adayI

(flibanserin)

Addyi” REMS Program Prescriber
and Pharmacy Training

The Food and Drug Administration (FDA) has required a Risk Evaluation and Mitigation
Strategy (REMS) to ensure the benefits of Addyi outweigh the increased risk of hypotension
and syncope due to an interaction with alcohol.

Sprout Pharmaceuticals, Inc.
4208 Six Forks Rd, Suite 1010

Raleigh, NC 27609
Reference ID: 3808140



Addyi” REMS Program Overview

* The Food and Drug Administration (FDA) has required a Risk
Evaluation and Mitigation Strategy (REMS) to ensure the benefits of
Addyi outweigh the increased risk of hypotension and syncope due to
an interaction with alcohol.

* Prescribers and Pharmacies must be certified in the Addyi REMS
program to prescribe and dispense Addyi.

» OQutpatient Pharmacies will only fill an Addyi prescription written by a
certified prescriber. This is verified electronically when each Addyi
prescription is processed through the pharmacy’s computer system or
by calling the Addyi REMS Program Support Center.
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Addyi” REMS Program Prescriber and Pharmacy Training

* The information presented in this training program does not include a
complete list of all risks and safety information on Addyi.

» Before prescribing or dispensing Addyi, please read the Addyi
Prescribing Information and the Addyi Medication Guide available at
www.AddyiREMS.com.

* Further information is also available at www.AddyiREMS.com.

adayr

Re@éggmsﬁgé?)o © 2015 Sprout Pharmaceuticals, Inc. Addyi REMS Program Prescriber and Pharmacy Training 3



Addyi” REMS Program Certification Process

Complete the Addyi REMS Program Prescriber and Pharmacy
Training in 3 easy steps*:

READ REVIEW ENROLL
Read the Addyi REMS Review your knowledge Enroll by completing
Program Prescriber and by answering Knowledge the enrollment process
Pharmacy Training and Assessment questions online or by faxing the
Prescribing Information appropriate enrollment
form

*For online enrollment first sign-up by creating an account and providing all requested
contact information

adayr

Regﬂéggmsﬁgéqpo © 2015 Sprout Pharmaceuticals, Inc. Addyi REMS Program Prescriber and Pharmacy Training



Addyi™ REMS Goal

The goal of the Addyi REMS is to mitigate the increased risk of
hypotension and syncope associated with Addyi due to an interaction
with alcohol by:

» Ensuring prescribers and pharmacists are educated about the
increased risk of hypotension and syncope associated with Addyi due
to an interaction with alcohol and the need to counsel patients about
this risk.

* Informing patients of the increased risk of hypotension and syncope
associated with Addyi due to an interaction with alcohol.
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Addyi™ is Indicated for HSDD

» Addyi is indicated for the treatment of premenopausal women with
acquired generalized hypoactive sexual desire disorder (HSDD) as
characterized by low sexual desire that causes marked distress or
interpersonal difficulty and is NOT due to:

— A co-existing medical or psychiatric condition,
— Problems within the relationship, or

— The effects of a medication or other drug substance.

Limitations of Use

« Addyi is not indicated for the treatment of HSDD in postmenopausal women or
In men.

« Addyi is not indicated to enhance sexual performance.
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Addyi™ and Alcohol:
Increased Risk of Hypotension and Syncope

» Dedicated alcohol interaction study with Addyi in 23 men and 2
premenopausal women.

» All subjects were co-administered Addyi 100 mg and the equivalent
of two or four glasses of wine* consumed over 10 minutes in the
morning.

» Severe hypotension was observed.
» Therapeutic intervention was needed in some cases.

» There were no events requiring therapeutic intervention when Addyi
or alcohol was administered alone.

*Each glass of wine containing 12% alcohol content = one can of beer
containing 5% alcohol = 1.5 ounce shot of 80-proof spirit in a 70 kg
person
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Addyi™ and Alcohol:
Increased Risk of Hypotension and Syncope

* Four of 23 subjects (17%) co-administered Addyi 100 mg and the
equivalent of two glasses of wine had events of hypotension or
syncope.

o Systolic blood pressure reductions from 28 to 54 mmHg
o Diastolic blood pressure reductions from 24 to 46 mmHg

» Six of the 24 subjects (25%) co-administered Addyi 100 mg and the
equivalent of four glasses of wine experienced orthostatic
hypotension when standing from a sitting position

o Systolic blood pressure reductions from 22 to 48 mmHg

o Diastolic blood pressure reductions from 0 to 27 mmHg
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Addyi™ Contraindications

* Alcohol
* Moderate or strong CYP3A4 inhibitors

* Hepatic impairment
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Addyi™ and Alcohol

« Patients must not take Addyi unless they can abstain from alcohol use for the
full duration of treatment.

