
 

  

 

   

 

   

  

   

 

   

 

   

  

   

 

     

  

  

  

    

 

 

  

[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! 

Reference ID: 3921520 

103
 



 

  

 

  
 

 

 

 

 

 

     

    

    

    

 

 
 

 
 

  
 

 

  
 

 

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. 

105
 
Reference ID: 3921520 



 

  

  

 

 

     
   

 

 

 

 

 

 

 

  

 
     

 

 

         

 

 

        

 

        

[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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