
 

   
 

  

  

   

 

 
  

 
 

 

  

  

  

   
 

    

  

  

  

   

 

   

    

  
  

   
 
 

  

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 
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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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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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