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RISK EVALUATION AND MITIGATION STRATEGY (REMS)

Zyprexa Relprevv Patient Care Program
. GOAL
The goal of the Zyprexa Relprevv Patient Care Program is to mitigate the risk of negative
outcomes associated with Zyprexa Relprevv post-injection delirium/sedation syndrome (PDSS)
by:
1. ensuring Zyprexa Relprevv is prescribed only by certified prescribers, dispensed
only by certified dispensers, and dispensed for use only in certified healthcare

facilities with ready access to emergency response services, and dispensed for use
only with documentation of safe use conditions;

2. informing healthcare providers and patients about the risks and the need for
continuous observation of patients for at least 3 hours in certified health care

facilities; and

3. establishing long-term safety and safe use of Zyprexa Relprevv through periodic
monitoring for the risk of PDSS events and by enrolling all patients who receive
Zyprexa Relprevv in the Zyprexa Relprevv Patient Care Program Registry.

I1. REMS ELEMENTS
A. Medication Guide

A Medication Guide is dispensed with each Zyprexa Relprevv prescription in accordance with
21 CFR 208.24.

The Medication Guide is part of the REMS and is appended.
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B. Communication Plan

In accordance with the United States (US) Federal Food, Drug, and Cosmetic Act (FDCA) 505-
1(e)(3), Lilly issued a Dear Healthcare Professional Letter which targeted psychiatrists as well as
pharmacies within 60 days of product approval to support the implementation of the Zyprexa
Relprevv Patient Care Program and the conditions of safe use. The Dear Healthcare Professional
Letter was issued by mass mailing one time at product launch.

C. Elements to Assure Safe Use

Lilly commits to implement the following elements to assure safe use that includes requirements
applicable to prescribers, pharmacies, and other third parties as described below:

1. Healthcare providers who prescribe Zyprexa Relprevv are specially certified
under 505-1(f)(3)(A).

a. Lilly will ensure that prescribers enrolled in the Zyprexa Relprevv Patient
Care Program are specially certified. Lilly will ensure that, to become
certified, prescribers attest to their understanding of the Zyprexa Relprevv
Patient Care Program requirements and the risks associated with Zyprexa
Relprevv, have completed the mandatory Zyprexa Relprevv training, and have
attested that they:

i.  understand the clinical presentation of post-injection delirium/sedation
syndrome (PDSS) and how to manage patients should an event occur
while using Zyprexa Relprevv;

ii.  understand that Zyprexa Relprevv should only be initiated in patients for
whom tolerability with oral olanzapine has been established;

iii. understand that Zyprexa Relprevv should only be administered to
patients in health care settings (e.g. , hospitals, clinics) that have ready
access to emergency response services and that can allow for continuous
patient monitoring for at least 3 hours post-injection;

iv. will enroll all patients in the Zyprexa Relprevv Patient Care Program
Registry prior to prescribing Zyprexa Relprevv by completing the Patient
Registration Form;

v.  will review the Zyprexa Relprevv Medication Guide with each patient or
the patient’s legal guardian prior to prescribing; and,

vi. understand that the Zyprexa Relprevv Patient Care Program coordinating
center may contact the prescriber to resolve discrepancies, to obtain
information about a patient, or to conduct occasional surveys.

b. The certified prescriber will be retrained and recertified every 3 years from
time of enrollment.

c. Lilly may disenroll prescribers that are noncompliant with the program
requirements.
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d. Lilly will maintain a validated and secured database of all certified
prescribers, as well as a database of the completed data forms. The database
links each reported PDSS event to the enrolled patient and the associated
prescriber.

e. The following prescriber materials are part of the REMS and are appended:

1.
2.
3.

Healthcare Professional Training
Zyprexa Relprevv Patient Care Program Instructions Brochure

Prescriber Registration Form

2. Zyprexa Relprevv will only be dispensed by pharmacies and health-care
settings under FDCA 505-1(f)(3)(C) who are specially certified under FDCA
505-1(f)(3)(B).

a. Lilly will ensure that to be certified to dispense Zyprexa Relprevv, each
pharmacy and health-care setting will be enrolled in the Zyprexa Relprevv
Patient Care Program. Lilly will ensure that to become enrolled the pharmacy
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The education and enrollment process is comprised of the following steps that
must be completed:

Each pharmacy and health-care setting where Zyprexa Relprewv is
dispensed for use in other certain health-care settings will designate a
representative who will review the Zyprexa Relprevv Patient Care
Program Instruction Brochure. The designated representative will
complete and sign the Pharmacy Registration Form or the Buy and Bill
Registration Form. In signing the form, the representative is required to
indicate that they understand and attest that:

a)

b)

d)

| have read and understand the Zyprexa Relprevv Patient Care
Program Instructions Brochure;

I will ensure that all appropriate pharmacy staff are trained and have
read and understand the Zyprexa Relprevv Patient Care Program
Instructions Brochure;

| will ensure that all appropriate pharmacy staff understand that
Zyprexa Relprevv can only be dispensed for use in certain health
care settings (e.g., hospitals, clinics) that have ready access to
emergency response services that can allow for continuous patient
monitoring for at least 3 hours post-injection;

I will ensure that pharmacy staff will verify that the patient is
enrolled in the Zyprexa Relprevv Patient Care Program Registry
prior to dispensing each prescription/refill by accessing the system;
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e) 1 will ensure that pharmacy staff will not dispense Zyprexa Relprevv
directly to patients;

f) 1 will ensure pharmacy staff report the date of each Zyprexa
Relprevv dispensing to the Zyprexa Relprevv Patient Care Program;
and

g) | understand that the Zyprexa Relprevv Patient Care Program
coordinating center may contact the pharmacy to clarify information
provided or obtain information about the patient.

ii.  Each health-care setting where Zyprexa Relprevv is dispensed and
administered to the patient will designate a representative who will
review the Zyprexa Relprevv Patient Care Program Instruction Brochure.
The designated representative will complete and sign the Healthcare
Facility Registration Form. In signing the form, the representative is
required to indicate that they understand and attest that:

a) | have read and understand the Zyprexa Relprevv Patient Care
Program Instructions Brochure;

b) 1 will ensure that all appropriate staff are trained and have read and
understand the Zyprexa Relprevv Patient Care Program Instructions
Brochure;

c) 1 will ensure that all appropriate staff understand that Zyprexa
Relprevv can only be dispensed for use in certain health-care settings
(e.g., hospitals, clinics) that have ready access to emergency response
services that can allow for continuous patient monitoring for at least
3 hours post-injection;

d) I will ensure the health-care setting has systems, protocols, or other
measures to ensure that Zyprexa Relprevv is only administered to
patients enrolled in the program and that patients are continuously
monitored for at least 3 hours post-injection for suspected PDSS;

e) | will ensure that appropriate staff will verify that the patient is
enrolled in the Zyprexa Relprevv Patient Care Program Registry
prior to each injection by accessing the system;

f) 1 will ensure that the Medication Guide is provided to the patient or
the patient’s legal guardian prior to each injection;

g) | will ensure that the appropriate staff monitors the patient
continuously for at least 3 hours; and

h) 1 understand that the Zyprexa Relprevv Patient Care Program
coordinating center may contact the health-care setting to clarify
information provided or obtain information about the patient.

b. Certified dispensers will be recertified every 3 years from the time of
enrollment.
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C.

Lilly may disenroll dispensers that are noncompliant with the program
requirements.

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

1. Pharmacy Registration Form

2. Buy & Bill Pharmacy Service Provider Registration Form

3. Zyprexa Relprevv Healthcare Professional Training

4.  Zyprexa Relprevv Reconstitution and Administration Training
5.  Zyprexa Relprevv Patient Care Program Instructions Brochure

6. Healthcare Facility Registration Form

Zyprexa Relprevv will be dispensed to patients with evidence or other
documentation of safe-use conditions under FDCA 505-1(f)(3)(D).

a.

Lilly will ensure that certified dispensers will verify that each patient is
eligible to receive Zyprexa Relprevv prior to dispensing each
prescription/refill of Zyprexa Relprevv by accessing the Zyprexa Relprevv
Patient Care Program and ensuring the patient is enrolled in the Zyprexa
Relprevv Patient Care Program Registry and the prescriber is certified.

Each patient using Zyprexa Relprevv will be subject to certain monitoring
under 505-1(f)(3)(E).

a.

For each injection of Zyprexa Relprevv, the practitioner or health-care facility
staff that administers Zyprexa Relprevv must monitor the patient continuously
for at least 3 hours.

Each patient using the drug will be enrolled in a registry under 505-

1(HE)(F).

a.

Lilly will ensure that certified prescribers enroll each patient treated with
Zyprexa Relprevv in the Zyprexa Relprevv Patient Care Program Registry and
assign a unique identifying number before Zyprexa Relprevv is dispensed to
each enrolled patient. Unless otherwise excepted under section 5e, Lilly will
ensure that, to become enrolled, each patient or patient’s legal guardian signs
the Patient Registration Form indicating that:

i.  they understand that the patient must enroll in the Zyprexa Relprevv
Patient Care Program Registry to receive Zyprexa Relprevv;

ii. they agree to have patient information entered in the Zyprexa Relprevv
Patient Care Program Registry;

iii. the doctor has explained the risk and benefits of treatment with Zyprexa
Relprevv;

iv. they have received a copy of the Medication Guide;
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v. they understand that the patient will be observed at the clinic for 3 hours
after each injection;

vi. they understand that the patient must be accompanied from the health-
care facility to their destination;

vii. they understand that the patient must not use heavy machinery for the
rest of the day on which the injection was administered:;

viii. they agree to seek medical care right away if the patient has a reaction
such as excessive sleepiness, dizziness, confusion, difficulty talking,
difficulty walking, muscle stiffness or shaking, weakness, irritability,
aggression, anxiety, increase in blood pressure or convulsions;

iX. they agree to contact the physician if the patient has a reaction to
Zyprexa Relprevv; and

X.  they may be asked to complete occasional surveys about their
understanding of the risks and benefits of treatment with Zyprexa
Relprevv.

b. Lilly will ensure that health-care settings where Zyprexa Relprewv is
administered record and submit the following information for each patient
after each injection by completing either the Single or Multiple Patient
Injection Form and returning this form to the Zyprexa Relprevv Patient Care
Program coordinating center:

i.  injection date and time;
ii. dose;

iii. verification that the patient was continuously observed at the healthcare
facility for at least 3 hours;

iv. verification that the patient was alert, oriented, and absent of any signs
and symptoms of PDSS prior to being released from the health-care
facility;

v. verification that the patient was accompanied upon leaving the health-
care facility;

vi. verification that the patient or the patient’s legal guardian was given a
Medication Guide prior to this injection;

vii. any report of a PDSS event since the previous Zyprexa Relprevv
injection; and

viii. verification that the health-care setting contacted the prescriber if the
patient experienced a PDSS event.
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C.

Lilly will ensure that certified prescribers record and submit the following
information for any report of PDSS in a patient administered Zyprexa
Relprevv by completing the Post-Injection Delirium/Sedation Form and
returning it to the Zyprexa Relprevv Patient Care Program coordinating
center:

i.  summary of the PDSS event, including signs and symptoms of any event
and a detailed timeline of the course of events related to injection;

ii.  demographic characteristics of the patient (age, gender, race, height,
weight, medical conditions, geographical location);

iii.  Zyprexa Relprevv dose;
iv. type and timing of interventional treatment or therapy administered,
v. outcome of the PDSS event;

vi. concomitant medications prior to and at the time of PDSS occurrence;
and

vii. preexisting or concurrent medical conditions.

The following materials are part of the REMS and are appended:
1. Patient Registration Form

2. Single Patient Injection Form

3. Multiple Patient Injection Form

4.  Post-Injection Delirium/Sedation Syndrome Form

In situations where a patient is under a court order for involuntary psychiatric
treatment, which order permits the administration of medications without
patient consent and/or against the patient’s wishes, and where no guardian has
been appointed for the patient, such patient may be enrolled in the Zyprexa
Relprevv Patient Care Program Registry without patient signature. However,
the Patient Registration Form must clearly show that said court order is in
place and the duration of the court order. The information required under
section 5(a) iii should still be shared with the patient, and the provisions of
sections 5b,5c, and 5d shall still apply.

Patients enrolled under section 5e shall be considered enrolled only until such
time that their court order for involuntary treatment terminates, or they are
discharged from their involuntary commitment by their treatment team where
permitted by applicable state law. Upon such termination or discharge, the
patient must be re-enrolled in the Zyprexa Relprevv Patient Care Program
pursuant to the requirements of section 5a to be eligible for continued
treatment with Zyprexa Relprevv. In the alternative, if an involuntary
commitment is extended by court order, a new Patient Registration Form
should be requested reflecting the duration of the new order.

Page 7



NDA [22.173] Risk Evaluation and Mitigation Strategy Page 8

D. Implementation System

The Implementation System will include the following. Lilly will:

1)

2)

3)

4)

Maintain a validated and secured database of all certified dispensers, as well as a
database of the completed data forms. The database links each reported PDSS
event to the enrolled patient and the associated dispenser.

Review distribution data to assess compliance with the requirement that Zyprexa
Relprevv is only dispensed by the certified dispensers.

Assess certified dispensers’ compliance with the requirement to dispense Zyprexa
Relprevv for use in health-care settings that have ready access to emergency
response services and can allow for continuous patient monitoring for at least 3
hours post-injection.

Based on evaluation of the implementation of elements to assure safe use
provided for under Sections C2 and C3 above, and in the manner described in the
REMS supporting document, take reasonable steps to improve implementation of
these elements to meet the goals of the REMS.

E. Timetable for Submission of Assessments

Lilly will submit REMS assessments to the FDA annually on 29 October. 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 days before the
submission date for that assessment. Lilly will submit each assessment so that it will be received
by the FDA on or before the due date.
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Medication Guide

ZYPREXA® RELPREVV™ (zy-PREX-a REL-prev)
(olanzapine)
For Extended Release Injectable Suspension

Read the Medication Guide that comes with ZYPREXA RELPREVV before you start taking it and
each time before you get an injection. There may be new information. This Medication Guide does
not take the place of talking to your doctor about your medical condition or treatment. Talk with your
doctor if there is something you do not understand or you want to learn more about ZYPREXA
RELPREVV.
What is the most important information | should know about ZYPREXA RELPREVV?

Before you receive ZYPREXA RELPREVV treatment you must:

* understand the risks and benefits of ZYPREXA RELPREVV treatment. Your doctor will

talk to you about the risks and benefits of ZYPREXA RELPREVV treatment.

* register in the ZYPREXA RELPREVV Patient Care Program. You must agree to the rules
of the ZYPREXA RELPREVYV Patient Care Program before you register.

ZYPREXA RELPREVV may cause serious side effects, including:
1. Post-injection Delirium Sedation Syndrome (PDSS).

2. Increased risk of death in elderly people who are confused, have memory loss and have
lost touch with reality (dementia-related psychosis).

