Initial REMS approval: 08/2015

Last modified/revised: 05/2016

NDA 22526 Addyi™ (flibanserin)
Serotonin 1A receptor agonist and a Serotonin 2A receptor antagonist
Sprout Pharmaceuticals, Inc.,
a wholly owned subsidiary of Valeant Pharmaceuticals International, Inc.
400 Somerset Corporate Boulevard
Bridgewater, NJ 08807

Phone: 908-927-1400

RISK EVALUATION AND MITIGATION STRATEGY (REMS)
I. GOAL(s)

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.

Il. ELEMENTS
A. Elements To Assure Safe Use
1. Healthcare providers who prescribe Addyi for outpatient use must be specially certified.

a. To become specially certified to prescribe Addyi in the Addyi REMS Program, healthcare
providers must:

i.  Review the Prescribing Information (PI) for Addyi.

ii.  Review the Addyi REMS Program Prescriber and Pharmacy Training and successfully
complete the Addyi REMS Program Knowledge Assessment.

iii.  Enroll in the Addyi REMS Program by completing the Addyi REMS Program Prescriber
Enrollment Form.



b. As a condition of certification, prescribers must:

1.

ii.

Counsel patients about the increased risk of hypotension and syncope associated with
Addyi due to an interaction with alcohol, using the Addyi REMS Program Patient-Provider
Agreement Form. Maintain the completed Addyi REMS Program Patient-Provider
Agreement Form in the patient’s records and provide the patient with the portion of the
Addyi REMS Program Patient-Provider Agreement designated for patient receipt.

Report any adverse events of hypotension or syncope where an interaction with alcohol
cannot be ruled out to Sprout Pharmaceuticals.

c. Sprout Pharmaceuticals must:

1.

ii.

iil.

1v.

Vi.

Vil.

Ensure that healthcare providers who prescribe Addyi for outpatient use are specially
certified, in accordance with the requirements described above.

Provide all the following mechanisms for healthcare providers to complete the certification
process for the Addyi REMS Program: online, by email or by fax.

Ensure that healthcare providers are notified when they have been certified in the Addyi
REMS Program.

Maintain a validated, secure database of healthcare providers who are certified to prescribe
Addyi in the Addyi REMS Program.

Ensure that healthcare providers meet the REMS requirements and de-certify healthcare
providers who do not maintain compliance with REMS requirements.

Ensure that certified prescribers are provided access to the database of certified pharmacies.
Provide the Addyi REMS Program Prescriber Enrollment Form, Addyi REMS Program
Prescriber and Pharmacy Training, Addyi REMS Program Knowledge Assessment, and the

PI to healthcare providers who (1) attempt to prescribe Addyi and are not yet certified, or
(2) inquire about how to become certified.

The following materials are part of the REMS and are appended:

= Addyi REMS Program Prescriber Enrollment Form

= Addyi REMS Program Prescriber and Pharmacy Training

=  Addyi REMS Program Knowledge Assessment

» Addyi REMS Program Website screenshots

» Addyi REMS Program Patient-Provider Agreement Form

2. Pharmacies that dispense Addyi must be specially certified.

a. To become specially certified to dispense Addyi in the Addyi REMS Program, pharmacies must:

1.

Designate an authorized representative to complete the enrollment and certification
processes by submitting the completed appropriate pharmacy enrollment form on behalf of
the pharmacy.



1)

2)

Outpatient Pharmacy:
e Addyi REMS Program Multiple Location Pharmacy Enrollment Form
e Addyi REMS Program Individual Location Pharmacy Enrollment Form

Inpatient Pharmacy: Addyi REMS Program Inpatient Pharmacy Enrollment Form

ii.  Ensure that the authorized representative oversees implementation and compliance with the
Addyi REMS Program requirements by doing the following:

1)

2)

3)

4)

5)

6)

Review the Addyi REMS Program Prescriber and Pharmacy Training and the PI and
successfully complete the Addyi REMS Program Knowledge Assessment.

Ensure all relevant staff involved in the dispensing of Addyi are trained on the Addyi
REMS Program requirements using the Addyi REMS Program Prescriber and
Pharmacy Training and maintain a record of training.

Put processes and procedures in place to ensure that prior to dispensing Addyi, the
outpatient pharmacy verifies the prescriber is certified in the Addyi REMS Program
and counsels the patient to avoid alcohol use with Addyi.

Ensure all relavent staff involved in the dispensing of Addyi understand the importance
of reporting any adverse event of hypotension and syncope where an interaction with
alcohol cannot be ruled out to Sprout Pharmaceuticals or MedWatch.

Maintain appropriate documentation that all processes and procedures are in place
and are being followed for the Addyi REMS Program and provide such
documentation upon request to Sprout Pharmaceuticals, FDA, or a designated third
party.

Comply with audits by Sprout Pharmaceuticals or a designated third party and
inspections by FDA to ensure that all processes and procedures are in place and are
being followed for the Addyi REMS Program.

b. As a condition of certification:

i.  Outpatient pharmacies:

1)

2)

Must recertify in the Addyi REMS Program if the pharmacy designates a new
authorized representative.

A pharmacy that supports electronic communication verification with the Addyi
REMS Program system must:

a) Ensure the pharmacy enables its pharmacy management system to support
communication with the Addyi REMS Program system, using established
telecommunication standards, and runs the standardized validation test
transaction to validate the system enhancements.

b) Dispense Addyi to patients only after obtaining a predispense authorization
(PDA) by processing each prescription through its pharmacy management
system to electronically verify the prescriber is certified in the Addyi REMS
Program.

c) Prior to dispensing, counsel patients to avoid alcohol use with Addyi. .



3) A pharmacy that does NOT support electronic telecommunication verification with
the Addyi REMS Program system must:

a) Dispense Addyi to patients only after obtaining authorization by calling the
REMS Program Support Center or by accessing the Addyi REMS Program
website to verify the prescriber is certified in the Addyi REMS Program.

b) Prior to dispensing, counsel patients to avoid alcohol use with Addyi.

ii.  Inpatient Pharmacies must:

1)  Recertify in the Addyi REMS Program if the pharmacy designates a new authorized
representative.

2)  Dispense Addyi only for inpatient use unless the pharmacy is enrolled as an
outpatient pharmacy and can comply with the requirements under 2(b)(i).

c. Sprout Pharmaceuticals must:

i.  Ensure that pharmacies that dispense Addyi are specially certified, in accordance with the
requirements described above.

ii.  Provide all the following mechanisms for pharmacies to complete the certification process
for the Addyi REMS Program: online, by email, or by fax.

iii.  Ensure that pharmacies are notified when they have been certified by the Addyi REMS
Program.

iv.  Verify every 2 years that the authorized representative’s name and contact information
corresponds to that of the current designated authorized representative for the certified
pharmacy. If different, the pharmacy will be required to re-certify with a new authorized
representative.

The following materials are part of the REMS and are appended:
= Addyi REMS Program Multiple Location Pharmacy Enrollment Form

= Addyi REMS Program Individual Location Pharmacy Enrollment Form
= Addyi REMS Program Inpatient Pharmacy Enrollment Form
= Addyi REMS Program Prescriber and Pharmacy Training
= Addyi REMS Program Knowledge Assessment
B. Implementation System
1. Sprout Pharmaceuticals must ensure that Addyi is only distributed to certified pharmacies by:

a. Ensuring that wholesalers/distributors who distribute Addyi comply with the program
requirements for wholesalers/distributors. The authorized wholesalers/distributors must:



i.  Put processes and procedures in place to verify, prior to distributing Addyi, that the
pharmacy is certified using the validated, secure database provided by the Addyi REMS
Program.

ii.  Train all relevant staff on the Addyi REMS Program requirements.

iii.  Comply with audits by Sprout Pharmaceuticals or a designated third party and inspections
by FDA to ensure that all processes and procedures are in place and are being followed for
the Addyi REMS Program. In addition, wholesalers/distributors must maintain appropriate
documentation and make it available for audits.

iv.  Provide distribution data to Sprout Pharmaceuticals.

b. Ensuring that authorized wholesalers/distributors maintain distribution records of all shipments of
Addyi and provide the data to Sprout Pharmaceuticals.

