of reproduc tive potential must have a negative 
pregnanc y test: (Mandatory Question) 

a.	 Prior to initial pres c ription 
b.	 Prior to subsequent presc ription 
c.	 Prior to initial pre s cription and prior to subs e que nt pre s cription 
d.	 None of these 

10. Adverse drug experienc es that are suspec ted to be associated w ith the use of therapy, and any 
suspec ted pregnancy oc curring during treatment, must be reported to Celgene. (Mandatory 
Question) 

a.	 True 
b.	 Fals e 

11. The Medic ation Guide must be provided every time THALOMID is dispensed. (Mandatory 
Question) 

a.	 True 
b.	 Fals e 
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12. A c ertified Celgene REMS pharmac y c annot dispense more than a _______supply of THALOMID. 
a. 28 day 
b. 3 month  
c. 2 w eek 
d. 1 year 

13. Authorization numbers for patient risk c ategories 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 c an donate sperm at any time during therapy. 
a. True 
b. False 

REMS-THA16780 
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((THALOMID REMS® logo)) 

Patie nt Re source Pack 

THALOMID Risk Evaluation and Mitigation Strategy (REMS) program (forme rly known as the 
S.T.E.P.S.® program) 

The Patie nt Re s ource Pack contains : 

• Patient Guide to THALOMID REMS® Program 

• Emergenc y Contrac eption Broc hure 

• Medic ation Guide 

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

Ple ase se e full Pre scribing Information, including Boxed WARNI NGS, CONTRAINDI CATIONS, 
WARNI NGS AND PRECAUTI ONS, ADVERSE REACTIONS, and Me dication Guide , e nclose d. 

((Celgene logo)) ((THALOMID logo)) 

T HALOMID® is a registered trademark of Celgene Corporation.
 

T HALOMID R EMS ® is a trademark of Celgene Corporation.
 

2016 Celgene Corporation  6/16 REMS -T HA16759
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[Front Cover] 

Patie nt Guide to 

((THALOMID REMS® logo)) 

Risk Evaluation and Mitigation Strate gy (REMS) Program 

This guide provides you important information about: 

• The risks of THALOMID® (thalidomide) 

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

o Blood c lots in your veins (deep vein thrombosis) and lungs (pulmonary embolism) 

• The T HALOMID REMS® program 

o What females w ho c an get pregnant need to know 

 Birth c ontrol options 

o What females w ho c an not get pregnant need to know 

o What males need to know 

((T HALOMID logo)) 
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Risks o f THALOMID® (thalido mide) 

THALOMID c an c ause harm to an unborn baby w hen given to a pregnant female. THALOMID c auses a 
high frequenc y of severe and life-threatening birth defec ts (deformed babies) or death of an unborn baby, 
even after a s ingle dos e (1 c apsule [regardless of strength]). THALOMID must not be used by pregnant 
females or by females w ho are able to get pregnant w ho are not using ac c eptable birth c ontrol or avoiding 
s ex w ith a male. Females w ho are able to get pregnant must avoid pregnanc y w hile taking THALOMID. 

THALOMID c auses a higher c hanc e for blood c lots in your veins (deep vein thrombosis) and lungs 
(pulmonary embolism). 

((Image of a baby w ith severe birth defec ts c aused by THALOMID)) 

THALOMID can cause sev ere birth def ects, including missing or sev erely def ormed legs and arms. These 
babies of ten hav e hands attached directly to their shoulders and f eet attached directly to their hips. Photo 
reprinted by permission. 

What is the THALOMID REMS® pro gram? 

To avoid serious risks to unborn babies, THALOMID is only available under a restric ted distribution 
program c alled the “THALOMID Risk Evaluation and Mitigation Strategy (REMS)” (formerly know n as 
the S.T.E.P.S.® program). Only c ertified presc ribers c an prescribe THALOMID and only c ertified 
pharmac ies c an dis pens e THALOMID. In order to rec eive THALOMID, patients must be enrolled in the 
THALOMID REMS® program and agree to follow the requirements. 