3. High blood sugar (hyperglycemia).

4. High fat levels in your blood (increased cholesterol and triglycerides), especially in
teenagers age 13 to 17.

5. Weight gain, especially in teenagers age 13 to 17.
These serious side effects are described below.

1. Post-injection Delirium Sedation Syndrome (PDSS). PDSS is a serious problem that can
happen after you get a ZYPREXA RELPREVYV injection if the medicine gets in your blood too fast.
This problem usually happens within 3 hours after you receive ZYPREXA RELPREVV. If the
medicine gets in your blood too fast, you may have some of the following symptoms:

« feel more sleepy than usual

+ feel dizzy

+ feel confused or disoriented

+ trouble talking or walking

* muscles feel stiff or shaking

+ feel weak

 feel grouchy or angry

+ feel nervous or anxious

* higher blood pressure

* seizures (convulsions)

+ pass out (become unconscious or coma)
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You will need to stay at the clinic where you receive the injection for at least 3 hours so your
doctor can make sure you do not have symptoms of PDSS. When you leave the clinic
someone must be with you. If you have symptoms of PDSS after you leave the clinic, get
medical help or go to an emergency room right away.

2. Increased risk of death in elderly people who are confused, have memory loss and have
lost touch with reality (dementia-related psychosis). ZYPREXA RELPREVYV is not approved for
treating psychosis in elderly people with dementia.

3. High blood sugar (hyperglycemia). High blood sugar can happen if you have diabetes already
or if you have never had diabetes. High blood sugar could lead to:

 a build up of acid in your blood due to ketones (ketoacidosis)

* coma

+ death

Your doctor should do tests to check your blood sugar before you start taking ZYPREXA RELPREVV
and during treatment. In people who do not have diabetes, sometimes high blood sugar goes away
when ZYPREXA RELPREVV is stopped. People with diabetes and some people who did not have
diabetes before taking ZYPREXA RELPREVV need to take medicine for high blood sugar even after
they stop taking ZYPREXA RELPREVV.

If you have diabetes, follow your doctor’s instructions about how often to check your blood sugar
while taking ZYPREXA RELPREVV.

Call your doctor if you have any of these symptoms of high blood sugar (hyperglycemia) while
taking ZYPREXA RELPREVV:

+ feel very thirsty

* need to urinate more than usual

+ feel very hungry

+ feel weak or tired

+ feel sick to your stomach

+ feel confused or your breath smells fruity

4. High fat levels in your blood (cholesterol and triglycerides). High fat levels may happen in
people treated with ZYPREXA RELPREVV, especially in teenagers (13 to 17 years old). ZYPREXA
RELPREVV is not approved in patients less than 18 years old. You may not have any symptoms, so
your doctor should do blood tests to check your cholesterol and triglyceride levels before you start
taking ZYPREXA RELPREVV and during treatment.

5. Weight gain. Weight gain is very common in people who take ZYPREXA RELPREVV.
Teenagers (13 to 17 years old) are more likely to gain weight and to gain more weight than adults.
ZYPREXA RELPREVV is not approved in patients less than 18 years old. Some people may gain a
lot of weight while taking ZYPREXA RELPREVV, so you and your doctor should check your weight
regularly. Talk to your doctor about ways to control weight gain, such as eating a healthy, balanced
diet, and exercising.
What is ZYPREXA RELPREVV?

ZYPREXA RELPREVYV is a long-acting prescription medicine given by injection and used to treat
schizophrenia in adults. The symptoms of schizophrenia include:

* hearing voices

+ seeing things that are not there

* having beliefs that are not true
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* being suspicious or withdrawn

Some of your symptoms of schizophrenia may improve with treatment with ZYPREXA RELPREVV. If
you do not think you are getting better, call your doctor.
It is not known if ZYPREXA RELPREVYV is safe and effective in children under 18 years of age.

What should | tell my doctor before taking ZYPREXA RELPREVV?

ZYPREXA RELPREVV may not be right for you. Before starting ZYPREXA RELPREVV, tell your
doctor if you have or had:

* heart problems

* seizures

 diabetes or high blood sugar levels (hyperglycemia)

 high cholesterol or triglyceride levels in your blood

* liver problems

* low or high blood pressure

+ strokes or “mini-strokes” also called transient ischemic attacks (TIAs)

* Alzheimer’s disease

* narrow-angle glaucoma

+ enlarged prostate in men

* bowel obstruction

+ breast cancer

 thoughts of suicide or hurting yourself

+ any other medical condition

+ are pregnant or plan to become pregnant. It is not known if ZYPREXA RELPREVV will harm
your unborn baby.

o If you become pregnant while receiving ZYPREXA, talk to your healthcare provider about
registering with the National Pregnancy Registry for Atypical Antipsychotics. You can
register by calling 1-866-961-2388 or go to http://womensmentalhealth.org/clinical-and-
research-programs/pregnancyregistry/.

 are breast-feeding or plan to breast-feed. ZYPREXA RELPREVYV passes into your breast milk.
Talk to your doctor about the best way to feed your baby if you take ZYPREXA RELPREVV.

Tell your doctor if you exercise a lot or are in hot places often.

The symptoms of schizophrenia may include thoughts of suicide or of hurting yourself or others. If
you have these thoughts at any time, tell your doctor or go to an emergency room right away.

Tell your doctor about all the medicines that you take, including prescription and nonprescription
medicines, vitamins, and herbal supplements. ZYPREXA RELPREVV and some medicines may
interact with each other and may not work as well, or cause possible serious side effects. Your doctor
can tell you if it is safe to take ZYPREXA RELPREVV with your other medicines. Do not start or stop
any medicine while taking ZYPREXA RELPREVV without talking to your doctor first.

How should | receive ZYPREXA RELPREVV?

+ ZYPREXA RELPREVYV will be injected into the muscle in your buttock (gluteus) by your doctor
or nurse at the clinic.

+ After receiving ZYPREXA RELPREVYV, you will need to stay at the clinic for at least 3 hours.
* When you leave the clinic, someone must be with you.
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 Call your doctor if you do not think you are getting better or have any concerns about your
condition while taking ZYPREXA RELPREVV.

What should | avoid while receiving ZYPREXA RELPREVV?

+ ZYPREXA RELPREVYV can cause sleepiness and may affect your ability to make decisions,
think clearly, or react quickly. Do not drive, operate heavy machinery, or do other dangerous
activities until you know how ZYPREXA RELPREVYV affects you. You should not drive or
operate heavy machinery for the rest of the day after each injection.

+ Avoid drinking alcohol while taking ZYPREXA RELPREVV. Drinking alcohol while you take
ZYPREXA RELPREVV may make you sleepier than if you take ZYPREXA RELPREVYV alone.

What are the possible side effects of ZYPREXA RELPREVV?
Serious side effects may happen when you take ZYPREXA RELPREVYV, including:

+ See “What is the most important information | should know about ZYPREXA
RELPREVV?”, which describes the risk of post-injection delirium sedation syndrome
(PDSS), increased risk of death in elderly people with dementia-related psychosis and
the risks of high blood sugar, high cholesterol and triglyceride levels, and weight gain.

* Increased incidence of stroke or “mini-strokes” called transient ischemic attacks (TIAs)
in elderly people with dementia-related psychosis (elderly people who have lost touch with
reality due to confusion and memory loss). ZYPREXA RELPREVV is not approved for these
patients.

* Neuroleptic Malignant Syndrome (NMS): NMS is a rare but very serious condition that can
happen in people who take antipsychotic medicines, including ZYPREXA RELPREVV. NMS
can cause death and must be treated in a hospital. Call your doctor right away if you become
severely ill and have any of these symptoms:

* high fever

* excessive sweating

* rigid muscles

+ confusion

« changes in your breathing, heartbeat, and blood pressure

* Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS): DRESS can occur
with ZYPREXA RELPREVV. Features of DRESS may include rash, fever, swollen glands and
other internal organ involvement such as liver, kidney, lung and heart. DRESS is sometimes
fatal; therefore, tell your doctor immediately if you experience any of these signs.

« Tardive Dyskinesia: This condition causes body movements that keep happening and that
you can not control. These movements usually affect the face and tongue. Tardive dyskinesia
may not go away, even if you stop taking ZYPREXA RELPREVV. It may also start after you
stop taking ZYPREXA RELPREVV. Tell your doctor if you get any body movements that you
can not control.

+ Decreased blood pressure when you change positions, with symptoms of dizziness,
fast or slow heartbeat, or fainting.

 Difficulty swallowing, that can cause food or liquid to get into your lungs.

+ Seizures: Tell your doctor if you have a seizure during treatment with ZYPREXA
RELPREVV.

* Problems with control of body temperature: You could become very hot, for instance when
you exercise a lot or stay in an area that is very hot. It is important for you to drink water to
avoid dehydration. Call your doctor right away if you become severely ill and have any of these
symptoms of dehydration:

+ sweating too much or not at all
+ dry mouth
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+ feeling very hot
+ feeling thirsty
* not able to produce urine

Common side effects of ZYPREXA RELPREVYV include: headache, sleepiness or drowsiness,
weight gain, dry mouth, diarrhea, nausea, common cold, eating more (increased appetite), vomiting,
cough, back pain, or pain at the injection site.

Tell your doctor about any side effect that bothers you or that does not go away.

These are not all the possible side effects with ZYPREXA RELPREVV. For more information, ask
your doctor or pharmacist.

Call your doctor for medical advice about side effects. You may report side effects to FDA at
1-800-FDA-1088.

General information about ZYPREXA RELPREVV
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide.

This Medication Guide summarizes the most important information about ZYPREXA RELPREVV. If
you would like more information, talk with your doctor. You can ask your doctor or pharmacist for
information about ZYPREXA RELPREVYV that was written for healthcare professionals. For more
information about ZYPREXA RELPREVYV call 1-800-Lilly-Rx (1-800-545-5979) or visit
www.zyprexarelprevv.com.

What are the ingredients in ZYPREXA RELPREVV?
Active ingredient: olanzapine

Inactive ingredients: carboxymethylcellulose sodium, mannitol, polysorbate 80, sodium hydroxide
and/or hydrochloric acid for pH adjustment, and water for injection

This Medication Guide has been approved by the U.S. Food and Drug Administration.
Medication Guide revised October 22, 2019

Marketed by: Lilly USA, LLC
Indianapolis, IN 46285, USA

www.zyprexarelprevv.com

Copyright © 2009, 2019, Eli Lilly and Company. All rights reserved.
ZYPR-0002-MG-20191022
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Training Presentation

(olanzapine) For Extended Release
Injectable Suspension

Training for Healthcare Professionals

0OD78197 10/2012 @Lilly USA, LLC 2012, Al rights reserved. WReIpr evy

®ZYPREXA RELPREVV and the ZYPREXA RELPREVY logo are ;
registered trademarks of Eli Lilly and Company. (m)m

The goal of this presentation is to educate healthcare professionals in an effort to mitigate negative
outcomes associated with ZYPREXA RELPREVV post-injection delirium/sedation syndrome (PDSS).
Healthcare professionals include: physicians, nurses and any other professionals who will be
involved with the care of the patient receiving the injection.

Please see the Prescribing Information and the Reconstitution and Administration Poster
before using ZYPREXA RELPREVV.
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Training Presentation

ZYPREXA RELPREVV: Indication

® ZYPREXA RELPREVV is a long-acting atypical

antipsychotic for intramuscular injection indicated for the
treatment of schizophrenia

For a list of symptoms and the complete diagnostic criteria for schizophrenia, see the
Diagnostic and Statistical Manual of Mental Disorders, Ed 4, Text Revision (American
Psychiatric Association; 2000).

For complete safety profile, including boxed warnings,

see the full Prescribing Information. ) (olanzapine) For Extandod Release
Version 20 03-Aug-2012 ipctable nsion

ZYPREXA® RELPREVV™, also known as (olanzapine) For Extended Release Injectable Suspension,
is the long-acting injectable form of ZYPREXA (olanzapine).

ZYPREXA RELPREVV is indicated for the treatment of schizophrenia and is administered by deep
intramuscular gluteal injection.
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Training Presentation

ZYPREXA RELPREVV: Boxed Warnings

" Post-injection Delirium/Sedation Syndrome (PDSS):

® Patients are at risk for severe sedation (including coma) and/or
delirium after each injection and must be observed for at least 3
hours in a registered facility with ready access to emergency
response services. Because of this risk, ZYPREXA RELPREVV is
available only through a restricted distribution program called
ZYPREXA RELPREVV Patient Care Program and requires
prescriber, healthcare facility, patient, and pharmacy enroliment

" Increased mortality in elderly patients with dementia-related
psychosis:
" Elderly patients with dementia-related psychosis treated with
antipsychotic drugs are at an increased risk of death

" ZYPREXA RELPREVV is not approved for the treatment of
patients with dementia-related psychosis

For complete safety profile, including boxed warnings,
see the full Prescribing Information. I (olanzapine) For Extended Re
Version 20 03-Aug-2012 E@ table Sﬁm

If you prescribe ZYPREXA RELPREVYV, you need to be aware that it carries a boxed warning for
Post-Injection Delirium/Sedation Syndrome (PDSS). Patients who receive ZYPREXA RELPREVV
are at risk for severe sedation (including coma) and/or delirium after each injection and must be
observed for at least 3 hours in a registered facility with ready access to emergency response
services. Because of this risk, ZYPREXA RELPREVV is available only through a restricted
distribution program called ZYPREXA RELPREVV Patient Care Program and requires prescriber,
healthcare facility, patient, and pharmacy enroliment.

Because the active ingredient of ZYPREXA RELPREVYV is the same as oral ZYPREXA®
(olanzapine), ZYPREXA RELPREVV also carries the same boxed warning as oral ZYPREXA
regarding increased mortality in elderly patients with dementia-related psychosis. ZYPREXA
RELPREVV is not approved for the treatment of patients with dementia-related psychosis.

Reference ID: 4596482
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Training Content

At the end of this training, you should be able to:

v' Differentiate between ZYPREXA RELPREVYV (olanzapine for extended
release injectable suspension) and ZYPREXA IntraMuscular (olanzapine
for injection) to avoid medication errors

v Understand the dosing options with ZYPREXA RELPREVV

v" Know the common adverse events associated with ZYPREXA
RELPREVV and how to monitor patients for metabolic changes

v" Identify a post-injection delirium/sedation syndrome (PDSS) event in
your clinical practice

v Know the conditions of safe use and how to manage the risk of PDSS
v Know what to do in case a PDSS event occurs
v" Understand basics of the ZYPREXA RELPREVV Patient Care Program

For complete safety profile, including boxed warnings,

see the full Prescribing Information. (olanzapine) For f;%vm'?

Version 20 03-Aug-2012 NSIon

At the end of this training, you should be able to:

Reference ID: 4596482

Differentiate between ZYPREXA RELPREVYV (olanzapine for extended release injectable
suspension) and ZYPREXA IntraMuscular (olanzapine for injection) to avoid medication errors,

Understand the dosing options with ZYPREXA RELPREVV.

Know the common adverse events associated with ZYPREXA RELPREVV and how to monitor
for metabolic changes

Identify a post-injection delirium/sedation syndrome event in your clinical practice,

Know the conditions of safe use and how to manage the risk of post-injection delirium/sedation
syndrome

Know what to do in case a post-injection delirium/sedation syndrome event occurs.
And finally, understand the basics of the ZYPREXA RELPREVV Patient Care Program.
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ZYPREXA RELPREVV and ZYPREXA IntraMuscular -

Although both have olanzapine as their active ingredient and both are injected
intramuscularly, they are intended for different indications and different dosing schedules

Category ELPR ZYPREXA IntraMuscular

Agitation associated
Indication Treatment of schizophrenia with schizophrenia and
bipolar mania in adults

(olanzapine) For Extended Release

Generic Name olanzapine for injection

Injectable Suspension
Formulation olanzapine pamoate suspension olanzapine solution
Injection technique IM, gluteal only IM
Doses 150 mg/2wk, 210 mg/2wk, 2.5mg, 5 mg,
405 mg/ 4wk, 300 mg/2wk 7.5mg, 10 mg
Vial cap color terra cotta (210 mg), olive (300 mg), urple
& package lettering or blue (405 mg) purp
I . o . - with sterile water
Reconstitution with special diluent provided in kit for injection
Appearance of opaque yellow clear yellow

medication in syringe

For complete safety profile, including boxed warnings,
see the full Prescribing Information.