Sprout Pharmaceuticals must audit the wholesalers/distributors within 60 calendar days after each
wholesaler/distributor is authorized to distribute Addyi in order to ensure that all processes and
procedures are in place and functioning to support the requirements of the Addyi REMS Program.
Sprout Pharmaceuticals must ensure the authorized wholesalers/distributors meet the REMS
requirements and institute corrective action for wholesalers/distributors who do not maintain
compliance with the REMS requirements.

Sprout Pharmaceuticals must maintain a validated, secure database of pharmacies that are certified to
dispense Addyi in the Addyi REMS Program.

Sprout Pharmaceuticals must maintain records of Addyi distribution and dispensing, certified
prescribers, certified pharmacies, and authorized wholesalers/distributors to meet the REMS
requirements.

Sprout Pharmaceuticals must ensure that the pharmacies and authorized wholesalers/distributors meet
the REMS requirements and will de-certify pharmacies and authorized wholesalers/distributors who
do not maintain compliance with the REMS requirements.

Sprout Pharmaceuticals must maintain an Addyi REMS Support Center (1-844-233-9415) and Addyi
REMS Program Website (www.AddyiREMS.com). The REMS Program Website must include the
capability to complete prescriber and pharmacy certification online, provide pre-dispense
authorizations online, and include the option to print the PI, Medication Guide, and Addyi REMS
materials. The Addyi product website for consumers and healthcare providers (www.Addyi.com)
must include a prominent REMS-specific link to the Addyi REMS Program Website.

Sprout Pharmaceuticals must ensure that within 30 calendar days of approval of the REMS
modification the Addyi REMS Program Website (www. AddyiREMS.com) is fully operational and
the REMS materials listed in or appended to the Addyi REMS document are available through the
Addyi REMS Program Website or by calling the Addyi REMS Support Center.

Sprout Pharmaceuticals must monitor the certified pharmacies to ensure the requirements of the
Addyi REMS Program are being met. Sprout Pharmaceuticals must institute corrective action if
noncompliance is identified.


http:AddyiREMS.com
http:www.Addyi.com
http:www.AddyiREMS.com

9. Sprout Pharmaceuticals must audit 100 certified pharmacies or 1% of certified pharmacies, whichever
is greater, within 180 calendar days after the pharmacy places its first order of Addyi to ensure that all
processes and procedures are in place and functioning to support the requirements of the Addyi
REMS Program. The certified pharmacies will also be included in Sprout Pharmaceuticals’ ongoing
annual audit plan. Sprout Pharmaceuticals must institute corrective action for certified pharmacies
who do not maintain compliance with the REMS requirements.

10. Sprout Pharmaceuticals must take reasonable steps to improve implementation of and compliance
with the requirements in the Addyi REMS Program based on monitoring and evaluation of the Addyi
REMS Program.

I11. Timetable for Submission of Assessments

Sprout Pharmaceuticals must ensure FDA receives REMS assessments 6 months and 12 months from the
date of the initial approval of the REMS (August 18, 2015) and annually thereafter on or before the
anniversary date of the intial REMS approval. To facilitate inclusion of as much information as possible
while allowing reasonable time to prepare the submission, the reporting interval covered by each
assessment should conclude no earlier than 60 calendar days before the assessment due date.



APPENDIX A: ADDYI REMS PROGRAM PRESCRIBER ENROLLMENT FORM



Addyi™ REMS Program Prescriber Enrollment Form

The Food and Drug Administration has required a Risk Evaluation and Mitigation Strategy (REMS) for
Addyi™ (flibanserin) to mitigate the increased risk of hypotension and syncope associated with
flibanserin due to an interaction with alcohol. Addyi is only available from prescribers and pharmacies
that have been certified through the Addyi REMS Program.

Completing prescriber certification can either be done online at www.AddyiREMS.com or by reviewing
a hard copy of the Addyi REMS Program Prescriber and Pharmacy Training Program, completing the
Addyi REMS Program Knowledge Assessment, and submitting this Enrollment Form. If you’ve received
a hard copy of the Addyi REMS Program Prescriber and Pharmacy Training Program, successfully
completing the prescriber certification process requires you to:

1. Read the Addyi Prescribing Information and Addyi REMS Program Prescriber and Pharmacy Training
Program.

2. Review your knowledge and successfully complete the Addyi REMS Program Knowledge
Assessment.

3. Enroll by completing the Addyi REMS Program Knowledge Assessment and this one-time Addyi
REMS Program Prescriber Enrollment Form (all fields must be completed). This may be:
a. Faxed to the Addyi REMS Program Support Center at 1-844-694-3373 or
b. Scanned and e-mailed to AddyiREMS@AddyiREMS.com

Prescriber Attestations:

1. lunderstand that Addyi is only available through prescribers and pharmacies that are certified by
the Addyi REMS Program and that | must comply with the program requirements to prescribe
Addyi.

2. lunderstand that that there is an increased risk of hypotension and syncope associated with Addyi

due to an interaction with alcohol.

| have reviewed the Addyi Prescribing Information.

4. | have reviewed the Addyi REMS Program Prescriber and Pharmacy Training Program and
successfully completed the Addyi REMS Program Knowledge Assessment.

5. 1 will counsel my patients about the increased risk of hypotension and syncope associated with
Addyi due to an interaction with alcohol, using the Addyi REMS Program Patient-Provider
Agreement Form.

6. | will maintain the completed Addyi REMS Program Patient-Provider Agreement Form in the
patient’s records and provide the patient with their portion of the Patient-Provider Agreement
designated for the patient receipt.

7. lunderstand that the Addyi REMS Program may contact me via phone, mail, or email to survey me
on the effectiveness of the REMS Program requirements.

8. Il will report any adverse events of hypotension or syncope where an interaction with alcohol
cannot be ruled out to Sprout Pharmaceuticals at 1-844-746-5745.

w

Prescriber’s Signature Date

Print Name NPI # DEA#

Please Complete The Following Page

© 2015 Sprout Pharmaceuticals, Inc. AddyiREMSPRESCRIBERENROMMENTFORM
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Addyi™ REMS Program Prescriber Enrollment Form

First Name:

Last Name:

Practice Name:

Street Address:

City: ST: Zip:

Areyoua: MD DO PA NP Other

glinic.al ' Gynecology Fami!y Intern_al Psychiatry Other
pecialty: Medicine Medicine

Prac.tice Outpatient Outpatient Inpatient Other

Setting: General Practice Specialty Specialty

NPI4#: DEA # (optional):

Telephone #: Fax #:

E-mail: Confirm E-mail:

Preferred Method of Communication (please select one): [1 Fax [J Email

If manually completing, please fax all pages of this form to the Addyi REMS Program Support
Center (1-844-694-3373) or scan and e-mail to AddyiREMSEnroll@AddyiREMS.com. Ensure your
completed Knowledge Assessment and Enroliment Form is provided to the Addyi REMS Program

Support Center.