For more information about THALOMID and the THALOMID REMS® program, please visit 
www.Ce lge ne Risk Management.com, or call the Celgene Cus tomer Care Center toll-free at 1-888-423
5436. 
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Ho w to receive your first prescriptio n fo r THALOMID® (thalido mide) 
Fo r Females: 
Counse ling 

Your healthc are provider w ill c ounsel you on w hy and how you and your partner should 
prevent pregnanc y.  Your healthc are provider w ill also inform you on not to share the drug, 
not to donate blood, and about appropriate c ontrac eptive use.  You should be instruc ted not 
to extensively handle or open THALOMID c apsules 

Pre gnancy Te st #1 

If you c an get pregnant, you must take an initial pregnanc y test w ithin 10-14 days before 
getting a T HALOMID presc ription 
Pre gnancy Te st #2 

If you c an get pregnant, you must take a sec ond pregnanc y test within 24 hours before 
getting a T HALOMID presc ription 
Enrollme nt 

You and your healthc are provider w ill then c omplete and submit the THALOMID® 

(thalidomide) Patient-Physic ian Agreement Form 
Comple te Mandatory Confide ntial Survey 

You and your healthc are provider w ill eac h c omplete a s urvey. Vis it 
www.Ce lge ne Risk Management.com or c all 1-888-423-5436 and press 1 to take your 
survey 
Pre s cription 

Your healthc are provider w ill send your presc ription to a c ertified pharmac y 
Pharmacy Call 

The c ertified pharmac y w ill c ontac t you to provide c ounseling on the serious risks and safe-
use c onditions of THALOMID before you rec eive your presc ription. They will also 
c oordinate delivery of THALOMID to you 
Re ce ive REVLIMID 

T HALOMID w ill be shipped w ith a Medic ation Guide to the address you provide. A 
signature w ill be required to rec eive this shipment 

For e ach of your following pre scriptions, pre gnancy te sts will be re quire d de pe nding on your ability 
to ge t pre gnant.  For s pe cific pre gnancy tes t re quirements, ple ase re fe r to page 10 of this guide . For 
full de taile d information about the THALOMID REMS® program re quire me nts, ple as e visit 
www.Ce lge ne Risk Management.com or re view the Patient Guide to THALOMI D REMS® Program. 
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For Males:
 

Counse ling 

Your healthc are provider w ill c ounsel you on w hy and how you and your partner should 
prevent pregnanc y.  Your healthc are provider w ill also inform you on not to share the drug, not 
to donate blood or sperm, and about appropriate c ontraceptive use.  You should be instruc ted 
not to extensively handle or open THALOMID® (thalidomide) c aps ules 

Enrollme nt 

You and your healthc are provider w ill then c omplete and submit the T HALOMID® 

(thalidomide) Patient-Physic ian Agreement Form 

Comple te Mandatory Confide ntial Survey 

You w ill not have to take a survey for your first prescription, but w ill have to for the follow ing 
ones . Visit www.Ce lge ne RiskManage ment.com or c all 1-888-423-5436 and press 1 to take 
your survey 

Pre s cription 

Your healthc are provider w ill send your presc ription to a c ertified pharmac y 

Pharmacy Call 

The c ertified pharmac y w ill c ontac t you to provide c ounseling on the serious risks and safe-us e 
c onditions of THALOMID before you rec eive your presc ription.  They will also c oordinate 
delivery of THALOMID to you 

Receive THALOMID 

THALOMID w ill be shipped w ith a Medic ation Guide to the address you provide. A signature 
w ill be required to rec eive this shipment 

For e ach of your following pre scriptions, you will ne ed to follow a similar proce ss. For full 
de taile d information about the THALOMID REMS® program requirements, please visit 
www.Ce lge ne Risk Management.com or re view the Patient Guide to THALOMI D REMS® 

Program. 
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((DO NOT GET PREGNANT logo)) 

What do all patients need to kno w abo ut the THALOMID REMS® pro gram? 

