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TRACLEER® Patient Enrollment and Consent Form 
Complete this form for ALL patients.
 

Fax this completed form and copies of all insurance cards (front and back) to 1-866-279-0669.
 

Contact Actelion Pathways® at 1-866-228-3546 for questions.
 

Patient Information (please print) 

Male Female 

*EO1201310* 

FPO 

Firs t name MI Last name Gender 

Bir th date Primar y language Email address 

Primar y phone # Alternate phone # Best time to call 

Address Cit y State ZIP 

Legal guardian Relationship Phone # 

Emergency contact Relationship Phone # 

Cer tif ied pharmacy preference (If lef t blank, this referral will be sent to the appropriate cer tified pharmacy based on the patient ’s existing benefits.) 

Actelion Pathways Services Authorization 

I allow my heal thcare provider s, pharmacy provider s, and heal t h plans t o use and share 
my per sonal infor mation and healt h information abou t me and my Ac telion t herapies (“my 
infor ma t ion” ) wi th Actelion Pharmaceut icals US, Inc. and it s con tractor s (collectively, 
“Actelion”) for t he follow ing purposes: 1) to es t ablish my benefi t eligibili t y, including bene fi t 
eligibili t y for laborator y ser vices; 2 ) to communicate w i th my heal t hcare providers , heal th 
plans, ot her payers, and pharmacies abou t my medical care; and 3) to help provide any 
therapy access suppor t ser vices to me t hat will assis t in my Actelion t herapy. Actelion may 
leave messages for me on the telephone number (s) that I prov ide. T hese messages may s tate 
that I t ake an Actelion medication as well as provide me w i th addit ional infor ma t ion. I also 
allow t he sharing of my information to speci fic people I have iden ti fied. 
I unders tand that Actelion does not promise to fi nd ways to pay for my medicat ions. I know 
that I am responsible for t he cos t s of my care. I unders tand that once my heal th infor ma t ion 
has been shared wi th Ac telion, pr ivacy laws may no longer protec t i t ; however, Actelion 
agrees to protec t my information and t o use and share i t only for reasons lis ted above 
or as required by law. I unders t and t hat my cer t i fi ed pharmacy may receive pay men t in 
connection wi th the use and disclosure of my infor mation for purposes allowed under t his 
per mission. I f I do not sign this for m, my eligibili t y for heal th plan bene fi t s and treatmen t by 
my heal t hcare provider w ill not change, but I w ill not have access to the Actelion suppor t 
ser vices. I may also cancel my permission at any t ime by wri ting a let ter saying I cancel my 
wri t ten permission and mailing t o Actelion Pharmaceu t icals US, Inc.: PO Box 8 2 6 , Sou th 
San Francisco, C A 9 4 0 8 3 or by fa x ing i t to 1-8 6 6 -2 7 9 -0 6 6 9 or by calling 1-8 6 6 -2 2 8 -3 5 4 6 . I am 
allowed a copy of t his signed agreement . T his wri t ten permission will expire 10 years af ter 
the date on which I sign i t . 

Patient Agreement 3 

For All Patients: I ack now ledge t hat I under s tand t hat Tracleer is only available through 
a res tricted dis tribut ion program under an F DA-required Risk Evaluat ion and Mi tigation 
S t rateg y (REMS). I ack now ledge t hat I have been counseled on t he risks of Tracleer, 
including the risk of liver damage and serious bir t h defect s . I have read the Tracleer 
Medication Guide and t he Tracleer REMS Guide for Patients. I unders t and tha t I will be 
cont ac ted by Ac telion, i t s agent s, and /or a heal t hcare prov ider to receive counseling on  
t he risks of Tracleer treat ment , to ensure t hat I am complet ing the required li ver funct ion 
tes t s before I s tar t Tracleer and mont hl y before each re fi ll. I agree t o be counseled each 
mon th by t he pharmacy on the need for t he mont hl y liver tes ting. 
For Females Who Can Get Pregnant: I unders t and t ha t I will be con tac ted by Actelion and /or i t s 
agent s and con tractor s to receive counseling on the risk of serious bir th defects , t he need t o 
use reliable con t racep t ion during Tracleer t reat ment and for one month af ter s topping Tracleer 
treat ment , the impor tance of no t becoming pregnant , and to ensure that I have comple ted 
pregnancy tes ting before I s tar t Tracleer, mon thl y before each re fi ll, and for one mon th af ter 
s t opping Tracleer. I agree to be counseled each mon th by t he cer ti fied pharmacy on the need to 
use reliable con t racep t ion during Tracleer t reat ment and for one month af ter s topping Tracleer. 
I unders tand that I mus t immediatel y cont act my healt hcare provider i f I miss a mens trual 
period or suspect that I am pregnant ; and that I may be contacted by Actelion and /or it s agents 
and con tractor s to ob t ain information abou t my pregnancy, if I become pregnant . 
For Pre-puber tal Females: I acknowledge that I have received and read t he Tracleer 
Medication Guide and t hat I unders t and t hat I mus t immediately contact my healt hcare 
prov ider if I get my mens trual period. 
For Post-menopausal Females: I acknowledge that I have received and read the Tracleer 
Medication Guide. 
For Females with other medical reasons for permanent , irreversible infer tilit y: 
I ack now ledge t hat I have received and read t he Tracleer Medication Guide. 