© 2015 Sprout Pharmaceuticals, Inc. AddyiREMSPRESCRIBERENROMMENTFORM
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APPENDIX B: ADDYI REMS PROGRAM PRESCRIBER AND PHARMACY TRAINING



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



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.

adayr

(ﬂ | ba nserln) © 2015 Sprout Pharmaceuticals, Inc. Addyi REMS Program Prescriber and Pharmacy Training 2



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
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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
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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.

adayr
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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.

adayr
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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

adayr
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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

adayr
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Addyi™ Contraindications

* Alcohol
* Moderate or strong CYP3A4 inhibitors

* Hepatic impairment

adayr

(ﬂ ! ba nserln) © 2015 Sprout Pharmaceuticals, Inc. Addyi REMS Program Prescriber and Pharmacy Training



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.

adayr
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Addyi™ REMS Program Patient-Provider Agreement

* The Addyi REMS Program
Patient-Provider
Agreement Form must be
used to counsel patients
upon receiving their initial
prescription for Addyi.

 After signing, this form
should be kept in the
patient’s chart.

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

* This form may also be used
for pharmacy counseling.

adayr

(flibanserin)

Addyi™ REMS Program
Patient-Provider Agreement Form

* Aleohol use is contraindicated in women taking Addy™ (flibansering
* Addyi and alcohol interact and increase the risk of severe hypotension and syncope
* lagreeta
Use this Patient Provider Agreement Form to counsel my patients about these risks and the importance
of abstaining from elcohal
Sign this form akong with my patient and place a copy in her chart
Tear off the bottorr portian and pravide it to my patient to take home for her reference

Prescriber Signature Catz

Phammacist: This form may be used as an aptional tool for caursaling patients, Na charting ar sigratures arsrequired

Patient
| understand that | must mot drink alcobol while taking Addyi. Drinking alcobol during treatmant with Addyi
has been shown to inaease the risk of severe low blood pressure and fainting (loss of consciousness),

If | feel lightheaded or cizzy, | will lie down right away and seek meadicsl help if these symptoms do not
go away.

If | faint (lose conscousness), | will tell my healthcare provider as soon a5 possible

| understand that | should anly take Acklyi at becitime,

If I miss a dose, | will skip the missed dose. | will take my naxt dose the naxt day at becltime

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

Patient Signature Date

addyr

(fiibansefin) Addyi™ Patient Information

| understand that | must not drink alcohol while taking Addyi (flibanserin). Droking alcoho
during treatment with Adeyi has besn shown to increase the risk of severs low blaad pressure and finting {oes of
onecousness)

+ If I feel lightheaded ordizzy, | will lie down right sway and seek medical help if these symptams do net go away

= |f|faint lose consdaousness), | will t2ll my healthcare provider as soon as possible.

+ |understand that | should only tske Addyi at bedtime

« [f I miss a dose, | will skip the missed dose, | will take my rext dose the next day at bedtime.

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

£°20175 Spraut Pharmaceuticals, Inc. Addyi REMS Patient-Pravider Agreement

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

adayr
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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.

adayr
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APPENDIX C: ADDYI REMS PROGRAM KNOWLEDGE ASSESSMENT



Addyi™ REMS Program Knowledge Assessment

Confirm Your Understanding Through Knowledge Assessment (circle your answer)

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

Why is alcohol contraindicated with a) Hepatotoxicity c) Hypotension and syncope
Ad dyi? b) Teratogenicity d) Hypersensitivity
What is the purpose of the Addyi a) For prescribers to counsel c) For the patient to take home the
REMS Patient-Provider Agreement patients at the office visit. important safety messages
Form? b) For patient charting d) For pharmacy counseling

' e) All of the above
How often must pharmacists counsel a) Never c) With the first prescription only
patients about the need to avoid b) Only if the patient asks about d) With every prescription
alcohol? alcohol use
What is the primary counseling a) Do not drink alcohol while taking | ¢) You must not drink alcohol while

Addyi until you know how taking Addyi

message for the patient?

alcohol affects you. d) Do not drink alcohol at night when

b) Limit your alcohol use while you take your daily Addyi
taking Addyi
First Name: Last Name: NPI# DEA#
~ Print this page and complete Knowledge Assessment. This page, along with the appropriate
add | enrollment form will need to be faxed to the Addyi REMS Support Center (1-844-694-3373) or print,

(flibanseri n) scan and e-mail to AddyiREMSEnroll@AddyiREMS.com to complete certification.

Addyi REMS Knowledge Assessment ~ © 2015 Sprout Pharmaceuticals, Inc. Addyi REMS Program Prescriber and Pharmacy Training



APPENDIX D: ADDYI REMS PROGRAM WEBSITE SCREENSHOTS



Addyi REMS Program

Risk Evaluation and Mitigation Strategy

Website Screenshots
V1
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1. Header

1. Header is included on every web page. To reduce the length of the document, the screenshot is
included once.

2. Footer

1. Footer is included on every web page. To reduce the length of the document, the screenshot is
included once.
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2. Home Page
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3. Prescriber Page
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4. Pharmacy Page
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5. Certified Network Page
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6. Create an Account Page
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7. Stakeholder ldentification Page

Addyi Stakeholder Identification

Please select ane of the following stakeholder types to ensure you are directed to the process that is appropriate to your role:
) Prescriber - This is for individuals prescribing Addyi to their patients.

) Individual Location Outpatient Pharmacy - This is for individual or independent outpatient pharmacies to become
certified to dispense Addyi. Selecting this option will take the authorized representative through the entire training,
enrollment and certification process.

) Multiple Location Qutpatient Pharmacy - This is for outpatient pharmacies with multiple locations (2.g.. chains). A
pharmacy headguarters must complete this process before individual outlets can be certified to dispense Addyi. Selecting
this option will take the authorized representative through the entire training, enrollment and certification process.

() Inpatient Pharmacy - This is for facilities with inpatient pharmacies to become certified to dispense Addyi. Selecting this
option will take the authorized representative through the entire training, enrollment and certification process.

) Pharmacy Staff - Staff Pharmacists or Pharmacy Technicians who participate in dispensing of Addyi in the pharmacy. As a
pharmacy staff member you represent yourself and are NOT Authorized to enroll a pharmacy location.
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8. Stakeholder Identification Confirmation Message — Prescriber

Addyi Stakeholder Identification

Please select one of the following stakeholder types to ensure you are directed to the process that is appropriate to your role:
Prescriber - This is for individuals prescribing Addyi to their patients.

Individual Location Outpatient Pharmacy - This is for individual or independent outpatient pharmacies to become
certified to dispense Addyi. Selecting this option will take the authorized representative through the entire training,
enrollment and certification process.

Multiple Location Outpatient Pharmacy - This is for outpatient pharmacies with multiple locations (e.g.. chains). A
pharmacy headquarters must complete this process before individual outlets can be certified to dispense Addyi. Selecting
this option will take the authorized representative through the entire training, enrollment and certification process.

Inpatient Pharmacy - This is for facilities with inpatient pharmacies to become certified to dispense Addyi. Selecting this
option will take the authorized representative through the entire training, enrollment and certification process.

Pharmacy Staff - Staff Pharmacists or Pharmacy Technicians who participate in dispensing of Addyi in the pharmacy. As a
pharmacy staff member you represent yourself and are NOT Authorized to enroll a pharmacy location.

You have selected Prescriber. If this is correct, please choose Next to continue.

9. Stakeholder Identification Confirmation Message — Individual
Location Outpatient Pharmacy

Addyi Stakeholder Identification

Please select one of the following stakeholder types to ensure you are directed to the process that is appropriate to your role:
Prescriber - This is for individuals prescribing Addyi to their patients.