(olanzapine) For Extended Release IntraMuscular
jectable i

Qercavre fov vt

Version 20 03-Aug-2012

It should be noted that there are 2 types of injectable olanzapine, and they are intended for very
different purposes. ZYPREXA RELPREVYV is the long-acting salt formulation of olanzapine,
olanzapine pamoate, and is administered every 2 to 4 weeks for the treatment of schizophrenia in
adults. ZYPREXA IntraMuscular is the rapid-acting injectable form of olanzapine and is indicated for
the immediate treatment of AGITATION associated with schizophrenia or bipolar mania.

It is very important not to confuse these two products, so please also make note of the visual
differences in the products and product packaging as well as differences in injection technique and
dosing.

Reference ID: 4596482



Training Presentation

ZYPREXA RELPREVV: Formulation

® Olanzapine pamoate salt
® Olanzapine plus pamoic acid Pamoic Acid
® Crystalline
" Insoluble in water

" Why use pamoate salts?
" Decreases solubility
" Extended delivery
" Long action up to 4 weeks
" No known pharmacological activity
® Excreted unchanged
" Used in other approved products

Olanzapine

For complete safety profile, including boxed warnings,
see the full Prescribing Information

(olanzapine) I-'or Extand! Ral;me

Version 20 03-Aug-2012

ZYPREXA RELPREVV is a combination of olanzapine and pamoic acid in the form of a
crystalline salt, which is insoluble in water but has very low solubility in muscle. When injected
into the gluteal muscle, the salt then dissolves slowly at the site of the injection. This results in a
slow and sustained release of olanzapine into the bloodstream, allowing for administration once
every 2 or 4 weeks.

The pamoic acid component allows for this extended delivery but has no known pharmacological
activity and is excreted unchanged. It has been used in a number of other approved products.

Reference ID: 4596482
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ZYPREXA RELPREVYV: Product Characteristics

® Deep intramuscular gluteal injection only

® 19 gauge 1.5" needle
(2" needle may be used for obese patients)

® Not for deltoid injection

® 3 vial strengths - 210 mg, 300 mg, 405 mg
® Describes the available olanzapine in that vial
® Reconstitute with the diluent provided to a fixed concentration of 150 mg/mL
® 24-hour medication stability in vial once reconstituted
" No refrigeration needed

" Inject immediately after withdrawing from vial

Review the ZYPREXA RELPREVV Reconstitution and Administration Training Video
and the Reconstitution and Administration Poster before reconstituting the product

For complete safety profile, including boxed warnings, Zyprexa
see the full Prescribing Information (olanzapine) For f%wmf?

Version 20 03-Aug-2012 nSion

+ ZYPREXA RELPREVV is administered by deep intramuscular gluteal injection only, using a 19
gauge, 1.5” needle to ensure a deep gluteal injection and to prevent the suspension from
clogging the needle. A 2" needle may be used for obese patients. Please note that ZYPREXA
RELPREVYV is not approved for deltoid injections.

+  ZYPREXA RELPREVV is provided as olanzapine pamoate powder, which comes in 3 vial
strengths: 210, 300, and 405 mg. These strengths describe the amount of olanzapine provided
in each vial. The product must be reconstituted using the diluent provided, which contains a
wetting agent, a thickening agent, and an isotonic agent to allow for easier reconstitution and
administration as well as patient comfort. Both the powder and the diluent are stored at room
temperature and are reconstituted to a fixed concentration of 150 mg of olanzapine per milliliter.

+ Once reconstituted, the suspension is stable in the vial for up to 24 hours and does not require
refrigeration. However, if the suspension is not used immediately, it should be shaken to
resuspend before being withdrawn into the syringe for administration.

» Once the product has been withdrawn from the vial, it should be injected immediately.

+ Review the ZYPREXA RELPREVV Reconstitution and Administration Training Video and the
Reconstitution and Administration Poster before reconstituting the product

Reference ID: 4596482



Dosing of ZYPREXA RELPREVV

Recommended Dosing for ZYPREXA RELPREVV Based on
Correspondence to Oral Olanzapine (ZYPREXA) Doses

Target Oral Starting ZYPREXA ' Maintenance ZYPREXA
Olanzapine RELPREVV Dose RELPREVV Dose After 8
(ZYPREXA) Dose Weeks of Treatment

210 mg/2 weeks or 150 mg/2 weeks or
10 mg/day 405 mg/4 weeks 300 mg/4 weeks

210 mg/2 weeks or
405 mg/4 weeks

15 mg/day

20 mg/day

For complete safety profile, including boxed warnings
see the full Prescribing Information.

Olanzapine (0’3"2&0'"8),5?! Extended Release

Varsion 2.0 03-Aug-2012

Transition
* How does ZYPREXA RELPREVYV correspond to an oral olanzapine dose?

* This ﬁgure depicts the approximate dose correspondence between oral olanzapine and
ZYPREXA RELPREVV

Key points

* Dosing of ZYPREXA RELPREVYV is described by the number of milligrams of active ingredient—
olanzapine—provided in each injection; for instance, a 150 mg ZYPREXA RELPREVYV dose
contains 150 mg of olanzapine

+ After the first 8 weeks of treatment when plasma concentrations approach steady state levels,
there is a clear dose correspondence with oral olanzapine

» This correspondence can be estimated by dividing the number of milligrams by the number
of days in the dosing interval; thus:

* 150 mg of ZYPREXA RELPREVV ?iven every 2 weeks or 300 mg given every 4
weeks corresponds to approximately 10 mg/day of oral olanzapine

+ 210 mg of ZYPREXA RELPREVYV given eveg/ 2 weeks or 405 mg given every 4
weeks corresponds to approximately 15 mg/day of oral olanzapine

* 300 mg of ZYPREXA RELPREVYV given every 2 weeks corresponds to
approximately 20 mg/day of oral olanzapine

» During the first 8 weeks of treatment, a loading dose strategy is recommended for the 10 or 15
mg/day patients

+ Please refer to the Package Insert for complete dosing information

Reference ID: 4596482
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Comparable Safety Profile Between ZYPREXA
RELPREVV and Oral Olanzapine: 24-Week Study

Treatment-Emergent Adverse Events: Incidence >2% with ZYPREXA RELPREVV

_ : A . | Oral 0|anzapine (N=322)
‘ %

Patients with 21 TEAE 52.1 46.9
Weight Increased 7.2 7.5
Insomnia 72 4.0
Nasopharyngitis 43 43
Anxiety 48 2.8
Headache 3.2 43
Somnolence 3.8 2.8
Injection site pain 23 0.9
Hallucination 253 086

None of these events were statistically significantly different

Adverse events reported with ZYPREXA RELPREVV were consistent with adverse events reported with oral olanzapine,
taking into account method of administration. Data on file, Lilly Research Laboratories, ZYP20081111D

For complete safety profile, including boxed warnings,
see the full Prescribing Information.

(olanzapine) For Extended Release
Injecitable

Varsion 2.0 03-Aug-2012 NSION

Now we will look at the safety profile for ZYPREXA RELPREVV. The overall safety of ZYPREXA
RELPREVV is similar to that of oral olanzapine, with the exception of injection-related events. In a
study of over 900 stabilized patients comparing ZYPREXA RELPREVV and oral olanzapine, there
were no significant differences in the most commonly reported adverse events. Weight gain was the
most commonly reported event in both groups.

Reference ID: 4596482
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10
Metabolic Changes Similar to Oral
Olanzapine in the 24-Week Study
Potentially Clinically Significant Changes in
Weight and Metabolic Parameters
S0
45 M Oral olanzapine
m | 1ZYPREXA RELPREVV
35 326 322 317
@8 30.6 e
S 30 + No significant
S5 214 differences
S 6.8 between groups
s 15 10.2 103 121
10 8.0 "
5 i
0
Weight Fasting Fasting Fasting Total Fasting LDL
Glucose Triglycerides Cholesterol
Oral olanzapine N 322 285 266 265 253
ZYPREXA RELPREVV N 595 481 448 448 429
Potentially clinically significant definitions: weight, 27% change from baseline; fasting glucose, 210 mg/dL increase; fasting
triglycerides, 250 mg/dL increase; total fasting cholesterol, 240 mg/dL increase; fasting LDL, 230 mg/dL increase.
Data on file, Lilly Research Laboratories; ZYP20081112A.
For complete safety profile, including boxed warnings
see the full Prescribing Information. Vereion 2.0 08 Aug 2012 (olanzapine) For Extended Release
Version 2.0 03-Aug-2012 Injectable Suspension

Data from the 24-week study comparing ZYPREXA RELPREVYV to oral olanzapine also indicated no
significant differences in the percentage of patients experiencing a potentially clinically significant
change from baseline in weight, fasting glucose, fasting triglycerides, fasting total cholesterol, or
fasting LDL cholesterol.

The results suggest that the metabolic profile is comparable to that of oral olanzapine.

Reference ID: 4596482
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Similar Weight Change Between ZYPREXA
RELPREVV and Oral Olanzapine Over 24 Weeks

s . \
Oral Olanzapine (N=322)
W RELPREWV (N=595)
15
Z Wichange  Oral  RELPREVV
o© (kg)
& Mean 1.3 1.0
v 10
S Median 1.0 0.7
[
§ Min -125 134
4
5 Max 175 195
| ‘ SD 40 4.1
o+ ,-l.-l.'l,l ] J “,",ll.-- —_
14 12 10 8 6 <4 2 0 2 4 6 B 10 12 14 16 18 20 22
\_ Weight Change (kg) j
Note that baseline is after 4-8 wks on oral olanzapine. Mean weight gain during this lead in period was 1.06 kg.
Oral = Oral olanzapine. Data on file, Lilly R h Lab ies, ZYP20081112D
. . . Tp
For complete safety profile, including boxed warnings, ;wrexa! el prevv

see the full Prescribing Information.

(olanzapine) For Extended Release

Version 2.0 03-Aug-2012

Looking at the weight change seen in this study in more detail, there was no difference in the pattern
of weight gain or loss in patients treated with ZYPREXA RELPREVYV versus those treated with oral
olanzapine. The mean weight change in both groups was a gain of approximately one kilogram.

Reference ID: 4596482
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Differences by Dose with ZYPREXA RELPREVV

In a 24-week randomized, double-blind, fixed-dose study comparing

3 doses of ZYPREXA RELPREVYV in patients with schizophrenia, statistically
significant differences among dose groups were observed for the

safety parameters below.

~ R
Increasing_] ZYPREXA RELPREVV Dose

Weight (kg)? 0.67 0.89 1.70*
Prolactin (ng/L)? -5.61 -2.76 3.57+
Fasting 6.5% 9.8% 24.5%"
triglycerides® ' : :

\. v
*Mean change *P<.05 versus 150 mg/2 wk
®Change from normal at baseline to high at any time (%) tp<.05 versus 405 mg/4 wk
Data on file, Lilly Research Laboratories, ZYP20081112B i

For complete safety profile, including boxed warnings, Relprevv

see the full Prescribing Information

(olanzapine) I-'ur i Rekms

Version 20 03-Aug-2012

Comparison of doses in this study revealed differences on 3 safety parameters: weight, prolactin,
and fasting triglycerides, with patients treated with the highest ZYPREXA RELPREVYV dose, 300 mg
every 2 weeks, experiencing the greatest mean increases in weight and prolactin and also being
more likely to experience an increase in triglyceride levels from normal to high.

Reference ID: 4596482



Training Presentation

Metabolic Monitoring

® Hyperglycemia, in some cases associated with ketoacidosis, coma
or death, has been reported

" Olanzapine appears to have a greater association with increases in blood
glucose levels than some other atypicals*

® Monitor patients on olanzapine regularly for worsening of glucose control.

" Consider the benefits/risks when giving olanzapine to patients with diabetes
and to those with borderline hyperglycemia

" Patients starting treatment with olanzapine should undergo fasting blood
glucose testing at the beginning of treatment and periodically during
treatment

" Conduct fasting blood glucose testing in patients who develop symptoms of
hyperglycemia during treatment

* Relative risk estimates are inconsistent, and the association between atypical antipsychotics
and increases in blood glucose appear to fall in a continuum

For complete safety profile, including boxed warnings,
see the full Prescribing Information. L . {olanzapine) For Extended Re
Version 20 03-Aug-2012 E@ table Sﬁm

* Because the active ingredient of ZYPREXA RELPREVYV is the same as oral olanzapine,
clinicians should follow the same guidance with regard to metabolic changes that they would for
the oral formulation.

+ Hyperglycemia, in some cases extreme and associated with ketoacidosis or hyperosmolar coma
or death, has been reported in patients treated with atypical antipsychotics including olanzapine.
Relative risk estimates are inconsistent, and the association between atypical antipsychotics and
increases in blood glucose appear to fall in a continuum. Olanzapine appears to have a greater
association with increases in blood glucose levels than some other atypicals.

+ Patients on olanzapine should be monitored regularly for worsening of glucose control. Benefits
and risks of olanzapine should be considered when prescribing the product to patients with
diabetes and to those with borderline hyperglycemia.

+ Patients starting treatment with olanzapine should undergo fasting blood glucose testing at the
beginning of treatment and periodically during treatment.

» Fasting blood glucose tests should be conducted in patients who develop symptoms of
hyperglycemia during treatment

Reference ID: 4596482
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Metabolic Monitoring

® Hyperlipidemia

® Undesirable lipid alterations have been observed. Clinical monitoring
including baseline and follow-up lipid evaluations is advised

= Clinically significant, sometimes very high, elevations in triglycerides and
modest mean increases in total cholesterol have been observed with
olanzapine use

" Weight
" Monitor patient weight regularly during treatment with olanzapine
" Consider potential consequences of weight gain prior to initiating olanzapine

For complete safety profile, including boxed warnings,
see the full Prescribing Information.

(oianzapine) For Extended Re
Version 20 03-Aug-2012 Injectable Suspension

* Undesirable lipid alterations have been observed during treatment with olanzapine. Clinical
monitoring, including baseline and follow-up lipid evaluations, is advised.

» Clinically significant and sometimes very high elevations in triglycerides have been observed

during olanzapine use. Modest mean increases in total cholesterol have also been observed.

» Patients should be monitored regularly for weight gain during treatment with olanzapine.
Prescribers should consider the potential consequences of weight gain prior to initiating
treatment.

