
 

   

  

   

   
 

 

    

   

  

       

      

 

 

       
 

    

  

     

     
  

    
  

    
  

  
 

     
  

  
  

((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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