Individual Location Outpatient Pharmacy - This is for individual or independent outpatient pharmacies to become
certified to dispense Addyi. Selecting this option will take the authorized representative through the entire training,
enrollment and certification process.

Multiple Location Outpatient Pharmacy - This is for cutpatient pharmacies with multiple locations (e.g.. chains). A
pharmacy headquarters must complete this process before individual outlets can be certified to dispense Addyi. Selecting
this option will take the authorized representative through the entire training, enrollment and certification process.

Inpatient Pharmacy - This is for facilities with inpatient pharmacies to become certified to dispense Addyi. Selecting this
option will take the authorized representative through the entire training, enrcllment and certification process.

Pharmacy Staff - Staff Pharmacists or Pharmacy Technicians who participate in dispensing of Addyi in the pharmacy. As a
pharmacy staff member you represent yourself and are NOT Authorized to enroll a pharmacy location.

You have selected fndividual Location OQutpatient Pharmacy. If this is correct, please choose Next to continue.
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10. Stakeholder Identification Confirmation Message — Multiple
Locations Outpatient Pharmacy

Addyi Stakeholder Identification

Please select one of the following stakeholder types to ensure you are directed to the process that is appropriate to your role:
Prescriber - This is for individuals prescribing Addyi to their patients.

Individual Location Outpatient Pharmacy - This is for individual or independent outpatient pharmacies to become
certified to dispense Addyi. Selecting this option will take the authorized representative through the entire training,
enrollment and certification process.

Multiple Location Outpatient Pharmacy - This is for outpatient pharmacies with multiple locations (e.g.. chains). A
pharmacy headquarters must complete this process before individual outlets can be certified to dispense Addyi. Selecting
this option will take the authorized representative through the entire training. enrollment and certification process.

Inpatient Pharmacy - This is for facilities with inpatient pharmacies to become certified to dispense Addyi. Selecting this
option will take the authorized representative through the entire training, enrollment and certification process.

Pharmacy Staff - Staff Pharmacists or Pharmacy Technicians who participate in dispensing of Addyi in the pharmacy. As a
pharmacy staff member you represent yourself and are NOT Authorized to enroll a pharmacy location.

You have selected Multiple Locations Qutpatient Pharmacy. If this is correct, please choose Next to continue.

11. Stakeholder Identification Confirmation Message — Inpatient
Pharmacy

Addyi Stakeholder Identification

Please select one of the following stakeholder types to ensure you are directed to the process that is appropriate to your role:
Prescriber - This is for individuals prescribing Addyi to their patients.

Individual Location Outpatient Pharmacy - This is for individual or independent outpatient pharmacies to become
certified to dispense Addyi. Selecting this option will take the authorized representative through the entire training,
enrollment and certification process.

Multiple Location OQutpatient Pharmacy - This is for cutpatient pharmacies with multiple locations (e.g.. chains). A
pharmacy headquarters must complete this process before individual outlets can be certified to dispense Addyi. Selecting
this option will take the authorized representative through the entire training. enrollment and certification process.

Inpatient Pharmacy - This is for facilities with inpatient pharmacies to become certified to dispense Addyi. Selecting this
option will take the authorized representative through the entire training. enrcllment and certification process.

Pharmacy Staff - Staff Pharmacists or Pharmacy Technicians who participate in dispensing of Addyi in the pharmacy. As a
pharmacy staff member you represent yourself and are NOT Authorized to enroll a pharmacy location.

You have selected fnpatient Pharmacy. If this is correct, please choose Next to continue.
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12. Stakeholder Identification Confirmation Message — Pharmacy
Staff

Addyi Stakeholder Identification

Please select one of the following stakeholder types to ensure you are directed to the process that is appropriate to your role:
) Prescriber - This is for individuals prescribing Addyi to their patients.

) Individual Location Qutpatient Pharmacy - This is for individual or independent outpatient pharmacies to become
certified to dispense Addyi. Selecting this option will take the authorized representative through the entire training,
enrollment and certification process.

") Multiple Location Outpatient Pharmacy - This is for outpatient pharmacies with multiple locations (e.g., chains). A
pharmacy headquarters must complete this process before individual outlets can be certified to dispense Addyi. Selecting
this option will take the authorized representative through the entire training, enrollment and certification process.

") Inpatient Pharmacy - This is for facilities with inpatient pharmacies to become certified to dispense Addyi. Selecting this
option will take the authorized representative through the entire training, enrollment and certification process.

Pharmacy Staff - Staff Pharmacists or Pharmacy Technicians who participate in dispensing of Addyi in the pharmacy. As a
pharmacy staff member you represent yourself and are NOT Authorized to enroll a pharmacy location.

This selection enables the healthcare professional to view the Addyi REMS Program Prescriber and Pharmacy Training.
This training allows you to complete the Knowledge Assessment. If this is correct, please choose Next to continue.
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13. Prescriber Intake Page
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14. Individual Location Outpatient Pharmacy Intake Form
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15. Multiple Locations Outpatient Pharmacy Intake Form
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16. Inpatient Pharmacy Intake Form
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17. Education Page 1

Addyi_REMS_Website_Screenshots_v1
Page | 18



18. Education Page 2
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19. Education Page 3
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20. Education Page 4
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21. Education Page 5
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22. Education Page 6
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23. Education Page 7
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24. Education Page 8
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25. Education Page 9
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26. Education Page 10
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27. Education Page 11

Addyi_REMS_Website_Screenshots_v1
Page | 28



28. Education Page 12
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29. Education Page 13
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30. Knowledge Assessment Landing Page
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31. Knowledge Assessment
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32. Knowledge Assessment — Success Page for Prescriber
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33. Knowledge Assessment — Success Page for Individual Location
Outpatient Pharmacy
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34. Knowledge Assessment — Success Page for Multiple Locations
Outpatient Pharmacy
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35. Knowledge Assessment — Success Page for Inpatient Pharmacy
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36. Knowledge Assessment — Success Page for Pharmacy Staff
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37. Knowledge Assessment — Failure Attempt Page
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38. Prescriber Attestation
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39. Individual Location Outpatient Pharmacy Attestation
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40. Multiple Locations Outpatient Pharmacy Attestation
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41. Inpatient Pharmacy Attestation
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42. Individual Location Outpatient Pharmacy Verification Options

Prescrlbt_er Tra‘mlng, Enrollment, Pharmac‘y.Tra-lnlng, Enrollment, Addyi Certified Pharmacy Network
and Certification (3 Easy Steps) and Certification (3 Easy Steps)
John Doe |
Select the option that best matches your Pharmacy Management System (A or B)
OPTION A OPTION B
0113388 0113388
My pharmacy utilizes a Pharmacy Management System My pharmacy does not utilize a Pharmacy Management
(PMS) to transmit prescriptions electronically and will System (PMS) to transmit prescriptions electronically and
utilize this technology to verify prescriber certification. will verify prescriber certification through the Addyi REMS
Program website or the Addyi REMS Program Support

Center.
I will ensure the following Pharmacy Management System requirements

will be in place for my pharmacy.

1. The pharmacy management system configuration and/or updates
will be in place and verified with the Addyi REMS Program Support
Center to ensure that Addyi prescriptions are submitted in
accordance with the program requirements.

| will ensure my pharmacy staff will access the Addyi REMS Program
website at www.AddyiREMS.com or call the Addyi REMS Program Support
Center (1-844-233-9415) to confirm the authorizing prescriber is certified
(as outlined in attestation 12) before dispensing each Addyi prescription.
- The pharmacy management system configuration and/or updates A complete authorization requires the pharmacist to identify a unigue

will be in place to ensure alerts are in place to notify pharmacists patient, provide dispense information, and provide the prescribera€™s
of the need to counsel patients to abstain from alcohol with every NPI or DEA.

dispensed prescription.