Reference ID: 4596482
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Post-Injection Delirium/Sedation Syndrome (PDSS)
Events in Premarketing Clinical Trials*

" In premarketing ZYPREXA RELPREVV clinical trials:
® >2000 patients have received ZYPREXA RELPREVV
® >50,000 injections have been given

" PDSS events occurred in 0.07% of injections (~1 event per 1400
injections), in approximately 1.7 % of patients*

In a clinic with 60 patients given 1 injection every 2 weeks,
a 0.07% incidence would suggest that the clinic would see
approximately 1 PDSS event per year

A PDSS event can occur in any patient at any injection

* As of 18 June 2009, Data on file, Lilly Research Laboratories, ZYP20081112C

For complete safety profile, including boxed warnings
see the full Prescribing Information. . 0 3 Aug 201 {obnszquwdmRm
Version 2.0 03-Aug-2012 E@ Sgg

In premarketing clinical trials, an unexpected degree of delirium and/or sedation was reported in a
small number of patients with schizophrenia shortly after receiving an injection. This event has been
termed Post-injection Delirium/Sedation Syndrome, or PDSS.

Across all ZYPREXA RELPREVV premarketing clinical trials as of 18 June 2009, over 2000 patients
have received over 50,000 injections of ZYPREXA RELPREVV. Of these, 0.07% of injections were

followed by patients experiencing this temporary post-injection reaction. This incidence corresponds
to 1 PDSS event occurring for approximately every 1400 injections. To put this rate into context, in a

clinic with 60 patients given 1 injection every 2 weeks, you would expect to see approximately 1 such
event per year.

Nevertheless, it is important to be aware that a PDSS event can occur in any patient at any
injection.

Reference ID: 4596482
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16

What is Post-Injection Delirium/Sedation Syndrome?

® Appears related to excessive olanzapine plasma concentrations
® Presentation consistent with many symptoms of oral olanzapine overdose

® Most patients developed symptoms of:
" Sedation, ranging from mild in severity up to coma (lasting up to 12 hrs) and/or
® Delirium, including confusion, disorientation, agitation, anxiety and other cognitive
impairment
" Other symptoms noted included extrapyramidal symptoms, dysarthria, ataxia,
aggression, dizziness, weakness, hypertension or convulsions

=  Typically began with milder symptoms which progress in severity and/or number
"  Presentation can appear similar to alcohol intoxication

<1 hour ~80%
>1to 3 hours ~ 14% * As of 18 June 2009.
— RO, Data on file, Lilly Research
>3 hours 6% Laboratories, ZYP20090209A

For complete safety profile, including boxed warnings

see the full Prescribing Information. . e (olanzapine) For Extended Relea
Version 2.0 03-Aug-2012 g@taﬂe ﬂ!ﬂﬁ"’s"’”

What is Post-injection Delirium/Sedation Syndrome?

* These events appear to be related to excessive olanzapine plasma concentrations and
presentation of the events are consistent with many symptoms of oral olanzapine overdose.
While the precise mechanism of these events remains unknown, ZYPREXA RELPREVV is more
soluble in blood than in muscle. Contact with a substantial volume of blood would lead to faster
dissolution (as the olanzapine disassociates from the pamoic acid), resulting in higher than
expected olanzapine concentrations. There are several ways that such contact could occur,
including direct or partial injection into the vasculature, blood vessel injury during the injection, or
as the result of an extravascular bleed around the vessel.

» Most patients who experienced such an event developed symptoms related to sedation and/or
delirium. Sedation could range from mild to severe, and in one case included coma lasting up to
12 hours. Symptoms related to delirium could include confusion, disorientation, agitation, anxiety,
and other cognitive impairment. Other symptoms that were noted in some cases included
extrapyramidal symptoms, dysarthria, ataxia, aggression, dizziness, weakness, hypertension, or
convulsions.

* PDSS events typically began with milder symptoms which then progressed in severity and/or
number. The clinical presentation has sometimes been described as appearing similar to that of
alcohol intoxication.

» Time after injection to event ranged from soon after injection to greater than 3 hours after
injection.

16
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Medical Status and Recovery

17

" |n patients experiencing Post-Injection Delirium/Sedation Syndrome
Events*:

No clinically significant decreases in blood pressure noted
No respiratory depression noted
Some patients experienced temporary unconsciousness (~ 15%)

Most patients were hospitalized for further observation and/or treatment
(~ 74%)

Two patients were intubated prophylactically following parenteral
administration of benzodiazepines (No respiratory depression noted)

Concomitant medications/substances have not been shown to be risk factors

" Recovery in patients experiencing Post-Injection Delirium/Sedation
Syndrome Events*:

All patients have largely recovered within 72 hours

Approximately 70% of patients chose to continue to receive ZYPREXA
RELPREVV injections after experiencing a PDSS event

* As of 18 June 2009. Data on file, Lilly Research Laboratories, ZYP20090209A

For complete safety profile, including boxed warnings,
see the full Prescribing Information.

(olanzapine) For Extendod Release
jpctable Suspansion

Verzion 20 03-Awg-2012

There have been no clinically significant decreases in blood pressure and no respiratory depression
noted in any of the PDSS events in the premarketing clinical trials. Approximately 15% of cases
experienced temporary unconsciousness. In most cases, patients were hospitalized for further
observation and/or treatment. Two patients were intubated prophylactically following parenteral
administration of benzodiazepines, with no respiratory depression noted. Concomitant medications

or substances have not been shown to be risk factors for these events.

It is important to note that all patients who experienced a post-injection syndrome event largely
recovered within 72 hours. Time of full recovery has ranged from 1.5 to 72 hours, with full recovery
defined as the absence of signs or symptoms of the event. Approximately 70% of these patients

chose to continue receiving ZYPREXA RELPREVYV following the event.

Reference ID: 4596482
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Safety Precautions at Every
ZYPREXA RELPREVV Injection

® Before the injection:

" For product reconstitution procedure, review the Reconstitution
and Administration Poster and the Reconstitution and
Administration Training video available on the ZYPREXA
RELPREVYV Patient Care Program Web site

" Provide the Medication Guide and answer patient or legal guardian
questions prior to each injection

" IMPORTANT: confirm there will be someone to accompany the patient
after the 3-hour monitoring period. If this cannot be confirmed, do not give

the injection
For complete safety profile, including boxed warnings, Zyprexa
see the full Prescribing Information (olanzapine) For Extended Release

Vereion 20 03-Aug-2012 Injectable Suspension

Because there is a risk of a PDSS event with each injection, the following precautions should be
followed every time a patient receives a ZYPREXA RELPREVV injection. For a description of the
product reconstitution and administration procedures, please review the Reconstitution and
Administration Poster and training video available on the ZYPREXA RELPREVV Patient Care
Program web site,

The Medication Guide must be given to patients, their families or their caregivers prior to each
injection. For additional information about ZYPREXA RELPREVV, patients can receive the patient
education brochure, Getting Started with My Medicine. Prescribers or other healthcare professionals
should instruct patients, their families, and their caregivers to read these documents and should
assist them in understanding the contents. Before each injection, patients or legal guardian should be
given the opportunity to discuss the contents of the Medication Guide and to obtain answers to any
questions they may have.

Before administering ZYPREXA RELPREVV, confirm that the patient will be accompanied to their
destination (for example to their home or workplace) when they leave the healthcare facility. If this
cannot be confirmed, do not give the injection.

18
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Safety Precautions at Every
ZYPREXA RELPREVV Injection

" During the injection:
" ZYPREXA RELPREVV is intended for deep intramuscular gluteal
injection only
Do not administer intravenously or subcutaneously
Not approved for deltoid injections

" Administrator must aspirate the syringe for several seconds prior
to injection to ensure no blood is visible

® Do not proceed with injection if blood is visible in the syringe
Discard syringe and use a new vial

Reconstitute a new vial and inject into alternate side of buttock,
deep into gluteal muscle

For complete safety profile, including boxed warnings, Zyprexa
see the full Prescribing Information o (olanzapine) For Extended Release
Veareion 2.0 03-Aug-2012 {gﬁrm S Mﬂiﬂﬂ

It is important to note that the risk of a PDSS event is present with each injection of ZYPREXA
RELPREVV. Although this risk cannot be eliminated, good injection technique is necessary to
minimize the occurrence of these events.

ZYPREXA RELPREVV is intended for deep intramuscular gluteal injection only. Do not administer

intravenously or subcutaneously. It is not approved for deltoid injections.

Administrators must aspirate the syringe for several seconds prior to injection to ensure that no blood
is visible in the syringe. If blood is visible, they must not proceed with the injection. They should
discard the syringe and reconstitute a new vial for injection, then inject into the alternate side of the

buttock, deep into the gluteal muscle.

Reference ID: 4596482
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Safety Precautions at Every
ZYPREXA RELPREVV Injection

® After the injection:

" A healthcare professional must continuously observe the patient at
the registered healthcare facility with ready access to emergency
response services for at least 3 hours

The patient should be located where he/she can be seen
and/or heard

The 3-hour observation period may be used to conduct other
activities, such as psychosocial and psychoeducational
programs

For complete safety profile, including boxed warnings, \eiprev
see the full Prescribing Information s {olanzapine) For Extended Release
Varsicn 20 (3-Aug-2012 Injectable Suspension

Directly after the injection, patients must be observed by appropriately qualified personnel at the
registered healthcare facility with ready access to emergency response services for at least 3 hours.
The patient should be located in an area where he or she can be seen and/or heard at all times. The
3-hour observation period may be used to conduct other activities, such as psychosocial or
psychoeducational programs.

Reference ID: 4596482
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Safety Precautions at Every
ZYPREXA RELPREVV Injection

® Before patient leaves the healthcare facility:

" Confirm that the patient is alert, oriented, and without signs or symptoms
of a post-injection delirium/sedation syndrome event. If PDSS is
suspected, close medical supervision and monitoring should be
instituted in a facility capable of resuscitation

" Advise patients and caregivers to be vigilant for symptoms of a PDSS
event for the remainder of the day and be able to obtain medical
assistance if needed

= All patients must be accompanied to their destination upon leaving
the facility

® After leaving the healthcare facility:

" For the remainder of the day of each injection, patients should not drive
or operate heavy machinery

For complete safety profile, including boxed warnings,
see the full Prescribing Information

. . (olanzapine) For Extended Release
Vereion 20 03-Aug-2012 Injectable Suspension

After completion of the observation period and before the patient leaves the healthcare facility, the
patient must be confirmed to be alert, oriented, without any signs or symptoms of a PDSS event. If
PDSS is suspected, close medical supervision and monitoring should be instituted in a facility
capable of resuscitation.

The patient and the caregiver should be advised to be vigilant for appearance of symptoms of a

PDSS event for the remainder of the day and should be able to obtain medical assistance if needed.

All patients must be accompanied to their destination upon leaving the facility.

Patients should also be cautioned that after leaving the facility, they should not drive or operate
heavy machinery for the remainder of the day.

Reference ID: 4596482
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Clinical Management of PDSS Events

22

appropriate

® Patients experiencing PDSS should be managed as clinically

" |f post-injection delirium/sedation syndrome is suspected, close
medical supervision and monitoring should be instituted in a facility
capable of resuscitation

® Patients may be treated symptomatically

" |f parenteral benzodiazepines are required for patient management
during a PDSS event, careful evaluation of clinical status for excessive
sedation and cardiorespiratory depression is recommended

" |fthe patient is sent to a hospital for further observation and/or
management, it is recommended that the prescribing healthcare
professional notify the hospital personnel that the patient is
experiencing a probable olanzapine overdose following injection of
ZYPREXA RELPREVV

Report any suspected PDSS event within 24 hours
through the ZYPREXA RELPREVYV Patient Care Program

see the full Prescribing Information

For complete safety profile, including boxed warnings,

Version 20 03-Aug-2012

d
ft Dfanzaprhe)’ﬁr Extended Release

What should be done if a patient experiences a post-injection syndrome event?

* There is no specific antidote for olanzapine overdose. Patients experiencing PDSS should be
managed as clinically appropriate and may be treated symptomatically in a facility capable of

resuscitation.

+ If parenteral benzodiazepines are required for patient management during a PDSS event, careful

evaluation of clinical status for excessive sedation and cardiorespiratory depression is

recommended.

+ If the patient is sent to a hospital for further observation and/or management, it is recommended
that the prescribing healthcare professional notify the hospital personnel that the patient is
experiencing a probable olanzapine overdose following injection of ZYPREXA RELPREVV.

* Itis very important that you report any suspected PDSS event through the ZYPREXA

RELPREVYV Patient Care Program within 24 hours of becoming aware of the event.

Reference ID: 4596482
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In clinical trials, after a PDSS event, approximately 70% of patients elected to continue to receive

23

Clinical Management Following PDSS Events

Following a PDSS event

" |f treatment with ZYPREXA RELPREVYV is continued:

" The next injection may occur as previously scheduled, or earlier
if clinically indicated for exacerbation of symptoms

® Temporary oral supplementation may be considered

" If ZYPREXA RELPREVV is discontinued:

® The effects of ZYPREXA RELPREVV will continue for some time
after discontinuation

" Treatment with alternative medication may be started when
clinically indicated

For complete safety profile, including boxed warnings, Zyprexa
see the full Prescribing Information rmaame)'ﬁzr Exiendexd Release

Varsion 2.0 03-Aug-2012

ZYPREXA RELPREVYV and were dosed at their next regularly scheduled visit.

If the healthcare professional and patient decide to continue treatment with ZYPREXA RELPREVV
following a PDSS event, the next injection may occur as previously scheduled. Dosing and/or oral

supplementation should be managed as clinically indicated.

If ZYPREXA RELPREVV is discontinued following a PDSS event, the healthcare professional should
be aware that, as with all long-acting medications, the effects of ZYPREXA RELPREVV will continue
for some time after discontinuation of the drug. Treatment with alternative medication may be started

when clinically indicated.

Reference ID: 4596482
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ZYPREXA RELPREVYV Patient Care Program

" ZYPREXA RELPREVV is available only through a controlled
distribution system to registered prescribers for use in registered
facilities

" The goal of the ZYPREXA RELPREVV Patient Care Program is to
mitigate the risk of negative outcomes associated with ZYPREXA
RELPREVYV post-injection delirium/sedation syndrome (PDSS) by:

" Ensuring ZYPREXA RELPREVYV is prescribed only by certified prescribers,
dispensed only by certified dispensers, and dispensed for use only in certified
healthcare facilities with ready access to emergency response services, and
dispensed for use only with documentation of safe use conditions;

" Informing health care providers and patients about the risks and the need for
continuous observation of patients for at least 3 hours in certified healthcare
facilities; and

" Establishing long-term safety and safe use of ZYPREXA RELPREVV through
periodic monitoring for the risk of PDSS events and by enrolling all patients
who receive ZYPREXA RELPREVV in the ZYPREXA RELPREVV Patient Care
Program registry.

For complete safety profile, including boxed warnings, Zyprexa
see the full Prescribing Information rmaame)'ﬁw Extended Release

Varsion 2.0 03-Aug-2012

ZYPREXA RELPREVYV is available only through a controlled distribution system to registered
prescribers for use in registered facilities. Participation in the ZYPREXA RELPREVV Patient Care
Program is mandatory for patients, prescribers, healthcare facilities and pharmacy service providers.

The goal of the ZYPREXA RELPREVV Patient Care Program is to mitigate the risk of negative
outcomes associated with ZYPREXA RELPREVV post-injection delirium/sedation syndrome (PDSS)
by:
+ Ensuring ZYPREXA RELPREVV is prescribed only by certified prescribers, dispensed only
by certified dispensers, and dispensed for use only in certified healthcare facilities with ready

access to emergency response services, and dispensed for use only with documentation of
safe use conditions;

* Informing health care providers and patients about the risks and the need for continuous
observation of patients for at least 3 hours in certified healthcare facilities; and

« Establishing long-term safety and safe use of ZYPREXA RELPREVV through periodic
monitoring for the risk of PDSS events and by enrolling all patients who receive ZYPREXA
RELPREVYV in the ZYPREXA RELPREVV Patient Care Program registry.