Ge ne ral guide lines 

•	 This medic ine is only for you. Do not share it with anyone even if they have symptoms like yours. 
Just one capsule taken by a pregnant female c an c aus e s evere birth defects 

•	 THALOMID® (thalidomide) does not induc e abortion of the fetus and should never be used for 
c ontrac eption 

•	 THALOMID must be kept out of the reac h of c hildren 

•	 Do not open or unnec essarily handle THALOMID c apsules. If a broken c apsule (or the powder in the 
c apsule) c omes in c ontac t with your skin, wash the area w ith soap and water 

•	 Keep THALOMID in a c ool, dry plac e 

•	 Do not donate blood w hile you are taking THALOMID, during breaks (dose interruptions), and for 4 
w eeks after stopping THALOMID 

•	 Unused THALOMID c apsules should be returned for disposal to Celgene by c alling 1-888-423-5436 
or to your THALOMID presc riber, or to the pharmac y that dispensed the THALOMID to you 

WARNI NG 

•	 Blood clots have been reported in patients taking THALOMID® (thalidomide), espec ially w hen used 
w ith other c anc er drugs. Your healthc are provider may rec ommend treatment that c ould help prevent 
blood c lots. Talk to your healthc are provider if you have shortness of breath, chest pains, or arm or leg 
sw elling 

•	 THALOMID c an c ause other health problems c alled “side effec ts.” For a c omplete listing of possible 
s ide effec ts , pleas e refer to the Medic ation Guide 

•	 Be s ure to re port all s ide e ffects to your healthcare provide r immediately. Ask your healthc are 
provider about other side effec ts associated w ith THALOMID 
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2. Use the 2 me thods of birth control at the same time 

•	 Remember: You must use at the same time at least 1 highly effec tive method and at least 1 
additional effec tive method of birth c ontrol e ve ry time you have sex with a male. How ever, your 
healthc are provider may rec ommend that you use 2 different methods instead for medic al reas ons 

•	 Talk to your healthc are provider to make sure that other medic ines or dietary supplements you are 
taking do not interfere w ith your hormonal birth c ontrol methods 

•	 Re me mbe r, not having sex is the only method of birth control that is 100% effective 

3. Unacce ptable me thods of birth control 

•	 Progesterone-only “mini-pills ” 

•	 IUD Progesterone T 

•	 Female c ondoms 

•	 Natural family planning (rhythm method) or breastfeeding 

•	 Fertility aw arenes s 

•	 Withdraw al 

•	 Cervic al s hield * 

4. Tak e pre gnancy te sts 

•	 You must have a pregnanc y test performed by your healthc are provider 10 to 14 days before 
rec eiving your first presc ription for THALOMID® (thalidomide) and again w ithin 24 hours before 
rec eiving your first presc ription for THALOMID. Both pregnanc y tes ts must have a negative res ult 

B. While tak ing THALOMID 

•	 If you are able to get pregnant, you must c ontinue (inc luding during breaks [dose interruptions]) to 
us e at the same time at least 1 highly effec tive method and at least 1 additional effec tive method 
of birth c ontrol e ve ry time you have sex w ith a male 

•	 Re me mbe r, not having sex is the only method of birth control that is 100% effective 

•	 You must talk to your healthc are provider before c hanging any birth c ontrol methods you have 
already agreed to us e 

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

•	 You w ill have a pregnanc y test performed by your healthc are provider: 
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o	 Every w eek during the first 4 w eeks of treatment, then 

o	 Every 4 w eeks if your menstrual c yc les are regular, or 

o	 Every 2 w eeks if your c yc les are irregular 

o	 If you miss your period or have unusual menstrual bleeding, or 

o	 If your medic ation is not dispensed w ithin 7 days of taking the pregnanc y test 

•	 If you had sex w ith a male w ithout using birth c ontrol or if you think your birth c ontrol has failed, 
stop taking THALOMID (thalidomide) immediately and c all your healthc are provider right aw ay. 
Your healthc are provider w ill disc uss your options, w hic h may inc lude emergenc y birth c ontrol. 
Do not w ait until your next appointment to tell your healthc are 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 THALOMID. 
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 c ounseling. If your 
healthc are provider is not available, c all the Celgene Cus tomer Care Center at 1-888-423-5436 