. The pharmacy management system configuration must process all
Addyi prescriptions, regardless of the method of payment,
through the pharmacy management system and "pharmacy
routing switch" for Addyi REMS verification of prescriber
certification prior to dispensing every prescription.

4.1 acknowledge that prior to Addyi REMS pharmacy certification, the
Addyi REMS Program Support Center will contact me if an
agreement is needed to permit the switch provider to use
prescription data from this pharmacy to conduct the REMS.

M

w
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43.

With Option Selected

Prescriber Training, Enrollment,
and Certification (3 Easy Steps)

Pharmacy Training, Enrollment,
and Certification (3 Easy Steps)

Individual Location Outpatient Pharmacy Verification Options —

Addyi Certified Pharmacy Network

John Doe |

Select the option that best matches your Pharmacy Management System (A or B)

OPTION A

0113388

My pharmacy utilizes a Pharmacy Management System
(PMS) to transmit prescriptions electronically and will
utilize this technology to verify prescriber certification.

| will ensure the following Pharmacy Management System requirements
will be in place for my pharmacy.

1. The pharmacy management system configuration and/or updates
will be in place and verified with the Addyi REMS Program Support
Center to ensure that Addyi prescriptions are submitted in
accordance with the program requirements.

. The pharmacy management system configuration and/or updates
will be in place to ensure alerts are in place to notify pharmacists
of the need to counsel patients to abstain from alcohol with every
dispensed prescription.

. The pharmacy management system configuration must process all
Addyi prescriptions, regardless of the method of payment,
through the pharmacy management system and "pharmacy
routing switch” for Addyi REMS verification of prescriber
certification prior to dispensing every prescription.

4. | acknowledge that prior to Addyi REMS pharmacy certification, the
Addyi REMS Program Support Center will contact me if an
agreement is needed to permit the switch provider to use
prescription data from this pharmacy to conduct the REMS.

M

w
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OPTION B

0113388

My pharmacy does not utilize a Pharmacy Management
System (PMS) to transmit prescriptions electronically and
will verify prescriber certification through the Addyi REMS

Program website or the Addyi REMS Program Support
Center.

| will ensure my pharmacy staff will access the Addyi REMS Program
website at www.AddyiREMS.com or call the Addyi REMS Program Support
Center (1-844-233-9415) to confirm the authorizing prescriber is certified
(as outlined in attestation 12) before dispensing each Addyi prescription.
A complete authaorization reguires the pharmacist to identify a unique
patient, provide dispense information, and provide the prescriberdag€™s
MNPl or DEA.



44. Prescriber Enrollment Confirmation

Addyi_REMS_Website_Screenshots_v1
Page |45



45. Individual Location Outpatient Pharmacy Enrollment
Confirmation

Addyi_REMS_Website_Screenshots_v1
Page | 46



46. Multiple Location Outpatient Pharmacy Enrollment
Confirmation
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47. Inpatient Pharmacy Enrollment Confirmation
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48. Pharmacy Staff Enrollment Confirmation
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49. Pre-dispensing Authorization Intake
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50. Pre-dispensing Authorization Confirmation
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51. Contact Us
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52. Important Safety Information — Page 1
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53. Important Safety Information — Page 1
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54. Privacy Policy
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55. Privacy Policy - continued

Children; Parental Consent Policy

The Children's Online Privacy Protection Act imposes certain requirements on websites directed toward children under 13 that collect information on these children, or on
websites that know they are collecting Personal Information from children under the age of 13. The Sites are not intended for children under the age of 13, and it currently
is our policy not to collect Personal Information from any person under 13, and we request that children under the age of 13 not submit any Personal Information to us via
the Sites. If we learn that we have inadvertently gathered Personal Information from children under 13, we will use reasonable efforts to notify such child's parent or
guardian and erase such information from our records, unless the child's parent or guardian consents to our maintaining such information.

Use of Information Obtained by Company

Information collected automatically when you access the Sites is used to administer the Sites and to analyze trends and gather statistical information for aggregate use. We
may disclose any such information for our legitimate business purposes.

In general, Personal Information you provide to us is used to respond to requests that you make (For example, we may use your Personal Information to process your
Addyi REMS certification. Company may alse send you service-related announcements from time to time through the general operation of the Sites. Generally, you may opt
out of such communications, although Company reserves the right to send you service-related notices even if you opt out of all voluntary notifications.

Policy on Use of Social Security Numbers
Note to Healthcare Professionals and Business Partners

If you have a business or professional relationship with Company, we may use your Personal Information, including Personal Information we may collect about you from
other sources, to develop our business relationship with you and your organization.

Sharing Your Information with Third Parties

You may choose to provide information about you and your company or organization te other users and to the public by providing such information en public areas of the
Sites ("Public Information™). Public information does not include information you submit to us but do not post on areas of the Sites accessible by other users or the public
{"Mon-Public Informaticn"”). Nen-Public Information may include Personal Infermation.

We share your Non-Public Infermation with third parties only in limited circumstances, such as the information required to successfully complete Addyi REMS certification,
where we believe such sharing is reasonably necessary to operate the Sites, legally required or, permitted by you. For example:

* We may share your Non-Public Information with a parent company, any subsidiaries, joint ventures, or other companies under common control with Company now
or in the future (collectively. "Affiliates"). in which case we will reguire our Affiliates to honor this Privacy Policy with respect to such shared information.

= We may provide Non-Public Information to service providers who help us bring you the services we offer, such as hosting the service at a co-location facility, sending
email updates about Company. removing repetitive information from our user lists, or to provide search results or links. In connection with these offerings and
business operations, our service providers may have access to your Non-Public Information for use for a limited time in connection with these business activities.
Where we utilize third parties for the processing of any of your Non-Public Information, we implement reasonable contractual protections limiting the use of that
Mon-Public Infermation to the provision of services to Company.

= We may offer to provide services jointly with other companies on the Sites, and we may share Non-Public Information with that company in connection with such
offer or your use of that service.

= We may share your Non-Public Informaticon if you request such a disclosure, to enforce an agreement we have with you, or to comply with the terms of an
agreement with a product-related co-promotion partner. If the ownership of all or substantially all of the Company business, or individual business units or assets
owned by Company that are related to the Sites, were to change, your Non-Public Information may be transferred to the new owner. In such event, Company will
notify you by posting such notice on one or more of the Sites before information about you is transferred and becomes subject to a different privacy policy in order
to give you a reasonable ocpportunity to opt cut of such different privacy pelicy, provided however, in the event Company fails to netify you, your Perscnal
Information will still be transferred but subject to this Privacy Policy.

= Account or other Non-Public Information (i) pursuant to lawful requests, such as subpoenas or court orders, or in compliance with applicable laws, or (i) when we
believe it is necessary to comply with law, to protect our interests or property. including, but not limited to, in the context of a legal dispute, to protect the rights.
property or safety of our employees or others, to prevent fraud or other illegal activity perpetrated through the Sites or using the Company name, or to prevent
imminent harm. This may include sharing Non-Public Information with other companies, lawyers, agents or government agencies or where needed, for corporate
audits or to investigate or respond to a complaint or security threat.

Third Party Links

Company Sites may contain links to other websites which may collect information directly from you. Each of the websites linked to the Sites may have separate privacy and
data collection practices, independent of Company. Once you link to another site from ours, you are subject to the Privacy Policy and Terms of Use of the new site, and
Company has no responsibility or liability for these independent policies or actions and is not respensible for the privacy practices or the content of such websites, nor does
Company endorse or make any warranties or representations about the contents, products or services offered on such websites or the security of any information you
provide to them. If you have any questions about how these other sites use your information, you should contact them directly. This Privacy Policy applies solely to
information collected by Company via the Sites.