» Prescribers need to evaluate a patient’s ability to abstain from using alcohol.

» Prescribers and Pharmacists must counsel their patients on the increased risk
of hypotension and syncope with Addyi due to an interaction with alcohol and
the need to abstain from alcohol.

* The Addyi REMS Patient-Provider Agreement Form is an important tool for
healthcare providers to use with patients.
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Addyi™ REMS Program Patient-Provider Agreement

« The Addyi REMS Program P
Patie nt_ Pro Vi de r Patient-Provider Agreement Form

Healthcare Provider:

Agreement Form must be = e SRRSO SRR, R S,

« Addyi and slcohol interact and increase the risk of severe hypatension and syncape.

* lagree to:

u S ed to CO u n Se | pat i e nts Use this Patient Provider Agreement Form to counsel my patients about these risks and the importance

of abstaining from alcohol.
Sign this form along with my patent and place a copy in her chart

u p on receivi n g t h e i r i n it ia I - Tearaffthe bottom portion and provick it tomy patient to take hasne foc har refersnc

Prescriber Signature Date

prescription for Addyi. S ————

. . . Patient

PY Aft t h f m | understand that | must nat drink alcohol while taking Addyi. Drinking alcohol during treatment with Addyi
e r S I n I n I I S O r has been shown to increase the risk of severe low blood pressure and fainting (loss of conscilousness)

* If| feel lightheaded or dizzy, | will lie down right away and sesk medical help if these symptams do not

.
S h O u I d b e ke pt I n t h e . (\Jl{: :i:zyﬂose consciousnass), | will tell my healthcare provider as scon as possible

* | understand that | should only take Addyi at bedtime,

pat i e nt ’S C h a rt- If | miss a dose, | will skip the missed dose, | will take my next dose the next day at bedtime,

| understand the instructions that my healthcare provider has given to me.

Patient Signature Date

* The bottom portion can be
torn off for the patient to addyi
take home. .-—

rear here

Addyi™ Patient Information

| understand that | must not drink alcohol while taking Addyi (flibanserin). Drinking alcohol
during treatment with Addyi has been shown to increase the risk of severe low blood pressure and fainting {loss of
consciousness)

PY Th is fo rm may a Iso be used IF | faol lightheadad or dizzy, 1 will lie down right away and seck medical help if these symptome do not go away

If | faint (lose consciousness), | will tall my healthcare provider as soon as possible.
+ lunderstand that | shauld only take Addyi at bedtime.

fo r p h a r m acy c o u n se I i n g . + IF I miss a dose, | will skip the missed dese. | will take miy rext dose the next day at bedtime.

For more information about Addyi please visit www.AddyiREMS.com

£.2015 Sprout Pharmaceuticals, Inc. Addyi REMS Patient-Provider Agreement
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Patient-Provider Agreement: Patient Information

Patients taking Addyi” must express an understanding of the
following:

| understand | must not drink alcohol while taking Addyi (flibanserin).

* Drinking alcohol during treatment with Addyi has been shown to increase
the risk of severe low blood pressure and fainting (loss of consciousness).

« |f | feel lightheaded or dizzy, | will lie down right away and seek medical
help if these symptoms do not go away.

« If | faint (lose consciousness), | will tell my healthcare provider as soon as
possible.

« | understand that | should only take Addyi at bedtime.

 |f I miss a dose, | will skip the missed dose. | will take my next dose the next
day at bedtime.
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Completing the Addyi REMS Program Prescriber and
Pharmacy Training

Confirm Understanding Through Knowledge Assessment

TRAINING COMPLETE

Confirm that you've read through
and understand the Addyi REMS
Program Prescriber and Pharmacy
Training by completing the
Knowledge Assessment and, if
required, attestations.
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