•	 You must not breastfeed a baby w hile you are taking THALOMID 

•	 I n orde r to c ontinue rec eiving THALOMID, you must take part in a mandatory c onfidential 
survey every month. You must also c ontinue to disc uss your treatment with your THALOMID 
REMS® healthc are provider. To take the survey, please vis it 
www.Ce lge ne Risk Management.com, ac cess the Celgene REMS mobile app, or c all the Celgene 
Cus tomer Care Center at 1-888-423-5436 

C. Afte r you have stoppe d tak ing THALOMID® (thalidomide ) 

•	 You must c ontinue to use at the same time at least 1 highly effec tive method and at least 1 
additional effec tive method of birth c ontrol e ve ry time you have sex with a male: 

o	 For at least 4 w eeks after stopping THALOMID, or 
o	 Do not have any sex w ith a male for 4 w eeks after stopping THALOMID 

See als o “General guidelines ” on page 4 for requirements for all patients . 

What do females who can no t get pregnant need to know abo ut the 
THALOMID REMS® pro gram? 

A.	 Be fore taking THALOMI D® (thalidomide ) 

•	 You must sign the THALOMID® (thalidomide) Patient-Physic ian Agreement Form that says you 
are c urrently not pregnant and are not able to get pregnant. This means that: 
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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 w ho have not started their period (menstruation) and are under the age of 18, a parent 
or legal guardian must sign the THALOMID® (thalidomide) Patient-Physic ian Agreement Form 
that says the patient is not pregnant, is not able to get pregnant, and/or w ill not be having sex w ith 
a male for at leas t 4 w eeks before s tarting THALOMID 

•	 Before your healthc are provider c an w rite your prescription for THALOMID, you must take part 
in a mandatory c onfidential survey. The survey will make sure that you understand and c an follow 
information designed to prevent serious risks to unborn babies 

•	 Before dispensing THALOMID, your THALOMID REMS® c ertified pharmac y w ill c ontac t you 
to disc uss treatment 

B.	  While tak ing THALOMID® (thalidomide ) 

•	 In order to c ontinue rec eiving THALOMID, you must take part in a mandatory c onfidential survey 
every six months. You must also c ontinue to disc uss your treatment w ith your THALOMID 
REMS® healthc are provider. To take the survey, please vis it 
www.Ce lge ne Risk Management.com, ac cess the Celgene REMS mobile app, or c all the Celgene 
Cus tomer Care Center at 1-888-423-5436 

See als o “General guidelines ” on page 4 for requirements for all patients . 
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What do males need to know abo ut the THALOMID REMS® pro gram? 

You must use a latex or synthetic c ondom, e very time you have sex w ith a female w ho is able to get 
pregnant, even if you have had a suc c essful vasec tomy (tying of the tubes to prevent the passing of sperm) 

A.	 Be fore taking THALOMID® (thalidomide ) 

• You must sign the THALOMID® (thalidomide) Patient-Physic ian Agreement Form. You must 
agree that w hile taking THALOMID you w ill use a latex or synthetic c ondom e very time you have 
sex w ith a female w ho is pregnant or w ho is able to get pregnant, even if you have had a suc c essful 
vasec tomy (tying of the tubes to prevent the passing of sperm) 

•	 Before dispensing THALOMID, your THALOMID REMS® c ertified pharmac y w ill c ontac t you 
to disc uss treatment 

B.	 While taking THALOMID 

•	 You must use a latex or synthetic c ondom e ve ry time (inc luding during breaks [dose 
interruptions]) you have sex w ith a female w ho is pregnant or w ho is able to get pregnant even if 
you have had a suc c essful vasec tomy (tying of the tubes to prevent the passing of sperm) 

•	 Remember, not having s e x is the only me thod of birth control that is 100% e ffe ctive 

•	 You must tell your healthc are provider right aw ay if you had sex w ith a female w ithout using a 
latex or synthetic c ondom, or if you think for any reason that your partner may be pregnant or if 
your partner is pregnant. If your healthc are provider is not available, Call the Celgene Customer 
Care Center at 1-888-423-5436 