Security

Although we use reasonable efforts to safeguard the security of your Personal Information, transmissions made on or through the Internet are inherently vulnerable to
attack and cannot be guaranteed to be secure. Consequently, we cannot and do not guarantee that unauthorized access, hacking, data loss, or other breaches will never
occur. In addition, submissions made via email are not protected by encryption and are vulnerable to interception during transmission. You are solely responsible for
safeguarding and maintaining the secrecy of your Personal Informaticn. Please be careful and responsible whenever you are online. We urge you to take steps to keep your
Personal Information safe. Our hosting provider's computer systems employ software to monitor netweork traffic in order to identify unauthorized attempts to upload or
change information. or otherwise cause damage. Unauthorized attempts to upload information or change information on the Sites are strictly prohibited and may be
punishable under the Computer Fraud and Abuse Act of 1986 and the National Information Infrastructure Protection Act.
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56. Privacy Policy - continued

Protecting Yourself; Updating Your Information

You can learn more about Internet privacy from government websites such as . In addition, it is important to keep us updated with your most current
contact information. You can review and make changes to the information we have on file about you by emailing us your updated information. To the extent we maintain
your email address or other information about you, you may ask us via email at to have such information deleted, updated or corrected,

and/or to request us to cease collecting Personal Information about you in the future.

Changing Your Preferences; Opt-Out of Receiving Communications

When you provide us with your Personal Information, you may be given some choices about how we use that Persanal Information. You may change these preferences
later. For example, if you sign up for an e-mail newsletter, you may opt out of receiving future e-mail newsletters at any time. If you opt in to receive communications from
Company, we will always provide you with one or more of the following ways to opt out: (i) by following any opt-out instructions contained in communications you receive
from Company, (ii) by un-subscribing at specific areas of the Site(s) where you registered, if available, or (iii) by sending a written request to the Company contact address
immediately below.

Changes to Our Policy

This Privacy Policy is effective with respect to any information collected on or after the date below. Company reserves the right to modify or supplement this Privacy Policy
at any time. If we make any changes, we will update the Sites and Privacy Policy to include such change and notice thereof. Please review this Privacy Policy often to review
any changes that may affect your use of the Sites. Your continued use of the Sites once the revised Privacy Policy has been posted on any of the Sites with the updated date
affirms your agreement to such changes. If you do not agree to abide by this Privacy Policy, do not use or access (or continue to use or access) the Sites.

Contacting Company

If you have any questions about this Privacy Policy or Company's privacy practices in general, or if you need help accessing your Personal Information or changing your
preferences, please contact us at:

Phone : 919-882-0850
Fax 1 919-882-0855
Email :info@sproutpharma.com

You may also contact us by mail at Sprout Pharmaceuticals, 4208 Six Forks Road Suite 1010 Raleigh, NC 27609. Or, you can visit our Contact Us section at
www.sproutpharma.com/contact-us for more information.

Make sure to provide the name of the Site(s) applicable to your request, and your name and contact information. If you do not provide us with this information, we may not
be able to respond.
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APPENDIX E: ADDYI REMS PROGRAM PATIENT-PROVIDER AGREEMENT FORM



Addyi™ REMS Program
Patient-Provider Agreement Form

Healthcare Provider:
* Alcohol use is contraindicated in women taking Addyi™ (flibanserin)

* Addyi and alcohol interact and increase the risk of severe hypotension and syncope.
* | agree to:

- 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 patient and place a copy in her chart.
- Tear off the bottom portion and provide it to my patient to take home for her reference.

Prescriber Signature Date

Pharmacist: This form may be used as an optional tool for counseling patients. No charting or signatures are required.

Patient:

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

* |If | 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.

* If I 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

adayr

(flibanserin) 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).

« |If | 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.
+ lunderstand that | should only take Addyi at bedtime.

« If I miss a dose, | will skip the missed dose. | will take my next 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



APPENDIX F: ADDYI REMS PROGRAM MULTIPLE LOCATION PHARMACY
ENROLLMENT FORM



Addyi™ REMS Program Multiple Locations Outpatient
Pharmacy Enrollment Form

The Food and Drug Administration has required a Risk Evaluation and Mitigation Strategy
(REMS) for Addyi™ (flibanserin) to mitigate the increased risk of hypotension and syncope
associated with flibanserin due to an interaction with alcohol. For outpatient use, Addyi is
only available from certified outpatient prescribers and certified outpatient pharmacies
through the Addyi REMS Program. For inpatient use, Addyi is only available from certified
inpatient pharmacies through the Addyi REMS Program.

Only certified pharmacies can dispense Addyi. This helps ensure that patients starting or
continuing treatment with Addyi are counseled appropriately about the increased risk of
hypotension and syncope associated with flibanserin due to an interaction with alcohol.

As the Authorized Pharmacy Representative for your multiple locations outpatient
pharmacy, you must do the following:

e Ensure all your outpatient pharmacy dispensing locations utilize a pharmacy
management system to submit all Addyi prescriptions in accordance with the Addyi
REMS program requirements.

e Review the Addyi REMS Program Prescriber and Pharmacy Training Program, Addyi
Medication Guide, and Prescribing Information for Addyi.

e Successfully complete and submit the Addyi REMS Program Knowledge Assessment
and this Addyi REMS Multiple Locations Outpatient Pharmacy Enrollment Form. This
may be done online at www.AddyiREMS.com or by completing both in hard copy and
submitting via fax or email to the Addyi REMS Program Support Center.

e Implement the necessary staff training and processes at both a headquarters level and
at each dispensing location to comply with the Addyi REMS Program requirements.

Authorized Multiple Locations Outpatient Pharmacy Representative Acknowledgement

| understand that Addyi can only be dispensed by certified pharmacies and, to become certified,
all my outpatient pharmacy dispensing locations must comply with the Addyi REMS Program
requirements. As an Authorized Pharmacy Representative, | acknowledge that:
1. | have reviewed the Addyi REMS Program Prescriber and Pharmacy Training
Program, the Addyi Medication Guide, and the Prescribing Information and have
successfully completed the Addyi REMS Program Knowledge Assessment.

2. lunderstand that there is an increased risk of hypotension and syncope associated with
Addyi due to an interaction with alcohol.

3. | will establish processes and procedures for all my certified outpatient pharmacy
dispensing locations to ensure compliance with the requirements of the Addyi REMS
Program before dispensing Addyi, including the following:

a. All certified outpatient pharmacy dispensing locations complete training of pharmacists
and staff involved with the dispensing of Addyi using the Addyi REMS Program
Prescriber and Pharmacy Training Program and will comply with the REMS
requirements. This training will be documented and is subject to audit.

b. All certified outpatient pharmacy dispensing locations verify the prescriber is certified in
the Addyi REMS Program prior to dispensing Addyi.
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c. All certified outpatient dispensing locations will counsel patients prior to
dispensing drug to abstain from alcohol consumption while undergoing
treatment with Addyi.

d. All certified outpatient pharmacy dispensing locations will refrain from reselling,
loaning, or transferring Addyi to another pharmacy, institution, distributor, or
prescriber.

4. 1 will ensure that all relevant staff involved in the dispensing of Addyi understand the
importance of reporting any adverse event of hypotension and syncope where an
interaction with alcohol cannot be ruled out to either Sprout Pharmaceuticals (1-844-746-
5745) or MedWatch (1-800-FDA-1088).