Reference ID: 4596482
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Required Enroliments

¥ In order to use ZYPREXA RELPREVV, all of the following must be
enrolled in the ZYPREXA RELPREVV Patient Care Program:

" Prescriber

" Healthcare facility or program
" Patient

" Pharmacy service provider

® Only patients who are enrolled in the ZYPREXA RELPREVV
Patient Care Program may receive ZYPREXA RELPREVV
injections

For detailed enrollment information, refer to the ZYPREXA RELPREVV
Patient Care Program Website at www.zyprexarelprevvprogram.com

or call 877-772-9390

For complete safety profile, including boxed warnings,

see the full Prescribing Information o
Version 20 03-Aug-2012

(t Dlanzaahe)lﬁy Extended Release

Much like other programs, enroliment is required for the prescriber, patient, and pharmacy.

In addition, a unique component of the ZYPREXA RELPREVV Patient Care Program is that the healthcare
facility or program will also be required to be enrolled in the ZYPREXA RELPREVV Patient Care Program.
These requirements will be described next.

Detailed information on all required enrollments is available by accessing the ZYPREXA RELPREVV Patient
Care Program Web site or calling 877-772-9390.
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Prescriber Registration

All prescribers who intend to prescribe ZYPREXA RELPREVV must enroll
in the ZYPREXA RELPREVYV Patient Care Program prior to treating any patient
with ZYPREXA RELPREVV

® Prescriber obligations include:

* Completing the mandatory ZYPREXA RELPREVYV training

" Understanding the ZYPREXA RELPREVV Patient Care Program requirements and the risks associated
with ZYPREXA RELPREVWV

= Understanding the clinical presentation of PDSS and how to manage patients should an event occur
while using ZYPREXA RELPREVV

® Understanding that ZYPREXA RELPREVYV should only be administered to patients in healthcare settings
(e.g., hospitals, clinics) that have ready access to emergency response services and that can allow for
continuous patient monitoring for at least 3 hours post-injection

" Initiating ZYPREXA RELPREVV only in patients for whom tolerability with oral olanzapine has been
established

" Reviewing the ZYPREXA RELPREVV Medication Guide with each patient or legal guardian prior to
prescribing

® Ensuring that all patients are enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior
to prescribing ZYPREXA RELPREVV by completing the Patient Registration Form

* Ensuring all suspected cases of PDSS are reported to the ZYPREXA RELPREVV Patient Care Program
within 24 hours of becoming aware of the event

" Agreeing to be contacted by the ZYPREXA RELPREVV Patient Care Program coordinating center to
resolve discrepancies, to obtain information about a patient, or to conduct occasional surveys

For complete safety profile, including boxed warnings, ]
see the full Prescribing Information

ft uﬂizapm)’ﬁy Extended Relsase

Varsion 2.0 03-Aug-2012

All prescribers who intend to prescribe ZYPREXA RELPREVV must enroll in the ZYPREXA
RELPREVV Patient Care Program prior to treating any patient with ZYPREXA RELPREVV.

Prescriber obligations include:

Reference ID: 4596482

Completing the mandatory ZYPREXA RELPREVV training

Understanding the ZYPREXA RELPREVV Patient Care Program requirements and the risks
associated with ZYPREXA RELPREVV

Understanding the clinical presentation of PDSS and how to manage patients should an event
occur while using ZYPREXA RELPREVV

Understanding that ZYPREXA RELPREVV should only be administered to patients in
healthcare settings (e.g., hospitals, clinics) that have ready access to emergency response
services and that can allow for continuous patient monitoring for at least 3 hours post-injection

Initiating ZYPREXA RELPREVYV only in patients for whom tolerability with oral olanzapine has
been established

Reviewing the ZYPREXA RELPREVV Medication Guide with each patient or legal guardian
prior to prescribing

Ensuring that all patients are enrolled in the ZYPREXA RELPREVV Patient Care Program
registry prior to prescribing ZYPREXA RELPREVV by completing the Patient Registration
Form

Ensuring all suspected cases of PDSS are reported to the ZYPREXA RELPREVV Patient Care
Program within 24 hours of becoming aware of the event

Agreeing to be contacted by the ZYPREXA RELPREVYV Patient Care Program coordinating
center to resolve discrepancies, to obtain information about a patient, or to conduct occasional
surveys
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Patient Registration

All patients who are treated with ZYPREXA RELPREVV must be
enrolled in the ZYPREXA RELPREVV Patient Care Program prior to
receiving their first ZYPREXA RELPREVV injections

® Enrollment includes signed patient attestation of understanding of the
ZYPREXA RELPREVV Patient Care Program data collection
requirements, ZYPREXA RELPREVV’s risks and benefits, and the
special precautions which safe use of the product mandate.

® |f a patient is unable to provide attestation, his/her legal guardian will
consult with the prescriber and provide attestation for the patient

® |n situations where a patient is under a court order for involuntary
psychiatric treatment which permits administration of medications
without patient consent, patient signature can be omitted. However,
check the appropriate box and provide the expiration date for the Court
Order.

For complete safety profile, including boxed warnings, Zyprexa
see the full Prescribing Information rmaame)'ﬁzr Exiendexd Release

Varsion 2.0 03-Aug-2012

All patients who are treated ZYPREXA RELPREVV must be enrolled in the ZYPREXA RELPREVV
Patient Care Program prior to receiving their first ZYPREXA RELPREVV injection.

Reference ID: 4596482

Enrollment includes signed patient attestation of understanding of the ZYPREXA RELPREVV
Patient Care Program data collection requirements, ZYPREXA RELPREVV'’s risks and
benefits, and the special precautions mandated for safe use of the product,

If a patient is unable to provide attestation, his/her legal guardian will consult with the
prescriber and provide attestation for the patient.

In situations where a patient is under a court order for involuntary psychiatric treatment which
permits administration of medications without patient consent, patient signature can be omitted.
However, check the appropriate box and provide the expiration date for the Court Order.
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Healthcare Facility or Program Registration

The healthcare facility where a patient will receive the injection of
ZYPREXA RELPREVV must also enroll in the ZYPREXA RELPREVV
Patient Care Program prior to any patients being enrolled

® Healthcare facility obligations include:

" Ensuring that all appropriate staff are trained and have read and understand the ZYPREXA
RELPREVV Patient Care Program Instructions Brochure as well as the Training Materials

" Ensuring that all appropriate staff understand that ZYPREXA RELPREVV can only be dispensed for
use in certain health care settings (e.g., hospitals, clinics) that have ready access to emergency
response services that can allow for continuous patient monitoring for at least 3 hours post-injection

" Ensuring the facility has systems, protocols, or other measures to ensure that ZYPREXA RELPREVV
is only administered to patients enrolled in the program, and that patients are continuously monitored
for at least 3 hours post-injection for suspected PDSS

® Ensuring that appropriate staff will verify that the patient is enrolled in the ZYPREXA RELPREVV
Patient Care Program registry prior to each injection by accessing the system

® Ensuring that the Medication Guide is provided to the patient or legal guardian prior to each injection
* Ensuring that the appropriate staff monitors the patient continuously for at least 3 hours

® Ensuring that required data are submitted within 7 days after each injection to the ZYPREXA
RELPREVV Patient Care Program

® Understanding the facility may be contacted by the ZYPREXA RELPREVV Patient Care Program
Coordinating Center to clarify information provided or obtain information about the patient

For complete safety profile, including boxed warnings,

see the full Prescribing Information rmaame)'ﬁzr Exiendexd Release

Varsion 2.0 03-Aug-2012

The healthcare facility where a patient will receive the injection of ZYPREXA RELPREVV must also
enroll in the ZYPREXA RELPREVV Patient Care Program prior to any patients being enrolled.

Healthcare facility obligations include:

« Ensuring that all appropriate staff are trained and have read and understand the ZYPREXA
RELPREVV Patient Care Program Instructions Brochure as well as the Training Materials

» Ensuring that all appropriate staff understand that ZYPREXA RELPREVV can only be
dispensed for use in certain health care settings (e.g., hospitals, clinics) that have ready access
to emergency response services that can allow for continuous patient monitoring for at least 3
hours post-injection

* Ensuring the facility has systems, protocols, or other measures to ensure that ZYPREXA
RELPREVYV is only administered to patients enrolled in the program, and that patients are
continuously monitored for at least 3 hours post-injection for suspected PDSS

« Ensuring that appropriate staff will verify that the patient is enrolled in the ZYPREXA
RELPREVV Patient Care Program registry prior to each injection by accessing the system

» Ensuring that the Medication Guide is provided to the patient or legal guardian prior to each
injection
« Ensuring that the appropriate staff monitors the patient continuously for at least 3 hours

« Ensuring that required data are submitted within 7 days after each injection to the ZYPREXA
RELPREVV Patient Care Program

« Understanding the facility may be contacted by the ZYPREXA RELPREVV Patient Care
Program Coordinating Center to clarify information provided or obtain information about the
patient
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Pharmacy Service Provider Registration

All pharmacy service providers that intend to order and dispense ZYPREXA
RELPREVV must enroll in the ZYPREXA RELPREVV Patient Care Program and
agree to comply with the program including data collection, confirmation of
eligible prescribers and patients prior to dispensing, and program reporting
requirements

" Pharmacy Service Provider obligations include:

" Ensuring that all appropriate pharmacy staff are trained and have read and understand the
ZYPREXA RELPREVV Patient Care Program Instructions Brochure

® Ensuring that all appropriate pharmacy staff understand that ZYPREXA RELPREVV can
only be dispensed for use in certain health care settings (e.g., hospitals, clinics) that have
ready access to emergency response services that can allow for continuous patient
monitoring for at least 3 hours post-injection

" Ensuring that pharmacy staff will verify that the patient is enrolled in the ZYPREXA
RELPREVV Patient Care Program registry prior to dispensing each prescription/refill by
accessing the system

® Ensuring that pharmacy staff will not dispense ZYPREXA RELPREVV directly to patients

" Ensuring that pharmacy staff report the date of each ZYPREXA RELPREVV dispensing to
the ZYPREXA RELPREVV Patient Care Program

" Understanding that the pharmacy may be contacted by the ZYPREXA RELPREVV Patient
Care Program to clarify information provided or to obtain information about a patient

For complete safety profile, including boxed warnings,
see the full Prescribing Information miauapm)’ﬁy Extgnded Release

Varsion 2.0 03-Aug-2012

All pharmacy service providers that intend to order and dispense ZYPREXA RELPREVV must enroll
in the ZYPREXA RELPREVV Patient Care Program and agree to comply with the program including
data collection, confirmation of eligible prescribers and patients prior to dispensing, and program
reporting requirements.

Pharmacy Service Provider obligations include:

*Ensuring that all appropriate pharmacy staff are trained and have read and understand the
ZYPREXA RELPREVV Patient Care Program Instructions Brochure

*Ensuring that all appropriate pharmacy staff understand that ZYPREXA RELPREVV can only be
dispensed for use in certain health care settings (e.g., hospitals, clinics) that have ready access to
emergency response services that can allow for continuous patient monitoring for at least 3 hours
post-injection

*Ensuring that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVV
Patient Care Program registry prior to dispensing each prescription/refill by accessing the system

*Ensuring that pharmacy staff will not dispense ZYPREXA RELPREVYV directly to patients

*Ensuring that pharmacy staff report the date of each ZYPREXA RELPREVYV dispensing to the
ZYPREXA RELPREVV Patient Care Program

*Understanding that the pharmacy may be contacted by the ZYPREXA RELPREVV Patient Care
Program to clarify information provided or to obtain information about a patient

Reference ID: 4596482
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Training Summary

After this training, you should now be able to:

v' Differentiate between ZYPREXA RELPREVYV (olanzapine for extended
release injectable suspension) and ZYPREXA IntraMuscular (olanzapine
for injection) to avoid medication errors

v Understand the dosing options with ZYPREXA RELPREVV

v Know the common adverse events associated with ZYPREXA
RELPREVV and how to monitor patients for metabolic changes

v" Identify a post-injection delirium/sedation syndrome (PDSS) event in
your clinical practice

v Know the conditions of safe use and how to manage the risk of PDSS

v Know what to do in case a PDSS event occurs

v Understand basics of the ZYPREXA RELPREVV Patient Care Program

0D78197 1012012 @Lilly USA, LLC 2012. All rights reserved.
®ZYPREXA RELPREVV and the ZYPREXA RELPREVV logo are registered trademarks of Eli Lilly and Company.

For complete safety profile, including boxed warnings,
see the full Prescribing Information.

(olanzapine) For Extended R
jectable

Version 20 03-Aug-2012 NSIon

After this training, you should now be able to:
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Differentiate between ZYPREXA RELPREVYV (olanzapine for extended release injectable
suspension) and ZYPREXA IntraMuscular (olanzapine for injection) to avoid medication errors,

Understand the dosing options with ZYPREXA RELPREVV.

Know the common adverse events associated with ZYPREXA RELPREVV and how to monitor
for metabolic changes

Identify a post-injection delirium/sedation syndrome event in your clinical practice,

Know the conditions of safe use and how to manage the risk of post-injection delirium/sedation
syndrome

Know what to do in case a post-injection delirium/sedation syndrome event occurs.
And finally, understand the basics of the ZYPREXA RELPREVV Patient Care Program.
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Please see Prescribing Information for full details about the risks of ZYPREXA RELPREVYV, including Boxed Warnings.

e,
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Prescriber Registration
Enrolls the prescriber to treat patients with ZYPREXA RELPREW.

Pharmacy Service Providers

e Pharmacy Registration
Enrolls the pharmacy to order and dispense ZYPREXA RELPREW.

e Buy and Bill Pharmacy Service Provider Registration

For prescribers who get product through standard buy and bill procedures, this form enrolls the prescriber
as a Pharmacy Service Provider. NOTE: Prescribers intending to buy and bill must complete both the
Prescriber and Buy and Bill Pharmacy Service Provider Registration Forms.

Patient Registration
Enrolls the patient to receive treatment with ZYPREXA RELPREW.

Patient Registration Form — Patient Copy
Provides patient or caregiver a copy of attestations from the Patient Registration Form.

Healthcare Facility Registration

Enrolls the healthcare facility to administer ZYPREXA RELPREW injections and monitor patients after
each injection.



Single Patient Injection Form

e Used to collect the data for a single patient after treatment administration of ZYPREXA RELPREVV.

e This form is to be sent to the ZYPREXA RELPREVYV Patient Care Program Coordinating Center
within 7 days after the patient’s injection.

Multiple Patient Injection Form

e Used when injections are administered to multiple patients on the same day at a given facility.
This form is used to collect the data for multiple patients after treatment administration of
ZYPREXA RELPREVV.
e This form is to be sent to the ZYPREXA RELPREVYV Patient Care Program Coordinating Center
within 7 days after the patients’ injections.
Patient injection data should only be completed either via the Single Patient Injection Form or the Multiple
Patient Injection Form. Do not use both forms for an individual injection; this will result in duplicate reporting.