•	 You must not donate sperm w hile taking THALOMID® (thalidomide) (inc luding during breaks 
[dose interruptions]) 

•	 In order to c ontinue rec eiving THALOMID, you must take part in a mandatory c onfidential survey 
every month. You must also c ontinue to disc uss your treatment with your THALOMID REMS® 

healthc are provider. To take the survey, please vis it www.Ce lge ne Risk Manageme nt.com, ac cess 
the Celgene REMS mobile app, or c all the Celgene Cus tomer Care Center at 1-888-423-5436 

C.	 Afte r you have stoppe d taking THALOMID 

•	 For 4 w eeks after rec eiving your last dose of THALOMID, you must use a latex or synthetic 
c ondom, e very time you have sex with a female w ho is pregnant or w ho is able to get pregnant, 
even if you have had a suc c essful vasec tomy (tying of the tubes to prevent the passing of sperm) 

•	 You must not donate sperm for 4 w eeks after stopping THALOMID 

See als o “General guidelines ” on page 4 for requirements for all patients . 
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Mandatory co nfidential patient surveys 

As a patient w ho is enrolled in the THALOMID REMS® program for THALOMID® (thalidomide), you 
w ill need to c omplete a brief mandatory c onfidential survey as outlined below . 

Adult fe male s who can ge t pre gnant 

•	 Initial survey before first presc ription 

•	 Monthly 

Adult fe male s who can not ge t pre gnant 

•	 Initial survey before first presc ription 

•	 Every six months 

Fe male childre n 

•	 Initial survey before first presc ription 

•	 Monthly 

Male s 

•	 No initial s urvey 

•	 Monthly 

Mandatory confide ntial survey proce ss 

•	 When your healthc are provider tells you to take the survey, go to the patient Mandatory 
Confidential Survey sec tion of www.Ce lge ne RiskManage ment.com, the Celgene REMS 
mobile app, or c all the Celgene Cus tomer Care Center at 1-888-423-5436 

•	 Be prepared w ith your patient identific ation number 

•	 After c ompleting your survey, your healthc are provider will also c omplete a survey. Your 
healthc are provider w ill then rec eive authorization to w rite your presc ription 

•	 The presc ription w ill be sent to a THALOMID REMS® c ertified pharmac y. T he THALOMID 
REMS® c ertified pharmac y w ill c ontac t you to disc uss your THALOMID therapy. You w ill not 
rec eive your medic ation until you speak w ith the THALOMID REMS® c ertified pharmac y 

For more information, c ontac t the Celgene Customer Care Center at 1-888-423-5436. 
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((TVAC ic on)) 

A letter fro m the Thalidomide Victims Asso ciation o f Canada (TVAC) 

The following letter from the Thalidomide Victims Association of Canada (TVAC) was 
written in 1998 upon U.S. approval of THALOMID® (thalidomide), and is included in this 
brochure to be transparent about public concerns for thalidom ide victims regarding the 
m arketing of THALOMID. 

Dear Doc tor/Patient: 

Have you e ve r me t someone who was born disable d afte r e xposure to thalidomide? 

We have. In fac t, w e are thalidomiders —the name w e have adopted to desc ribe the surviving c hildren of 
mothers w ho w ere prescribed thalidomide during their pregnanc y as a sedative or for nausea and other 
symptoms of “morning sic kness.” 

You’ve undoubtedly seen the dramatic photographs of babie s with se ve re birth de fects c aused w hen 
thalidomide is taken EVEN ONCE by a pregnant w oman. You know the risks! 

The Thalidomide Victims Association of Canada (TVAC) w as formed to meet the needs of the 
approximately 125 thalidomiders alive in Canada today, and to aid the surviving 10 thalidomiders living in 
the United States. Of the 10,000 to 12,000 c hildren born w ith thalidomide deformities around the w orld in 
the early sixties, 5,000 survive today. No one w ill ever know how many c hildren w ere mis c arried or w ere 
stillborn bec ause of thalidomide. 

