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Tracleer® (hosentan) Enroflment and Renewal

H PHARMACEUTICALS A00E

Form from www.needymeds.org

Reset Form

Check ane: |:|Enrnllment |:|Renewal

PO Box 826, South San Francisco, CA 94083-0826 | Phone 1-866-ACTELION (1-866-228-3546) or Fax 1-866-279-0669

Ongs complele, submit his form to PAH Pathways™ The information will be entered inta the Tracleer Access Program (TA.R®) database and forwarded
to the specialty pharmacy you designate below. The specialty pharmacy will follow up as needed with prescribers and patients.
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OMalp.OFemala
GEN L0G, Phona #:
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Required: Please submit copies of patient's current madical and prescription cards with this form.

Primary inzurence company: Fhuns #:
Marne of ingured: Folicy #: Group/Folicy #:
Fresenplion caverags nam; Phone #: Palicy #. Group/Policy #:

Indizate specially pharnacy pralsrance:

Insurance Irormation

For a current st af phammaies, vall 1-986-228-3548, |f no proference is indicated, this referral will be sent to the appropriate specialty pharmacy basad on the patient’s existing benelits,

1 have read and agreed to the Patient Agreement on the back of this form. | have

reviewed the Madigation Guide with my prescriber, | conzent to be enrolled in

the Tracleer Access Pragram, end | agree to comply with the program for as long as | am prescribed Tracleer.

Patient/guardian signature: Date:
Firet name: Ml |.&RT nAMA" Orgres:
NFA # NPI:
Complete section below only if you are a new prascrier or your eontart infarmation has changed.
Neme af fecilicy Sprralty Tax 1D # Srtare legnse &
Qi contact inane And phonel Fharie 8 Faw #:
Primary address. ity Slate: 2l E-mail

For the patient indicated on this form, pleasa indicate whethar:

1. You hiave reviewed pretreatment [iver function tests. OYESOND

2. If 5 female, she is of childbearing porential. O ves ONo

3.1t a tamala of childbearing potential, you have confirmed & pretreatmeant
negative preynancy (est, OYESONO

[ rracleer 2.5 mg (6621501 01-06) Refils 4:
[ Jracleer 126 g {66215-0102 08) fofills #: __

Dircetions for use:

Dispense as Written

Prescriber and Prescription Information

Date: __.___

Prescriber signature:

Prescriber Certification—My signature below certifies that:
1. 1 have read and undarstood the communication and educational materials for
prascribars ragarding the risks of Tracleer, end agree to document that |;
-Reviewed and discussed the Medication Guide and the risks of bosentan
{including the risks of teratogenicity and hapatotoxicity) with my patients priar
to prescribing Traclaar.

—Reviawed pretreatment liver function tests (ALT/A3T/bilirubin) and confirmed
that my patients are not pregnent {if applicable), and | agras to order and monitor
manthly liver function tests and, if applicable, pregnancy tests.

—Educated and enunsalad famales of childbearing potential (see definition on
raversa sida) to notify ma if they suspect they may be pregnant,

Educated and counseled females of childhearing potential about the need to use
refiable methods of contraception (sea labla an reverse side) during treatment
with Tracleer end for one month aftartrearmeant discontinuation.
2. lwill notify Actelion Pharmaceuticals US, Inc., and/or the FDA, of any advergs avantg,
including hepatotoxicity, and report any pregnancy during treatmant with Tracleer.
3. lwill epunsel my patisnts who fail to comply with the program requirements.
4, | will renew my patients’ prescriptions annually by completing and submitting a
new form for patients continuing therapy.

Prascriher signature: Date: __

BEFORE SIGNING, SEE IMPORTANT SAFETY INFORMATION ON BACGK.

9 2008 Actelion Planmaceutieals US, Ing, Al rphts reesrved. 07 306 01 02 0B03
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Patient Agreement

* | have reviewed the Medication Guide with my healthcare provider. [ understand that a Medication Guide will be provided
to me each time | receive a prescription for Tracleer, and that ! must read it each time because it may have new information
important to my treatment.

» [ have been informed of the risks of treatment with Tracleer, including the risks of fiver injury and birth defects. | understand
that [ will be contacted by Actelion, its agents, and/ar a healthcare provider to receive counseling on the risks of Tracleer
treatment, to ensure that | am completing the required liver function tests and pregnancy tests (for females of childbearing
potential—see definition below} and, if | am a female who becomes pregnant, to obtain information abaut my pregnancy.

* | agree to notify Actelion or my specialty pharmacy if | should change prescribers.
= | agree to have monthly blood tests as ordered by my healthcare provider for as long as | take Tracleer.

| authorize my healthcare providers, health plans, ather payers, and pharmacies to disclose my persanal, medical, and health
information to Actelion Pharmaceuticals US, Inc., and its employees, distributors, agents, and contractors {“Actelion”), and
| authorize Actelion to use and disclose this information for use in implementing TA.P including to 1) establish my benefit
eligibility; 2) communicale wilth my healthcare providers, health plans, other payers, and pharmacies about my medical careg;
3) provide support services, including facilitating the provision of Tracleer to me; and 4) help find ways to pay for Tracleer, or
for treatment or healthcare operations in progress.

» | understand that | may be contacted by Actelion or its delegates regarding important safety surveys while | am taking Tracleer.

» | understand that Actelion does not pramise to find ways to pay for my Tracleer, and | knew that | am responsible for the
costs of my care.

* | understand that once my health information has been disclosed to Actelion, privacy laws may no longer restrict its use or
disclosure; however, Actelion agrees to protect my information by using and disclosing it only for the purposes described
above or as required by law.

* | acknowledge and agree that, although Actelion will have access to my persanal health information, Actelion will not be

providing counseling or medical advice regarding my condition. | further understand that all questions regarding my medical
and health conditions should be discussed with my healthcare provider.

Definition of Female of Childbearing Potential (FCBP)

Female patients who are physically capable of becoming pregnant include those wha are pubertal and have not yet had menses
{premenarchal, Tanner stage 3, 11.5 to 13 years of age), perimenopausal and have had spontaneous menses in the last 24 months,
and nonmenopausal who have not had a hysterectomy, bilateral oophorectomy, or medically documented ovarian failure.

Female patients who are not considered to be of childbearing potential are surgically sterile (both ovaries and/or ulerus removed),
postmenopausal (no menstrual period for longer than 24 consecutive months, confirmed by their healthcare provider), or incapable
of pregnancy (confirmed by their healthcare provider).

Reliable methods of contraception during treatment with Tracleer

Methods to use alona Hormone Barrier
{choose 1 and use with a barrier method) {use both OR chaose 1 and use with a hormone method)
* Intrauterine devices {IUDs) * Estrogen and progesterong *Male condom with spermicide
—Copper T 380A 1UD — ral contraceptivas «Diah ith icid
—LNg-20[US —Transdarmal patch D';p ragm with spermicide
t [LE}B] —Vaginal ri
(progesteran ILD) Vaginal ring Cervical cap with spermicide
= Tubal sterilization = Progesterone only
~=Injection
—Implant

A partner’s vasectomy still requires 1 additional method of contraceptian.
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