Post-Injection Delirium/Sedation Syndrome (POSS) Form

« This form is used to collect the required data when a suspected PDSS event occurs after administration
of ZYPREXA RELPREVYV, either during the 3-hour observation period or any time thereafter. This
form must be provided to the ZYPREXA RELPREVYV Patient Care Program Coordinating Center
within 24 hours of becoming aware of a suspected PDSS event.
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Patient Care Program Overview

ZYPREXA RELPREVYV is the long-acting intramuscular formulation of olanzapine indicated for treatment
of schizophrenia. The ZYPREXA RELPREVYV Patient Care Program is a Risk Evaluation and Mitigation
Strategy (REMS) program necessary to mitigate the risk of negative outcomes associated with ZYPREXA
RELPREWVYV post-injection delirium/sedation syndrome (PDSS). In order to prescribe, dispense, receive,
or administer ZYPREXA RELPREVV, healthcare professionals need to:

e Enroll inthe ZYPREXA RELPREVYV Patient Care Program
» Ensure the collection of information for each injection of ZYPREXA RELPREVV

Post-Injection Delirium/Sedation Syndrome:

ZYPREXA RELPREVV has been associated with a post-injection delirium/sedation syndrome
characterized primarily by signs and symptoms consistent with olanzapine overdose. This syndrome does not
apply to any other formulation of olanzapine, including ZYPREXA IntraMuscular (olanzapine for injection).
The prescribing information for ZYPREXA RELPREVYV includes the following BOXED WARNING.

BOXED WARNING
See full prescribing information and the healthcare professional training for complete information on PDSS.

Post-Injection Delirium/Sedation Syndrome — Adverse events with signs and symptoms consistent with
olanzapine overdose, in particular, sedation (including coma) and/or delirium, have been reported following
injections of ZYPREXA RELPREVV. ZYPREXA RELPREVV must be administered in a registered
healthcare facility with ready access to emergency response services. After each injection, patients must

be observed atthe healthcare facility by a healthcare professional for at least 3 hours. Because of thisrisk,
ZYPREXA RELPREVV is available only through a restricted distribution program called ZYPREXA
RELPREVYV Patient Care Program and requires prescriber, healthcare facility, patient, and pharmacy
enrollment.

Increased Mortality in Elderly Patients with Dementia-Related Psychosis — Elderly patients with dementia
related psychosis treated with antipsychotic drugs are at an increased risk of death. Analyses of seventeen
placebo-controlled trials (modal duration of 10 weeks), largely in patients taking atypical antipsychotic drugs,
revealed a risk of death in the drug-treated patients of between 1.6 to 1.7 times the risk of death in placebo
treated patients. Over the course of a typical 10-week controlled trial, the rate of death in drug-treated patients
was about 4.5%, compared to a rate of about 2.6% in the placebo group. Although the causes of death were
varied, most of the deaths appeared to be either cardiovascular (e.g., heart failure, sudden death) or infectious
(e.g., pneumonia) in nature. Observational studies suggest that, similar to atypical antipsychotic drugs,
treatment with conventional antipsychotic drugs may increase mortality. The extent to which the findings

of increased mortality in observational studies may be attributed to the antipsychotic drug as opposed to some
characteristic(s) of the patients is not clear. ZYPREXA RELPREVYV is not approved for the treatment of
patients with dementia-related psychosis.

121
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ZYPREXA RELPREVV Patient Care Program Enrollment

Prescriber Healthcare Facility Patient Pharmacy Service
= Reviews educational = Ensures staff are To enroll patient, prescriber: Provider
materials trained and facility can = Reviews risks of » Reviews ZYPREXA
= Submits enroliment comply with conditions ZYPREXA RELPREVV with patient RELPREVYV Patient Care
form to ZYPREXA of safe use = Obtain signature of patient or legal Program materials
RELPREVV PatientCare = Submitsenrolimentform guardian OR check box if court order » Ensures pharmacy staff
Program Coordinating to ZYPREXA RELPREVV of involuntary commitment are trained
Center Patient Care Program = Submits enroliment form to = Submits enrollment form
Coordinating Center ZYPREXA RELPREVV Patient Care to ZYPREXA RELPREVV
* Receives& storespatient Program Coordinating Center Patient Care Program
authorization notification = Receives & stores patient Coordinating Center

authorization notification

ZYPREXA RELPREVV Patient Care Program Process Flow

Ordering
Enrolled Pharmacy Service 1 Pharmacy Service
Provider places ZYPREXA Provider receives
RELPREVV order with regular ZYPREXA RELPREVV
wholesaler q
[ Order is forwarded to ] :;foer:;%gltlelij Is

Lilly/Specialty Distributor B i~ . .

ly/Specialty Lilly/Specialty Dispensing

j, Distributor

; ; — 5 ships # units ordered
Lilly/Specialty Distributor verifies of ZYPREXA Prescriber submits prescription and patient
Pharmacy Service Provider RELPREVV identification number (PIN) to Pharmacy

eligibility via the on-line system

________________ 1

ZYPREXA RELPREVV
Patient Care Program Database » Patient eligibility is confirmed® ]
and Coordinating Center ‘

1 [ Pharmacy Service Provider dispenses

Service Provider® l

Pharmacy Service Provider confirms patient
eligibility via the on-line system or via the
Interactive Voice Response System (IVRS)

A

<

ZYPREXA RELPREVV toregistered healthcare
facility as indicated by the on-line system or
IVRS and enters dispense date via the on-line
system or via IVRS.

Treatment

Healthcare Professional/Prescriber

= administers ZYPREXARELPREVV

= observes patient for 3 hours Key

= reports data®for every injection and
suspected PDSAY event to the ZYPREXA
RELPREVYV Patient Care Program

[ Prescriber Activities

J [ Healthcare Facility Activities ]

2For the first prescription include the patient authorization notification

b|f patient is not eligible, contact the ZYPREXA RELPREVV Patient (
Care Program Coordinating Center

¢Data entry is required for patient to be eligible for refill

9¢PDSS = post-injection delirium/sedation syndrome

Pharmacy Service Provider Activities }

131
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ZYPREXA RELPREVV Patient Care Program

Coordinating Center Contact Information

For questions regarding the Patient Care Program or to enroll, please contact the Patient Care Program
Coordinating Center:

Via Telephone: 1-877-772-9390
Monday — Friday: 8:00am — 8:00pm ET

Via Mail: ZYPREXA RELPREVYV Patient Care Program
P.O. Box 4649
Star City, WV 26504-4649

Via Fax: 1-877-772-9391

Via Internet: WWwWWw.zyprexarelprevvprogram.com

141
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Prescriber Information

Prescribers must enroll in the ZYPREXA RELPREVV
Patient Care Program in order to prescribe ZYPREXA
RELPREVV.

Three Steps to Prescriber Enroliment:

1. Review:
Attend a training or review the following
educational materials:

* ZYPREXA RELPREVV Patient
Care Program Instructions Brochure
(this document)

+ Healthcare Professional Training Slide
Presentation with text notes or Recorded
Presentation with participant guide,
available at www.zyprexarelprevvprogram.com

2. Complete/Sign:
Complete the Prescriber Registration Form
on-line, or print and sign.

3. Submit:
Submit on-line or via fax or mail to the Patient
Care Program Coordinating Center.

Prescribers must repeat the enrollment process
every 3 years. You will be notified by fax or email
60 days prior to your reenrollment date.

Reference ID: 4596482

Enrolling in the ZYPREXA RELPREVV Patient Care
Program will allow prescribers to securely and easily
view data for all of the patients they have enrolled in
the program, along with the patients’ next expected
injection dates and injection histories.

Upon registration, the prescriber will be sent a
username and password, which allows secured access
to the on-line Patient Care Program system. The
prescriber is responsible for entering required Patient
Care Program data for any PDSS event that occurs.

Prescribers who obtain ZYPREXA RELPREVV
through a pharmacy: Provide a prescription to a
registered pharmacy.

Prescribers who order and dispense ZYPREXA
RELPREVYV through buy and bill procedures: Enroll
as a Buy and Bill Pharmacy Service Provider as
described on pages 9 and 10 of this brochure.

The facility/practice where injections are administered
or patients are monitored must be enrolled in the
ZYPREXA RELPREVYV Patient Care Program

as a healthcare facility as described on page 7. The
Prescriber will receive an email or fax notification

once the healthcare facility(s) become enrolled. The
healthcare facility(s) are required to enter data following
each patient injection.



Prescriber Information

To report SUSPECTED ADVERSE REACTIONS other than PDSS, contact Eli Lilly and Company
at 1-800-LILLYRX (1-800-545-5979) or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

The prescriber is responsible for enrolling the patientin
the ZYPREXA RELPREVV Patient Care Program prior
to writing a prescription for thatpatient.

Three Steps to Patient Enroliment:

1. Confirm:

* Both the prescriber and the healthcare
facility wherethe patient willreceive the
injection are enrolled inthe ZYPREXA
RELPREVYV Patient Care Program.

+ Patient has been provided with a Medication
Guide and informed about the risks
associated with the administration of
ZYPREXA RELPREVV.

« Patient has been informed about the Patient
Care Program guidelines.

2. Complete/Sign:
Complete a Patient Registration Form and have
the patient or legal guardian sign the form. or
check the box relating to the presence of a court
order. If the court order box is checked, provide
the expiration date of the court order. Provide
the Patient Registration Form-Patient Copy
version to the patient or legal guardian.

3. Submit:
Submit on-line or via fax or mail to the Patient
Care Program Coordinating Center.

After enrollment is complete, a unique Patient
Identification Number (PIN) and a healthcare facility
unique identifier will be provided to the prescriber via

a patient authorization notification fax or email.

The prescriber should provide the patient’s PIN and
healthcare facility unique identifier with the first
prescription to assist the pharmacy service provider in
completing its ZYPREXA RELPREVYV Patient Care
Program responsibilities.
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For any changes in patient care setting, changes in
prescriber, or to discontinue or reactivate a patient, call
the Coordinating Center (1-877-772-9390).

Patient Care Program Data Entry

All suspected cases of PDSS should be reported to the
ZYPREXA RELPREVV Patient Care Program within
24 hours of awareness of the event. The ZYPREXA
RELPREVYV Patient Care Program may need to
contact you to obtain additional information to further
characterize the PDSS event.

For each suspected PDSS event, the prescriber can
record and submit data to the Patient Care Program in
one of the following ways:

Via Telephone: 1-877-772-9390
Via Fax: 1-877-772-9391

Via Internet: www.zyprexarelprevvprogram.com

Steps for On-line Data Entry

1. With the assigned username and password,
log in to the ZYPREXA RELPREVV Patient
Care Program system through the website.

2. Upon logging into the Patient Care Program
system, the prescriber will see only their
associated patients and the option to enroll
new patients.

3. Select:
* The appropriate patient for whom he/she
is entering data.

* Or the option to enroll a new patient.

4. The system will prompt the prescriber to enter
enrollment data for a new patient, or PDSS data
for an already enrolled patient.
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Healthcare Facility Information

A healthcare facility must be enrolled in the ZYPREXA
RELPREVYV Patient Care Program to: ensure each
patient is enrolled in the Patient Care Program prior to
administering an injection, to administer ZYPREXA
RELPREVV and/or to monitor patients who have been
administered ZYPREXA RELPREVYV and to enter data
for each injection administered to a patient.

Authorized Healthcare Facility Representative

The authorized healthcare facility representative

must ensure that all appropriate staff responsible

for administering ZYPREXA RELPREVV and for
monitoring patients are educated on ZYPREXA
RELPREVYV injection techniques, signs and symptoms
of PDSS, and patient monitoring requirements following

injection. Additionally, the authorized healthcare
facility representative is responsible to ensure systems
are in place to report all PDSS events to the prescriber
and to identify all appropriate staff as delegates

who will be responsible for entering data following
each injection.

Patient Care Program Data Entry

The authorized healthcare facility representative may
assign the Patient Care Program responsibilities to a
delegate(s). Upon registration, the delegate(s) will be
sent a username and password, which allows secured
access to the on-line Patient Care Program system.
After registration, additional delegates may be assigned
by calling the Coordinating Center (1-877-772-9390).

Three Steps to Healthcare Facility Enroliment:

1. Review:
Staff involved with ZYPREXA RELPREVV
patients review the educational materials listed
below. Materials are available on-line, through
an on-line order form, or by calling the
ZYPREXA RELPREVYV Patient Care Program
Coordinating Center.

* Required for nurse or other individuals
giving injections:

* ZYPREXA RELPREVV Patient Care
Program Instructions Brochure
(this document)

* Healthcare Professional Training Slide
Presentation with text notes or Recorded
Presentation with participant guide,

» Reconstitution & Administration
Training Video and Poster

available at www.zyprexarelprevvprogram.com

* Required for staff working with patients
post-injection:

* Healthcare Professional Training Slide
Presentation with text notes or
Recorded Presentation

* ZYPREXA RELPREVV Patient Care
Program Instructions Brochure
(this document)

2. Complete/Sign:
Healthcare facility representative completes
the Healthcare Registration Form on-line or
print and sign.

3. Submit:
Submit on-line or via fax or mail to the
ZYPREXA RELPREVYV Patient Care
Program Coordinating Center.

Healthcare facilities must repeat the enrollment
process every 3 years. You will be notified by fax or
email 60 days prior to your reenrollment date.
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Healthcare Facility Information

After a patient associated with your facility is enrolled by a Product Replacement
prescriber, a unique Patient Identification Number (PIN)
will be assigned to the patient and provided to the facility
via a patient authorization notification fax or email, which
should be filed in the patient’s chart.

If, during the course of reconstitution or administration
of ZYPREXA RELPREVV, the medication becomes
unusable (e.g., aspiration of blood or a broken vial), call
the Coordinating Center.

Prior to each injection, verify that the patient is enrolled

in the Zyprexa Relprevv Patient Care Program registry by

accessing the system.

Following the injection, patients are to be monitored
continuously for at least 3 hours. Report required Patient
Care Program injection data (see Injection Form) within
7 days of injection administration.

Injection data may be submitted individually for each
patient by using the Single Patient Injection Form or for
multiple patients by using the Multiple Patient Injection
Form.

For each injection, record and submit injection data to the
Patient Care Program in one of the following ways:

Via Telephone: 1-877-772-9390
Via Fax: 1-877-772-9391

Via Internet: Www.zyprexarelprevvprogram.com

Steps for On-line Data Entry

1. With the assigned username and password,
log in to the ZYPREXA RELPREVYV Patient
Care Program system through the website.

2. Upon logging into the Patient Care Program
system, the delegate will see only their
associated patients.

3. Select the appropriate patient and dispense
date to enter injection data.

4. The system will prompt the delegate to enter
injection data for an enrolled patient.
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Pharmacy Service Provider Information

A pharmacy service provider must be enrolled in the
ZYPREXA RELPREVV Patient Care Program to

order and dispense ZYPREXA RELPREVV. Pharmacy
service providers include any retail pharmacy, hospital
pharmacy. physician or healthcare facility that can order
and dispense ZYPREXA RELPREVV.

Three Steps to Pharmacy Service

Provider Enroliment:

1. Review:
Pharmacy staff should review the training and
education material within this document
before dispensing the medication.

2. Complete:
Representative for the pharmacy service provider
completes a registration form, depending upon
the type of pharmacy operation.

* Pharmacy Registration Form: Enrolls a
pharmacy to allow ordering and dispensing
of ZYPREXA RELPREVV. To be
completed by the pharmacist in charge.

* Buy and Bill Pharmacy Service Provider
Registration Form: Enrolls a prescriber
organization that wishes to order and
dispense ZYPREXA RELPREVV to
patients through buy and bill procedures.