TVAC exists as a survivors group to determine and find solutions to the ongoing problems w e fac e. TVAC 
has also undertaken a mandate of monitoring the responsible use of thalidomide and ensuring the tragedy 
of the past nev er happens again. 

Bec ause of our ow n personal traumas, and those of our families, w e have alw ays stated that w e c an never 
ac c ept a w orld w ith thalidomide in it. 
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How ever, as w e know first-hand how people may suffer, w e also c oncede that no one should suffer 
needlessly. If thalidomide c an extend a life, or offer a better quality of life to people w ith debilitating or 
c hronic illnesses, then w e are forc ed to ac cept the fact that thalidomide use may be their c hoic e. 

As w ell, w e are forc ed to prefer the regulated us e of thalidomide over the alternative: 

One thalidomide baby born out of ignorance is f ar worse than one born out of a legitimate attempt to 
regulate and control the distribution process of this drug. 

Sinc e you may soon be involved in presc ribing or taking thalidomide, w e need for you to be fully aware 
of the powe r you have … 

•	 the responsibility to see that you fully unde rs tand the risks thalidomide pose s … 
•	 the commitme nt to do w hatever it takes to make sure that NOT EVEN ONE w oman loses a c hild due 

to thalidomide 

We w ere as surprised as anyone when the people at Celgene Corporation, makers of THALOMID® 

(thalidomide), sought the opinions and input of those of us at TVAC c onc erning the use of thalidomide in 
the United States. We felt it w as a respec tful step in the right direc tion that our feelings, opinions, and 
know ledge w ere being c onsidered. 

We are also c onsoled to know that Celgene Corporation has instituted a c omprehensive program to help 
physic ians and pharmac ists inform patients about side effec ts and risks and ensure that they are aw are of 
prec autions they must take before, during, and after therapy. 

The THALOMID Risk Evaluation and Mitigation Strategy (REMS) is a multifac eted program 
developed to help ensure that fetal exposure to THALOMID does not oc c ur. All of the materials you need 
to c omply w ith this system are enc losed. 

Meanw hile, w e make you one promise: 

The Thalidomide Victims Association of Canada will continue to watch the progression of ev ents where 
thalidomide use is concerned. 

We have to! 
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For further information regarding the history of thalidomide or the status of survivors today, please feel 
free to c ontac t us. 

Sinc erely, 

((signatures)) 

Randolph Warren Gis elle Cole 

Chief Exec utive Offic er Pas t Pres ident 

Thalidomide Vic tims Thalidomide Vic tims 

Assoc iation of Canada Assoc iation of Canada 

Head Offic e 

Thalidomide Victims Association of Canada 
Centre Commerc ial J os eph Renaud 
6830 Boul. Joseph Renaud, Suite 211 
Montreal, Quebec , Canada 
H1K 3V4 

Phone: 1-514-355-0811 
Fax: 1-514-355-0860 
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((DO NOT GET PREGNANT logo)) 

Warning to patients taking THALOMID® (thalido mide) 

Atte ntion females: 

Do not take THALOMID 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 effec tive method and at least 1 additional effec tive 
method of birth c ontrol e ve ry time you have sex with a male. 

Atte ntion males: 

You must use a latex or synthetic c ondom e ve ry time you have sex w ith a female w ho is pregnant or w ho 
is able to get pregnant, even if you have had a suc c essful vasectomy (tying of the tubes to prevent the 
passing of sperm). 

You must not donate sperm w hile taking THALOMID, during breaks (dose interruptions), and for 4 w eeks 
after stopping THALOMID. 

Atte ntion all patients: 

You must not donate blood w hile taking THALOMID, during breaks (dose interruptions), and for 4 weeks 
after stopping THALOMID. 

This medic ine is only for you. Do not share it with anyone even if they have symptoms like yours. Just 
one capsule taken by a pregnant female c an c aus e s evere birth defec ts . 