5. lunderstand that recertification in the Addyi REMS Program must be completed if the
pharmacy designates a new authorized representative to maintain certification to order and
dispense Addyi.

6. | will maintain such documentation that all processes and procedures are in place and are
being followed for the Addyi REMS Program and provide upon request to Sprout
Pharmaceuticals, FDA, or a third party.

7. I will comply with the audits by Sprout Pharmaceuticals or a designated third party and
inspections by FDA to ensure that all processes and procedures are in place and are being
followed for the Addyi REMS Program.

8. lunderstand Addyi REMS Program personnel may contact pharmacists at certified outpatient
pharmacies to gather information, resolve discrepancies, or to provide other information
related to the Addyi REMS Program.

9. | will oversee compliance with the Addyi REMS Program requirements.

10. 1 will ensure the following Pharmacy Management System requirements will be in place for all
certified outpatient pharmacy dispensing locations:

a. The Pharmacy Management System configuration and/or updates will be in place and
verified with the Addyi REMS Program Support Center to ensure that Addyi prescriptions
are submitted in accordance with the program requirements.

b. The Pharmacy Management System configuration and/or updates will be in place to
ensure alerts are in place to notify pharmacists of the need to counsel patients to
abstain from alcohol consumption with every dispensed prescription.

c. The Pharmacy Management System configuration must process all Addyi prescriptions,
regardless of the method of payment, through our pharmacy management system and
“pharmacy claims routing switch” for Addyi REMS verification of prescriber
certification prior to dispensing every prescription.

11. Proper authorization or provision of data rights to my switch provider are in place to meet
Addyi REMS Program requirements.

Please complete all the information requested on the next page.
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Authorized Multiple Locations Outpatient Pharmacy Representative to complete (all fields required):

First Name Last Name Title
Phone Number Fax
Email

Multiple Locations Pharmacy Name

ChainID #

Address City

State Zip Code

Signature Date

Authorized Multiple Locations Outpatient Pharmacy Representative

Preferred Method of Communication (please select one): [1 Fax [ Email

Please fax all pages of this form and the completed Addyi REMS Program Knowledge
Assessment to the Addyi REMS Program Support Center (1-844-694-3373) or scan and e-mail
to AddyiREMSEnroll@AddyiREMS.com.

Once this form is successfully processed, you will receive a fax or e-mail with instructions on
how to submit test transaction(s) to the Addyi REMS Program to ensure that your pharmacy
management system has been successfully configured/updated to communicate with the Addyi
REMS program.

After successful completion of the test transaction(s) you will receive a multiple pharmacy
enrollment confirmation via fax and/or email from the Addyi REMS Program Support Center.
Your multiple pharmacy entity will be considered certified and your retail chain dispensing
locations will be eligible to complete their certification procedures.

The Addyi REMS Program Prescriber and Pharmacy Training Program for your pharmacy
dispensing locations will be made available through the Addyi REMS Support Center. Once the
training program and knowledge assessment are completed at a pharmacy dispensing location
within your organization, it is your responsibility to capture the pharmacy dispensing location
information noted below and provide this information to the Addyi REMS Program Support
Center. Once the Addyi REMS Program Support Center receives, processes, and confirms the
required pharmacy dispensing location information from you, this pharmacy dispensing location
will be considered certified and permitted to order, receive, and dispense Addyi.

The following required pharmacy dispensing location fields must be provided to the Authorized
Multiple Pharmacy Representative for each trained pharmacy dispensing location: Responsible
Pharmacist first and last name, dispensing pharmacy address with zip code, phone and fax
numbers, pharmacy NCPDP ID, NPl and DEA numbers; and pharmacy store # (if applicable).

If you have any questions or require additional information, please contact the Addyi REMS
Program Support Center at 1-844-233-9415.
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The Food and Drug Administration has required a Risk Evaluation and Mitigation Strategy
(REMS) for Addyi™ (flibanserin) to mitigate the increased risk of hypotension and syncope
associated with flibanserin due to an interaction with alcohol. For outpatient use, Addyi is only
available from certified outpatient prescribers and certified outpatient pharmacies through the
Addyi REMS Program.

Only certified pharmacies can dispense Addyi. This helps ensure that patients starting or
continuing treatment with Addyi are counseled appropriately about the increased risk of
hypotension and syncope associated with Addyi due to an interaction with alcohol.

As the Authorized Pharmacy Representative for this outpatient pharmacy, you must do the

following:

e Read the Addyi REMS Program Prescriber and Pharmacy Training Program, Addyi Medication
Guide, and Prescribing Information for Addyi.

e Successfully complete and submit the Addyi REMS Program Knowledge Assessment and the
Addyi REMS Program Individual Location Outpatient Pharmacy Enrollment Form. This may be
done online at www.AddyiREMS.com or by completing both in hard copy and submitting via
fax or email to the Addyi REMS Support Center.

e Implement the necessary staff training and processes at your outpatient pharmacy to comply
with the Addyi REMS Program requirements.

Authorized Individual Location Outpatient Pharmacy Representative Acknowledgement

| understand that Addyi can only be dispensed by certified pharmacies and, to become certified,
my outpatient pharmacy must comply with the Addyi REMS Program requirements. As an
Authorized Pharmacy Representative, | acknowledge that:

1. | have reviewed the Addyi REMS Program Prescriber and Pharmacy Training Program, the
Addyi Medication Guide, and the Prescribing Information; and successfully completed the
Addyi REMS Program Knowledge Assessment.

2. lunderstand that there is an increased risk of hypotension and syncope associated with
Addyi due to an interaction with alcohol.

3. My certified pharmacy must complete training of pharmacists and staff involved with the
dispensing of Addyi using the Addyi REMS Program Prescriber and Pharmacy Training
Program and must comply with the REMS requirements. This training will be documented
and is subject to audit.

4. 1 will ensure my certified pharmacy counsels patients to abstain from alcohol use with Addyi
prior to dispensing.

5. My certified pharmacy will refrain from reselling, loaning, or transferring Addyi to another
pharmacy, institution, distributor, or prescriber.

6. | will ensure that all relevant staff involved in the dispensing of Addyi understand the
importance of reporting any adverse event of hypotension and syncope where an interaction
with alcohol cannot be ruled out to either SproutPharmaceuticals (1-844-746-5745) or
MedWatch (1-800-FDA-1088).
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7. lunderstand that recertification in the Addyi REMS Program must be completed if the
pharmacy designates a new authorized representative to maintain certification to order and
dispense Addyi.

8. | will maintain such documentation that all processes and procedures are in place and are being
followed for the Addyi REMS Program and provide upon request to Sprout Pharmaceuticals,
FDA, or a third party.

9. 1 will comply with audits by Sprout Pharmaceuticals or a designated third party and inspections
by FDA to ensure that all processes and procedures are in place and are being followed for the
Addyi REMS Program.

10.1 understand Addyi REMS Program personnel may contact pharmacists at certified outpatient
pharmacies to gather information, resolve discrepancies, or to provide other information
related to the Addyi REMS Program.

11.1 will oversee compliance with the Addyi REMS Program requirements.

12.1 understand that my certified outpatient pharmacy must verify the prescriber is certified in
the Addyi REMS Program prior to dispensing Addyi and will ensure verification through the
following option (Place a check next to either Option A or B and indicate the NCPDP# as
noted on the next page).

Please complete all the information requested on the following pages.



Addyi™ REMS Program Individual Location Outpatient
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Please indicate your Pharmacy NCPDP# next to your preferred Option A or B based on how
you will process dispensing transactions for the Addyi REMS Program.