3. Submit:
Submit on-line or via fax or mail to the
ZYPREXA RELPREVV Patient Care
Program Coordinating Center.

Pharmacy Service Providers must repeat the

enrollment process every 3 years. You will be

notified by fax or email 60 days prior to your
reenrollment date.

Once the ZYPREXA RELPREVYV Patient Care Program
Coordinating Centerreceives the completed registration
form, the pharmacy service provider will be sent a
username and password, which allows secured access

to the on-line Patient Care Program system and
interactive voice response system (IVRS).
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Ordering ZYPREXA RELPREVV

ZYPREXA RELPREVV will be shipped through

a controlled distribution system. Following the
pharmacy service provider registration, the Patient
Care Program Coordinating Center will notify
distributors that the pharmacy is enrolled. The
pharmacy will then be able to submit orders for
ZYPREXA RELPREVV to their regular wholesaler.

Patient Care Program requirements must be followed
for the pharmacy to maintain an active registration
status and to have continued access to ZYPREXA
RELPREVV.

Dispensing ZYPREXA RELPREVV

It is the responsibility of the pharmacy service
provider to verify the ongoing eligibility of the
patient prior to dispensing each prescription and
entering the date of each dispensing. The pharmacist
will ensure prescription verification (includingpatient
eligibility check and recording the dispense date) is
completed on the date of dispense, prior to the vial
kit leaving the pharmacy. This is accomplished by
contacting the Patient Care Program in one of the
following ways:

Via Telephone/IVRS: 1-877-772-9390
Via Internet: www.zyprexarelprevvprogram.com

Prior to dispensing ZYPREXA RELPREVYV, the
pharmacy service provider must confirm that the
prescriber, healthcare facility, and patient are

enrolled in the ZYPREXA RELPREVV Patient Care
Program and that the patient is eligible to receive
ZYPREXA RELPREVYV via the process outlined
below. The pharmacy service provider must only
dispense ZYPREXA RELPREVYV to registered
healthcare facilities or a healthcare professional, not
directly to a patient.

A patient identification number (PIN) and healthcare
facility unique identifier should be provided by the
prescriber with the first prescription. Through the
on-line Patient Care Program system, the PIN
will quickly identify the patient and prescriber as
enrolled in the Patient Care Program. The healthcare
facility unique identifier will allow confirmation of
healthcare facility registration. The system will indicate
the patient’s eligibility to receive a dispensing of
ZYPREXA RELPREVV.
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Patient eligibility is determined by enrollment in the
Patient Care Program and entry of required injection
data into the Patient Care Program system by the
healthcare facility.

Steps to Dispense:

1. Order the product from a distributor.

2. Receive ZYPREXA RELPREVV from distributor
and maintain a supply of product at the pharmacy.

3. Receive a valid prescription, patient identification
number (PIN), and healthcare facility unique
identifier.

4. Maintain the PIN and healthcare facility
unique identifier in the patient record within
the pharmacy system to access when refilling a
prescription.

5. With the assigned username and password, access

the ZYPREXA RELPREVV Patient Care Program

system in one of three ways: access the website or

call the Coordinating Center (1-877-772-9390) and
chose either the Interactive Voice Response System
(IVRS) option or speak to a Patient Care Program

representative.

Web based — www.zyprexarelprevvprogram.com

e Enter the PIN (If the PIN is not provided,
call the Coordinating Center and provide
patient’s first and last name, patient’s date of
birth and prescriber’s name).

» System displays prescriber and patient name
e Confirm both names match prescription

» System displays healthcare facility number
and name

e Confirm healthcare facility name/unique
identifier matches patient authorization
notification

e The system will indicate the patient’s
eligibility to receive ZYPREXA
RELPREVV.
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* If eligible, the pharmacist will enter the date
of dispensing (prior to the vial kit leaving the
pharmacy) into the Patient Care Program
system and dispense only to the healthcare
facility (representative) associated with that
patient. Do NOT dispense directly to a
patient.

 Ifineligible,do NOT dispense product.
Contact the Patient Care Program
Coordinating Center forresolution.

Interactive Voice Response System —
call 1-877-772-9390

Enter the PIN (If the PIN is not provided,
call the Coordinating Center and provide
patient’s first and last name, patient’s date
of birth and prescriber’s name).

IVRS provides first 5 letters of prescriber
and patient last name

Confirm both names match prescription

IVRS provides healthcare facilityunique
identifier

Confirm unique identifier/healthcare
facility name matches patient authorization
notification

The system will indicate the patient’s eligibility
to receive ZYPREXA RELPREVV.

 Ifeligible, the pharmacist will enter the date
of dispensing (prior to the vial kit leaving the
pharmacy) into the Patient Care Program
system and dispense only to the healthcare
facility (representative) associated with that
patient. Do NOT dispense directly to a
patient.

 Ifineligible, do NOT dispense product.
Contact the Patient Care Program
Coordinating Center forresolution.



ZYPIEXa

(olanzapine) For Extended Release
Injectable Suspension

Call the Coordinating Center Help Desk
1-877-772-9390

* Provide the PIN (If the PIN is not
available, provide patient’s firstand last
name, patient’s date of birth and
prescriber’s name).

 Patient Care Program representative will
ask pharmacy provider questions and
provides verification of patient eligibility
to receive ZYPREXA RELPREVV.

 If eligible, Patient Care Program
representative will enter the date of
dispensing prior to the vial kit leaving
the pharmacy.

» Pharmacy Service Provider agrees to
dispense only to the healthcare facility
(representative) associated with that
patient and not directly to a patient.

 Ifineligible, Do NOT dispense
product. The Coordinating Center
will work to resolve.

Product Replacement

If, during the course of administering a ZYPREXA
RELPREVYV injection to a patient, an accident occurs
that causes the ZYPREXA RELPREVV vial to be
broken or to become unusable (e.g., aspiration of
blood), call the Coordinating Center.

Reconciliation

Shipping records will be monitored against dispensing
data by the Patient Care Program. If dispensing data
are not provided, the pharmacy service provider will
be contacted to obtain the information. Unreconciled
discrepancies may lead to removal of the pharmacy
from the approved list of pharmacies for ZYPREXA
RELPREVV.
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Healthcare Facility
A healthcare facility administering and/or monitoring injections of ZYPREXA RELPREVV.

Interactive Voice Response System (IVRS)
System that allows a pharmacy service provider to confirm patient and prescriber eligibility and provide dispensing data
via telephone rather than the on-line system.

Patient Authorization Notification
Provided to the prescriber and healthcare facility upon registration and includes the PIN and healthcare facility unique
identifier. To be provided to the pharmacy service provider with the first prescription for each patient.

Patient Identification Numbers (PIN)
Unique numbers assigned to patients, which are used by the pharmacy service provider to confirm enrollment in the
ZYPREXA RELPREVV Patient Care Program.

Pharmacy Service Provider

Any retail pharmacy, hospital pharmacy, physician, or properly licensed healthcare facility that can order for and
deliver ZYPREXA RELPREVYV to a healthcare professional in accordance with their agreement to implement all
relevant requirements of the ZYPREXA RELPREVYV Patient Care Program.

e Pharmacy - Retail and hospital pharmacies

» Buy & Bill Pharmacy Service Provider — a licensed healthcare provider that purchases pharmaceuticalsthrough
a licensed distributor for its own use in the treatment of a patient and then includes the cost of the pharmaceutical
in its billing of patients and third-party payers.

Post-Injection Delirium/Sedation Syndrome (PDSS)

During premarketing clinical studies, adverse events that presented with signs and symptoms consistent with olanzapine
overdose, in particular, sedation (including coma) and/or delirium, were reported in patients following an injection of
ZYPREXA RELPREVV. Sedation ranged from mild in severity to coma and delirium included confusion, disorientation,
agitation, anxiety, and other cognitive impairment. Other symptoms noted include extrapyramidal symptoms, dysarthria,
ataxia, aggression, dizziness, weakness, hypertension, and convulsion. The potential for onset of the event is greatest within
the first hour. The majority of cases have occurred within the first 3 hours after injection; however, the event has occurred
after 3 hours.

Prescriber
A healthcare professional writing prescriptions for ZYPREXA RELPREVV. Prescribers are responsible for ensuring that

all patients receiving ZYPREXA RELPREVYV are enrolled in the program.
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BUY & BILL* PHARMACY SERVICE PROVIDER REGISTRATION FORM

' To be enrolled in the ZYPREXA RELPREYY Patient Care Program, complete and
;YMRE PrEVV"  fax this form to 1-877-772-9391.
Mﬁr&w Training must be completed before a pharmacy service provider may be enrolled in
the Z¥PREXA RELPREVYY Patient Care Program.

PHARMACY SERVICE PROVIDER INFORMATION
O Enrcliment 0 Reenncliment
Facility Mame:

Flease specify descripfion of Pharmacy: [ Community/Retail O Specialty Pharmacy O Hospital or Instifution O Cther

City: State: Zip:
Primnary Phone: Secondary Phone:

Fax:

SHIP TO INFORMATION

Ship To Contact Mame

Address Line 1

Address Line 2

City- State: Jip:
Primary Phone: Secondary Phone:

ADMINISTRATOR INFORMATION

First Mame: MI: Last Mamse:
Preferred Method of Communication: CJEmail [ Fax
Email:
Phaone: Fax:
(If amerent from abave) (I @ifzrent from abowe)

PHARMACY SERVICE PROVIDER AGREEMENT
By =igning below. | acknowledge that:
= | have read and understand the ZYFREXA RELFREWVY Patient Care Program Instructions Brochure.
= | will ensure that all appropriate pharmacy staff are frained and have read and understand the ZYPREXA RELPREVW Patient Care
Program Instrucfions Brochure.
- I will EﬂSI.II'E‘lhﬂt all appropriate pharmacy staff understand that ZYFREXA RELFREWVV can only be dispensed for use in cerain health
5 (2. I‘n:usgrlnls. clinics) that hawe ready access fo emergency response services and that can allow for continuous patient
mmrll:n'lg aﬁeu hours push}rqem
= | will ensure that pharmacy siaff will verify that the pafient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior o
dispensing each prescriptonrefill by accessing H"-EP::EIEHL a pra
= | will ensure that pharmacy staff will not dispense ZYPREXA RELPREVY directly to patients.
= | will ensure pharmacy staff report the date of each ZYPREXA RELPREVY dispensing to the ZYPREXA RELPREVY Patient Care Program.
= For each dispense | will ensure prescription verification (includes patient eligibility check and recording the dispense date) is completed
on the date of dispense, prior to the vial kit leaving the pharmacy.
= | undersiand that the ZYPREXA RELFPREWW Patient Care Program Coordinating Center may contact the pharmacy to clanfy information
provided or to obtain information abouwt the patient.
I camcel this registration by notifying the ZYPREXA RELPREWVV Pafient Care Program Coordinating Center by fax at 1-877-772-8381 or
pl'":ﬁe at 1-877-772-8380. I |thI'HZEL Lilly will cease to supply ZYPREXA RELF'REU'ﬁo the facility. o oy

Diate: | | | - -
Administrator Signature ot day yEar
* Buy & Bill Fharmacy Senvice Prowvider - a licenzed healthcare provider that purchases phammaceubcals through a licensed disfrbutor for ifs
owm uee in the freatment of 3 pafient and fhen includes the cosf of the pharmaceutical in itz bilfng of pafientz and fhird-parfy payera.
PHOME 1-877-772-3380 FAX 1-877-7T72-9391 wwnw_zy prexarelprevvprogram . com
‘ersion 3.0 Z5Aug2014 COMFIDEMNTIAL Paga1aof 1

E
éé
;
1
E
|
;
§
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HEALTHCARE FACILITY REGISTRATION FORM

To be enrolled in the ZYPREXA RELPREWY Patient Care Program, complete and fax
;W’REIPI'EU V" this form to 1-877-772-9391.

{ntanzaping) For Extended Reloase Training must be completed before a healthcare facility may be enrolled in the
Infeciabie ZYPREXA RELPREVV Patient Care Program.

HEALTHCARE FACILITY INFORMATION

[ Enroliment U Reenrcliment

Healthcare Facility Mame:

Flease specify location of Healtheare Facdilifies: [ Prescriber Office O Clinic'Outpatient Facility O Hospital O other
Address:

ity State: Zip:
Phaone: Fax:

First Mame: M- Last Mame:
Position/Title:

Phione: Fax:

Email:

Preferred Method of Communication: [ Email O Fax

‘fou may identify Delegate(s) to enter the necessary patient data into the Patient Care Program system.
Delegate First Mame: M Last Mame:
Facality Mame:

Phione: Fax:
(¥ diffzrend from abowe) (¥ differand from abowe)
Email:

Delegate First Mame: MI: Last Mame:
Facility Mame:

FPhone: Fax:
(i dierent from above) (i dierent from above)

Ermnail:

Delegate First Mame: MI: Last Mame:
Facility Mame:

Phone: Fax:
(i Giferent from abowe) (i Gifierent from above)

Email:

Delegate First Mame: ML Last Mame:
Facility Mame:

Phione: Fax:
(i diferend from abowe) (i diferend from abowe)

Ermnail:

Delegate First Mame: ML Last Mame:
Faclity Mame:

Phione: Fax:
(If tierend from above) (I tierand from above)

Ernail:
If additional Delegates are required contact the Patient Care Program Coordinating Center.

PHOME 1-877-TT2-93590 FAX 1-87T-TT2-2391 www Zyprexarelprevvprogram.com
Verslon 2.0 034ug2012 CONFIDENTIAL Page 1 of 2

PP-OC-US-0070 022020 8Lty LSS, LLC Z020. A righls resenved.
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HEALTHCARE FACILITY REGISTRATION FORM

HEALTHCARE FACILITY AGREEMENT

A5 the authorized representative for this facility, | aftest that:

| hawve read and understand the ZYPREXA RELPREVY Patient Care Program Instructions Brochure;

| will ensure that all appropriate staff are trained and have read and understand the ZYPREXA RELPREVV Pabtent Care Program
Imstructions Brochure as well as the follewing Training Materials:

- ZIYPREXA RELPREVY Healthcare Professional Training

- ZYPREXARELPREVY Reconstiubion and Administration Training

| will ensure that all appropriate staff understand that ZYPREXA RELPREVY can only be dispensed for use in certain health care
settings (e.g., hospitals, clinics) that hawve ready access o emergency response services and that can allow for continuous patient
mondtoring for at least 3 hours posi-injection;

| will ensure the health care sefting has systems, profocols, or other measures to ensure that ZYPREXA RELPREVVY is only administered
to patients ennclled in the program and that patients are continuously monitored for at least 3 howrs posi-injeciion for suspected PDSS;

| will ensure that appropriate staff will verify that the pafient is enrolled in the ZYPREXA RELFREVY Patient Care Program regisiry prior
to each injecfion, by accessing the system;

| will ensure that the Medication Guide is provided to the patient or the patient's legal guardian pricr to each injection;
= | will ensure that the appropriate staff monitors the patient continuously for at least 3 hours;
| will ensure that required data are submitted within 7 days after each injection fo the ZYPREXA RELFREVY Patient Care Program.

= | understand that the ZYPREXA RELPREWY Patient Care Program Coordinating Center may contact the health care setting to clanfy
informiafion provided or to obtain information about the patient.

| confirm that the information above is comect.
| understand that this information will be used to document healthcare facilities that are eligible to administer ZYPREXA RELPREV.
| also understand that this information may be shared with government agencies.

