
 

   
 

  

 

 

  
  

   
  

 

   
   

   
     

  

    
 

 

 

 

 

 

 

     
    

 

 
     

 

       

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 
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