(REQUIRED FOR ALL PATIENTS) Patient or Parent/Guardian Signature Date 

Prescriber Information 

Firs t name Middle initial 

Last name 

Address 

Cit y 

Phone # 

NPI # 

Of fice contac t and email address 

State 

Fax 

Tracleer ID 

ZIP 

6 Prescriber Authorization 

For this patient, have you reviewed their liver func tion tests?      Ye s  No 

REQUIRED (Check one box) 

Female of Reproductive Potential 
If this patient is a Female of Reproduc tive 
Potential, has a negative pregnancy test been 
completed prior to prescribing Tracleer?

 Ye s  NoReference ID: 3856191 

Female of Non-Reproductive Potential 

Pre -puber t al Post-menopausal 
Female Female 

Female with other medical reasons 
for permanent, irreversible infertility 

(REQUIRED) Patient or Parent /Guardian Signature Date 

5 Diagnosis, Prescription, and Shipping Information 
(Check ONLY ONE Box for the Diagnosis Related to Trac leer Treatment) 

Pulmonary Arterial Hyper tension (PAH) 
Connective Congenital Hear t 

Idiopathic PAH Heritable PAH Tissue Disorder Disease 

Other 

Trac l ee r (bosentan) dosing: 62.5 and 125 mg tablets 
Directions for use and dispensing instructions: Complete A or B below 
A. Sig: Take 62.5 mg tablet by mouth t wice daily × 4 weeks, then increase to the 

maintenance dose of 125 mg tablet by mouth t wic e daily. 
Disp: Tracleer 62.5 mg tablets (66215 -101-06) (60 tablets). No refills.

          Tracleer 125 mg tablets (66215 -102-06) (6 0 tablets). Refill × 11.
 

OR 

B. Sig: _______________________________________________________________________________________ 

Disp: Tracleer 62.5 mg tablet s (6 6215 -101-06)____________________________(Q t y) table ts 

Tracleer 125 mg tablets (66215 -102-06)____________________________(Qt y) tablets 

Patient home Prescriber of fice Other Ship to: 

Address 

Cit y State ZIP 

I cer tif y that the above therapy ordered is medically necessar y and agree to follow the “Prescriber 
Requirements” indicated on the second page of this form. Fur ther, I hereby authorize Actelion 
and/or its designated representative(s), to ac t on my behalf for the limited purposes of providing 
this prescription to the cer tified specialt y pharmacy for patient treatment purposes. 

(REQUIRED FOR ALL PRESCRIBERS) Prescriber Signature Date 

If your patient is FEMALE, check correct female patient categor y (please see definitions of these terms on the following page): 



 

    

  

 

  

   

  

  

  

  

  

   
  

 

Definitions of Reproductive Potential Status 

Females of Reproductive Potential 

• Females of reproductive potential include girls who have entered puber ty and all females who have a uterus and have not passed through menopause 
(as defined below) 

• For the purposes of this REMS, puber ty includes those girls who are at least Tanner Stage 3 and have not yet had a menses (premenarchal) 

Females of Non-Reproductive Potential 

• Pre-pubertal Females: Females who are at Tanner Stages 1 and 2 are not considered to be of reproductive potential 

• Post-menopausal Females: Females who have passed through menopause. Menopause is defined as 12 months of spontaneous amenorrhea (not amenorrhea 
induced by a medical condition or medical therapy) or post-surgical form bilateral oophorectomy 

• Females with other medical reasons for permanent, irreversible infertility 

Prescriber Requirements 

For All Patients 

• I acknowledge that I have counseled the patient (and parent /guardian when appropriate) that Tracleer® is only available through a restricted distribution program 
under an FDA-required REMS 

• I acknowledge that I have counseled the patient (and parent /guardian when appropriate) on the risks of Tracleer, including the risk of liver damage and serious bir th 
defects, and that I have reviewed the Tracleer Medication Guide and the Tracleer REMS Guide for Patients with the patient (and parent/guardian when appropriate) 

• I will order and review liver function tests (ALT/AST/bilirubin) prior to initiation of treatment and monthly during treatment 

For Females of Reproductive Potential 

• I will order and review pregnancy tests prior to initiation of Tracleer treatment, monthly during treatment, and for 1 month af ter stopping treatment in accordance 
with the Tracleer REMS Program 

• I will evaluate the patient and agree to document any change or misclassification in reproductive potential status by submitting a Tracleer REMS Change in 
Reproductive Potential Status and Pre-pubertal Annual Verification Form within 10 business days of becoming aware of the change 

For Pre-pubertal Females 

• I will evaluate the patient ’s reproductive potential status, verif y reproductive potential status annually for Pre-puber tal Females who are at least 8 years of age 
and older, and agree to repor t any change or misclassification in reproductive potential status on a Tracleer REMS Change in Reproductive Potential Status and 
Pre-pubertal Annual Verification Form within 10 business days of becoming aware of the change 

Fax this form to 1-866-279-0669 

Please visit ww w.TracleerREMS.com or call 1-866-ACTELION (1-866-228-3546) for more information about the Tracleer REMS Program. 

Actelion Pathways is a registered trademark of Actelion Pharmaceuticals Ltd 
© 2015 Actelion Pharmaceuticals US, Inc. All rights reserved. MRC-2015 -REMS -0 029Reference ID: 3856191 
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