
 

   
 

 
 

 

  

   

 

  
  

 

   
  

 

    
   

  
   

 

   
 

    
 

 

 

 

 

 

 

  

[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)) 

74
 

Reference ID: 3921520 

http:Management.com


 

   
 

 

 
   

 
  

 
 

  
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

Table of contents 

Guidelines for ordering, c ounseling, and dispensing THALOMID® (thalidomide)..….....................3 

THALOMID Risk Evaluation and Mitigation Strategy (REMS) Educ ation and Counseling 
Chec klis t for Pharmac ies ……………………………………………………………………………6 

Rules for dispensing and shipping …………………………………………………………………6 

Adverse drug experienc e reporting proc edure for healthc are professionals............................... ..... .. .7 

75
 

Reference ID: 3921520 



 

   
 

   

 

    
  

 

  

     

  
   

  

  

     

   

     
  

 

   

  
  
  

   
 

 

  

    

  

  
 

   

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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