THALOMID must be kept out of the reac h of c hildren. Return any unused THALOMID c apsules for 
disposal to Celgene by c alling 1-888-423-5436, or to your THALOMID presc riber, or to the pharmacy that 
dispensed the THALOMID to you. 
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[Bac k Cover] 

For more information about THALOMID® (thalidomide) and the THALOMID 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 

THALOMID is only available unde r a re s tricte d dis tribution program, THALOMI D REMS® . 

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

((Celgene logo)) ((T HALOMID REMS ® logo)) ((T HALOMID logo)) 

T HALOMID® is a registered trademark of Celgene Corporation. T HALOMID REMS® is a trademark of Celgene Corporation. 

© 2016 Celgene Corporation 6/16 REMS -T HA16760 
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Patie nt Surve y Re minde r Card 

Ce lge ne logo REMS Patient Survey Reminder 

Patie nt Name Date Survey Available 

Doctor’s Office Contact and Phone # 

Product Pharmacy Name 

OR Website and Mo bile App Survey Telepho ne Survey 

Ac c ess the internet and type in the w ebsite address 

www.CelgeneRiskManagement.com or 

dow nload the Celgene REMS mobile app for your iPad. 
You c an find the Celgene REMS mobile app by using 
the searc h term Celgene in iTunes for iPad only. 

You are not required to have a User Name or Passw ord 
to c omplete a survey. To take your survey, left c lic k 
your mouse on the button 

You w ill be asked for the follow ing information. 
Pleas e enter the information exac tly as it w as 
provided during your enrollment proc ess 

After entering the information above, c lic k 

Survey questions w ill be displayed 1 per 
page. Pleas e be s ure to c omplete the s urvey 
in its entirety. A summary page displaying 
your survey answ ers will be displayed at the 
end of your survey. Upon c ompletion, send 
the survey to Celgene by c lic king 

From a touc htone phone dial 

1-888-423-5436 

Para español, oprime el numero dos 

to identify that you are a patient 

to take a s urvey 

Enter your 9-digit patient identific ation 
number 
(the number you provided during the 
enrollment proc ess – for example your 

From the menu provided, selec t the drug that 
you have been presc ribed. 

Your survey w ill then begin. Please answ er 
all of the questions. Confirmation that the 
survey has been c ompleted w ill be provided 
at the end of your survey. 

© 2014 Celgene Corporat ion 10/14 REMS-GEN14581 
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Ce lge neRiskManagement.com 

Login Page 
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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 

Reference ID: 3921520 


	Thalomid_2016-04-22_REMS_document
	Thalomid_2016-04-22_Patient_Prescription_Form
	Thalomid_2016-04-22_Patient_Prescription_Form_VA
	Thalomid_2016-04-22_Prescriber_Guide
	Thalomid_2016-04-22_At-A-Glance
	Thalomid_2016-04-22_Prescriber_Enrollment_Form
	Thalomid_2016-04-22_PPAF_Adult_Female_Who_Can_Get_Pregnant
	Thalomid_2016-04-22_PPAF_Adult_Female_Who_Can_Not_Get_Pregnant
	Thalomid_2016-04-22_PPAF_Female_Child_Who_Can_Get_Pregnant
	Thalomid_2016-04-22_PPAF_for_Adult_Male
	Thalomid_2016-04-22_PPAF_Female_Child_Who_Can_Not_Get_Pregnant
	Thalomid_2016-04-22_PPAF_for_Male_Child
	Thalomid_2016-04-22_Education_and_Prescribing_Safety_Kit
	Thalomid_2016-04-22_Welcome_Letter
	Thalomid_2016-04-22_Pharmacy_Guide
	Thalomid_2016-04-22_Education_Counseling_Checklist
	Thalomid_2016-04-22_Pharmacy_Certification_Quiz
	Thalomid_2016-04-22_Patient_Resource_Pack_Envelope
	Thalomid_2016-04-22_Patient_Guide
	Thalomid_2016-04-22_Patient_Survey_Reminder_Card
	Thalomid_2016-04-22_Celgene_website
	Thalomid_2016-04-22_Emergency_Contraception_Brochure
	Thalomid_2016-04-22_Celgene_REMS_Programs_Pharmacy_Training