(1 Option A
NCPDP#

1 Option B
NCPDP#

My pharmacy utilizes a Pharmacy Management System
(PMS) to transmit prescriptions electronically and will
utilize this technology to verify prescriber certification.

My pharmacy does not utilize a Pharmacy
Management System (PMS) to transmit prescriptions
electronically.

| will ensure the following Pharmacy Management
System requirements will be in place for my pharmacy.

a. The pharmacy management system configuration
and/or updates will be in place and verified with the
Addyi REMS Pharmacy Support Center to ensure that
Addyi prescriptions are submitted in accordance with
the program requirements.

b. The pharmacy management system configuration
and/or updates will be in place to ensure alerts are
in place to notify pharmacists of the need to counsel
patients to abstain from alcohol with every
dispensed prescription.

c. The pharmacy management system configuration
must process all Addyi prescriptions, regardless of
the method of payment, through the pharmacy
management system and “pharmacy routing switch”
for Addyi REMS verification of prescriber certification
prior to dispensing every prescription.

d. | acknowledge that prior to Addyi REMS pharmacy
certification, the Addyi REMS Support Center will
contact me if an agreement is needed to permit the
switch provider to use prescription data from this
pharmacy to conduct the REMS.

| will ensure my pharmacy staff will access the Addyi
REMS Program website at www.AddyiREMS.com or
call the Addyi REMS Program Support Center (1-844-
233-9415) to confirm the authorizing prescriber is
certified (as outlined in attestation 12) before
dispensing each Addyi prescription. A complete
authorization requires the pharmacist to identify a
unique patient, provide dispense information, and
provide the prescriber’s NPl or DEA.

Please proceed to next page and provide required information.
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Authorized Individual Location Outpatient Pharmacy Representative to complete (all fields
required):

First Name Last Name Title

Phone Number Fax

Email

Address City

State Zip Code

Pharmacy Name

Pharmacy NCPDP ID DEA Number
Pharmacy NPI Pharmacy Store # (optional)
Signature Date

Authorized Individual Location Outpatient Pharmacy Representative

Preferred Method of Communication (please select one): [ Fax L[] Email

Please fax all pages of this form and the completed Addyi REMS Program Knowledge
Assessment to the Addyi REMS Program Support Center (1-844-694-3373) or scan and e-mail
both documents to AddyiREMSEnroll@AddyiREMS.com.

Once this form is successfully processed and the knowledge assessment has been successfully
completed, you will receive a fax or e-mail with further information.

If you selected Option A above: You will receive instructions on how to submit test
transaction(s) to the Addyi REMS Program to ensure that your pharmacy management system
has been successfully configured/updated to communicate with the Addyi REMS Program.
Upon successful verification of connectivity, you will be provided with the Terms & Conditions
to become certified. Once this process is complete your pharmacy will receive a confirmation
from the Addyi REMS Program Support Center and you will be considered certified and
permitted to order, receive, and dispense Addyi.

If you have any questions or require additional information, please contact the Addyi REMS
Program Support Center at 1-844-233-9415.
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Addyi™ REMS Program Inpatient Pharmacy Enrollment Form
(for use in facilities that dispense for inpatient use)

The Food and Drug Administration has required a Risk Evaluation and Mitigation Strategy (REMS)
for Addyi" (flibanserin) to mitigate the increased risk of hypotension and syncope associated with
flibanserin due to an interaction with alcohol. For inpatient use, Addyi is only available from certified
inpatient pharmacies through the Addyi REMS Program. For outpatient use, Addyi is only available from
certified outpatient prescribers and certified outpatient pharmacies through the Addyi REMS Program.

Only certified pharmacies can dispense Addyi. This helps ensure that patients starting or continuing
treatment with Addyi are counselled appropriately about the risks of hypotension and syncope
associated with flibanserin due to an interaction with alcohol.

As the Authorized Pharmacy Representative for your facility’s inpatient pharmacy, you must do the
following:

e Review the Addyi REMS Program Prescriber and Pharmacy Training Program, Addyi
Medication Guide, and Prescribing Information for Addyi.

e Successfully complete and submit the Addyi REMS Program Knowledge Assessment and this
Addyi REMS Program Inpatient Pharmacy Enrollment Form. This may be done online at
www.AddyiREMS.com or by completing both in hard copy and submitting via fax or email to
the Addyi REMS Program Support Center.

¢ Implement the necessary staff training and processes in the facility’s inpatient pharmacy to
comply with the Addyi REMS Program requirements.

Authorized Inpatient Pharmacy Representative Acknowledgement

| understand that Addyi can only be dispensed by certified pharmacies and, to become certified, all my
inpatient pharmacy must comply with the Addyi REMS Program requirements. As an Authorized
Pharmacy Representative, | acknowledge that:

1. | have read the Addyi REMS Program Prescriber and Pharmacy Training Program, the Addyi
Medication Guide and the full Prescribing Information and have successfully completed the Addyi
REMS Knowledge Assessment.

2. lunderstand that there is an increased risk of syncope and hypotension associated with Addyi due
to an interaction with alcohol.

3. I will ensure that my inpatient pharmacy does not dispense Addyi for outpatient use.

4. |understand that pharmacies within or associated with my healthcare facility that dispense
drugs to outpatients must be separately certified as a certified outpatient pharmacy and comply
with the Addyi REMS Program requirements to dispense Addyi to outpatients.

5. | understand that a prescriber who wants to discharge a patient with an Addyi prescription,
intended to be dispensed by an outpatient pharmacy, will be required to enroll in the Addyi
REMS Program.

6. My certified pharmacy will refrain from reselling, loaning, or transferring Addyi to another
pharmacy, institution, distributor, or prescriber.

1
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7. lwill ensure all relevant staff involved in the dispensing of Addyi understand the importance of
reporting any adverse events of hypotension or syncope where an interaction with alcohol cannot
be ruled out to Sprout Pharmaceuticals (1-844-746-5745) or MedWatch (1-800-FDA-1088).

8. lunderstand that recertification in the Addyi REMS Program must be completed if the pharmacy
designates a new authorized representative.

9. I will maintain such documentation that all processes and procedures are in place and are being
followed for the Addyi REMS Program and provide upon request to Sprout Pharmaceuticals, FDA,
or a third party.

10. | will comply with audits by Sprout Pharmaceuticals or a designated third party and inspections by
FDA to ensure that all processes and procedures are in place and are being followed for the Addyi
REMS Program.

11. I understand Addyi REMS Program personnel may contact pharmacists at certified inpatient
hospital pharmacies to gather information, resolve discrepancies, or to provide other information
related to the Addyi REMS Program.

12. | will oversee compliance with the Addyi REMS Program requirements.

Authorized Inpatient Pharmacy Representative

Name* (please print): Date:

NPI #*:

Complete all information requested on the following page.
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Authorized Inpatient Pharmacy
Representative

Signature®

Date
1 *
First Name Last Name* Title
*
Phone Number Email*
*Required Fields
Inpatient Pharmacy Information
Pharmacy Name* NPI Number*
Address* Pharmacy License Number*
City* DEA Number*
State* zip* Phone Number*
*Required Fields Fax Number*
Preferred Method of Communication (please select one): O Fax O Email

Please fax all pages of this form and the completed Addyi REMS Program Knowledge
Assessment to the Addyi REMS Program Support Center (1-844-694-3373) or scan and e-mail
to AddyiREMSEnroll@AddyiREMS.com.

Once processed, the Addyi REMS Program Support Center will contact you to complete the
certification process.

If you have any questions or require additional information, please contact the Addyi REMS
Program Support Center at 1-844-233-9415 or visit www.AddyiREMS.com.
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