I understand that Lilly will regularly evaluate ZYPREXA RELPREVY Patient Care Program compliance fo ensure that program objectives are
met. Lilly reserves the night to terminate a healthcare facility's enrollment at any time based upon non-compliance or to take ofher appropriate
measures to assure that the ZYPREXA RELPREVY Pafient Care Program objecfives are met.

I may cancel this healthcare facility registration in the future by niotifiying Lilly in writing and submitting the notfication by fax to 1-877-772-8381
or by calling 1-877-772-8380. If | revoke this facility's registrafion, the faciity will no longer be eligible fo administer ZYPREXA RELPREWVW to

patients.

oate: || |- -
Authorized Healthcare Facility Representafive Signature morth day year
Authorized Healthcare Facility Representative Mame (print) Title

Please fax completed form to the ZYPREXA RELPREVY Patient Care Program at 1-877-772-8381.

PHOME 1-877-772-9350 FAX 1-877-TT2-9331 www Zyprexarelprevvprogram. com
Werslon 2.0 03Aug2012 CONFIDENTIAL Page2ol2

PP-CO-LIS-0070 022020 LNy USA, LLC 2020, Al righls resened,
ZYPREXA® RELFREVV™ and the ZYPREXA RELFREVY lopo are regiskered rademarks of EN Lily and Company %
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MULTIPLE PATIENT INJECTION FORM

IMPORTAMT: Before administering the injection, confirm there will be someone to accompany the
* patient after the 3-hour observafion penod. If this cannot be confirmed, do not give the injection.

Submit this information within 7 days after the patient's injection. If you are aware that the
patient's prescriber has changed, please nofify the ZYPREXA RELPREVY Pafient Care Program

Coordinating Center.

Injection Facility Mame:

mcmith

Date of Imjection

Patient |

Patient Info.

Patient Info.

nofified of the PDS5 event?

e LT L O e e L e e
Patient Mame:
First Mame Ml First Mamsa Ml First Mame Ml
Last Mame Last Mame Lzt Mame
Date of Birth: - - -
mianih day WEET marih day year monih day WEET
Fﬁiﬂ: last visit? [ ves ™ [ ves [ Mo [ ves ™
If Wes, has the prescriber been If Wes, has the prescriber been If Wes, has the prescriber been

noiified of the PDSS event?

nofified of the PDSS event?

nofified of the PDS5 event?

O es O Mo [ ves L o O es O o
Py O[O0 | [
{24-hour clock) . ’ )
m"fu::i?’ﬁ“" O1somg O 210mg O 1somg [ 210mg O 1somg [ 210mg
Jaoomg [ 405mg U aoomg [ 405mg [Jaoomg [ 405mg
D Crther dose mg I:l Crther dose mig D Crther dose mg
Observed at least 3 hours
post-injection? (check one) |:| fes |:| Mo I:l b1 I:l Mo |:| fes |:| Mo
PD35 :.-;'ﬁ";l; ﬂd"i":i[ O es O Mo L] ves L o O es L o
rvaion? | ane) If Wes, has the prescriber been If Wes, has the prescriber been If Wes, has the prescriber been

noiified of the PDSS event?

nofified of the PDSS event?

the patient accompanied froam
the facility? {check one)

[] Mot applicable, patient did
niot keave facility (in-patient)

D"&E DND D"rbE DND D"rhE DN-D-
Following the injeciion, was the 1 ve HET ] ve wm 1 ve 1 Mo
patient alert, oriented, and absent s ° s ° s
of any signs and sympioms of
POSS prior to being released from
the healthcare facility? (check ane)
Following the injection, was [ ves 0 o [ ves L] e [ ves 0 o

[ Not applicable, patient did
niot bleawe facility (in-patient)

[] ot applicable, patient did
nizt beave facility {in-patient)

Signature

Healthcarz Faclity Staff Member 2ignature

Healthcare Faclity Staff Member Signature

Healthcarz Facllty Btaff Member Signature

muarn day yEar

murih day yEar

manth day yaar

Healhcane FaciBy Stalf Mamber Kame jpis)

Healhcane FaclEy S@EF Membsr Mame sl

Healhoans FaclSy Sl Mamber Kame i)

Was the patient or legal guardian
given a Medicafion Guide prior fo
this injection?

O es O e

O es O me

O es O e

PHOME 1-877-772-3350

FAX 1-877-T72-9391

Verslon 2.0 03Aug201z
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PATIENT REGISTRATION FORM COPY

;mRe,prev Vv Provide this copy of the ZYPREXA RELPREVV Patient Care Program Patient Registration

{ofanzaping) For Extended Release Form fo the patient or guardian upon enrollment.
Injectable Suspension
PATIENT INFORMATION
First Mame: Ml Last Mame:
Diate:

PATIENT AGREEMENT

The maker of ZYPREXA RELPREVVY, Eli Lilly and Company and their delegates run the ZYPREXA RELPREVVY Patient Care Program.

Your doctor will send your name, date of birth, and other information that direcfly identifies you to the ZYPREXA RELPREWVW Patient Care
Program. Ask your doctor if you have guesfions about the information that will be collected.

The Z¥PREXA RELPREVY Patient Care Program will collect and use your information in the following ways:

= Your docior will provide dose, date and fime of each injection, and aother medical information fo the ZYPREXA RELPREVY Patient
Care Program.

= fowr information will be stored in fhe ZYPREXA RELPREWY Patient Care Program computer systerm.
= The information will be used to help Lilly learn more about the safety of ZYPREXA RELFREWW.

= Information from all patients in the ZYPREXA RELPREWY Patient Care Program will be reviewed and may be combined with
information from clinical studies.

= This combimed information will not be able fo idenfify you or any other patient. This combined information may be shared with:
= regulatory agencies,
= doctors at other institutions,
= fhe committee overseeing the ZYPREXA RELPREVY Pafient Care Program, andior
=  publications or as part of scientific discussions.
Also, by signing this form you agree fo the following:
= lundersiand that | must enroll in the ZYFREXA RELPREV Patient Care Program registry fo get ZYFPREXA RELFREW.
= | agree fo have my information entered in the ZYPREXA RELPREVY Patient Care Program registry.
= My doctor has explained the risks and benefits of treatment with ZYPREXA RELPREW.
= | have received a copy of the Medication Gusde.
= lunderstand that | will be observed at the clinic for 3 hours affer each injection.
= Someane must go with me to my destination when | leave the clinic.
= | understand that | can not drive or use heavy machinery for the rest of the day on which | get an injection.

= | agree fo seek medical care right away if | have a reaction such as excessive sleepiness, dizziness, confusion, difficulty talking, difficutty
walking, muscle sfiffness or shaking, weakness, irritakility, aggression, anxiety, increase in blood pressure or convulsions.

= | agree fo contact my doctor if | have a reaction to ZYPREXA RELPREWVV.
= | may be asked to complete cccasional surveys about my understanding of the risks and benefits of treatment with ZYPREXA RELFREV
= | or my caregiver have discussed any guesiions or concerns about my treatment with ZYPREXA RELPREWV with my doctor.

‘fou may stop parbicapating in the ZYPREXA RELPREVY Patient Care Program at any time by telling your doctor. If you stop parficipating, you
will no longer be able to receive the drug. Your doctor will no longer provide any of your information to the ZYPREXA RELPREVY Patient Care
Program except to answer safety guestions. The ZYPREXA RELPREVY Patient Care Program will sfill use information that was collected

before you stopped participating. You will be provided a copy of this form
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PATIENT REGISTRATION FORM

m‘pre'vv‘ To be enrolled in the ZYPREXA RELPREVY Patient Care Program, complete and fax this form

{olanzaping) For Exiendad Reloase to 1-B77-772-8391.

infeciabie Suspension
PATIENT INFORMATION
First Mame: Ml Last Mame:
Diate of Birth:
Gender: [ Male O Female
Race: O White O Black or African American O Mafive Hawaiian or Other Pacific Islander
O Asian O American Indian or Alaska Mative O other

Ethnicity: [ Hispanic or Latino
O Men-Hispanic™on-Lating

PRESCRIBER INFORMATION

First Mame: Ml Last Mame:

License Mumber: State of Issue:

Treatment Facdlity/Praciice Mame (where you see the patient):

Address Line 1:

Address Line 2:

Will the patient be injected/monitored at your facility/practice?
O es
[0 Mo {If Mo, complete next section)

IMJECTING/IMONITORING FACILITY INFORMATION

Facility Mame (where the patient receives injections or monitonng):

Address Line 1:

Address Line 2:

City: State: Zip:

PHOME 1-877-T72-9350 FAX 1-877T-TT2-9391 WWW Zyprexare|prevv program. com
Werslon 2.0 03Aug20iz CONFIDENTIAL Page 1of2
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PATIENT REGISTRATION FORM

PATIENT AGREEMENT

The maker of ZYPREXA RELFREV, Eli Lilly and Company and their delegates. run the ZYPREXA RELFREWW Patient Care Program.

“our doctor will send your name, date of birth, and other information that direcily identifies you to the ZYPREXA RELFPREVY Patient Care
Program. Ask your doctor if you have guestions about the informafion that will be collected.

The Z¥PREXA RELPREVY Pafient Care Program will collect and wse your information in the following ways:

“our doctor will provide dose, date and time of each injection, and ofher medical information to the ZYPREXA RELPFREWY Patient Care
Prograrm.

owr information will be stored in the ZYPREXA RELPREVY Patient Care Program computer system.
The information will be used fo help Lilly learn more about the safety of ZYPREXA RELPREWY.
Information from all patients in the ZYPREXA RELPREV Patient Care Program will be reviewed and may be combined with information
from clinical studies.
This combined mformation will not be able to identify you or any other patient. This combined information may be shared with:
= regulatory agencies,
- doctors at other instibutions,
= the committee overseeing the ZYPREXA RELPREVVY Patient Care Program., andior
= publications or as part of scientific discussions.
Also, by signing this form you agree to the following:
| umderstand that | must enrall in the ZYPREXA RELPREVY Patient Care Program registry fo get ZYPREXA RELPREWVV.
| agree to have my information entered in the ZYPREXA RELPREWVV Patient Care Program regisiry.
= My doctor has explained the risks and benefits of treatment with ZYPREXA RELPREWV.
= | hawe received a copy of the Medication Guide.
= | umderstand that | will be cbserved at the clinic for 3 howrs after each injecfion.
= Someone must go with me to my destinafion when | leave the dinic.
= | umderstand that | can not drive or use heavy machinerny for the rest of the day on which | get an imjeciion.

= | agree to seek medical care nght away if | have a reaction such as excessive sleepiness, dizziness, confusion, difficulty talking. difficulty
walking, muscle stiffness or shaking, weakness, imtability, aggression, anxiety, increase in blopd pressure or comaulsions.

= | agree to contact my doctor if | have a reaction to ZYPREXA RELPREW.
= | may be asked fo complete oceasional surveys about my understanding of the risks and benefits of treatment with ZYPREXA RELPREW.
= | or my caregiver have discussed any questons or concems about my treatment with ZYPREXA RELPREV with my doctor.

You may stop parbicipating in the ZYPREXA RELPREW Patient Care Program at any fime by feling your doctor. If you stop participafing, you
will no longer be able to receive the drug. Youwr doctor will no longer provide any of your information to the ZYPREXA RELPREVY Patient Care
Program except to answer safety guestions. The ZYPFREXA RELPREV Patient Care Program will sfill use information that was collected
before you stopped participafing. You will be provided a copy of fhis form.

. Date: LD
Signature rmicarith day year

Primted Mame of Patient

Primted Mame of Legal Guardian (if applicable)

O check the box if the patient has not signed due to enrciment decision being made by prescriber who is authonzed wia a court order.
Date of Court Order Expiration (MMDDYY™™)
O This patient has been shown to be tolerant of oral olanzapine.

Signature of Prescriber manth day year
Primted Mame of Prescriber

PHOMNE 1-877-772-93590 FAX 1-877-T72-9391
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Fs)
POST-INJECTION DELIRIUM/SEDATION SYNDROME (PDSS) FORM %?"&
o

]

MREI revy’ Submit this information within 24 hours of becoming aware of a suspected

Ja&mm PDSS event.
Injectatie Suspension
Patient Mo
(PN}
FPatient Mame:
First Mame [ Last Name
Dhate of Birthe - -
rmomth day year

Dioes the patient have a diagnosis of schizophrenia? [ Yes [ Mo

Caonvenience Kit Package

Diate of Injection: | |_ -

ot day yEar

Lot#

Time of Z¥PREXA RELPREVV Injeciion:

2d4-hour clock

ONSET OF FIRST PD55 SYMPTOM AFTER INJECTION [choose only one)

L] 1 - 15 minutes Ol 48 - 80 minutes L1 421 - 150 minutes (2 % hours)

L 18- 20 minutes (] &1 - 00 minutes {1 % hours) (] 151 - 180 minutes {3 hours)

O] 31 - 45 minutes O] @1 - 120 minutes (2 hours) O 1f greater than 3 hours please specify:
Hours

Dose of Injection: L] 150 mg O 210mg [ 200 mg [ 405 mg ] other dose mg

Was the injection given in gluteal muscle? [ ves [ Mo

Height: Weight:
(inches) ilbs.]

PDSS SIGNS AND SYMPTOMS

Flease mark the signs and sympioms that the patient experienced (check all that apphy).

O Aggressiveness U coma L] Hypertension O Tachycardia
|:| Agitation D Confusion I:I Hypotension D ‘anous exirapyramadal symptoms
O] Ansiety U convutsion/Seizure L]  Other cognitive impairment 0] weskness
[ Aspiration O pelirium [0 Possible neurcleptic malignant [ Other
syndrome

O atasia [] Disorientation L] Other

[0 Reduced level of consciousness
O cardiac arythmias 0O Dizziness O other

O Respiratary depression
L] Cardiopulmonary arrest |:| Drysarthria |:| Crfvar

[] Sedation
Phone 1-877-772-9390 FAX 1-87T-T72-9391 whanw_ Zyprexarelprevvprogram. com
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POST-INJECTION DELIRIUM/SEDATION SYNDROME (PDSS) FORM

\f:%

Patient Mo.:

{PIN)

Patient Mame:

First Mame Ml Last Mame
PDSS start date: B _
month day year
PDSS resolution date: - - or U ongeing
miznth day year

If resolved, duration of PDSS: L] minetes [ Hours [ Days

Are these POSS symptomns related to ZYPREXA RELPREWW?

D"l’es

[ Mo - Please Explain

Describe the clinical course

Pafient Outcome: (choose one) [ Recovered [ Fata L] Mot Recovered
L] Linkmiowm L] Recovering L] Recovered with seguelaes

COnce a PDSS event was suspected, was the patient's monitoring inifiated in a facility capable of resuscitation? O ves O Mo

Did the patient visit the emergency reom as a result of the POSS7? O ves O Mo

Was the patient admitted to the hospital as a result of the PDSS? [ ves [ Mo

Were olanzapine concentrations collected? [ Yes [ Mo

Did the patient receive any MEDICATIONS AS TREATMENT for the POSS event? O] es - Please record below [ Mo

Treatment Medication Name Dose Dwration of Use (in Days)

Phone 1-877-772-3330 FAX 1-877-T72-5391 wWhAnw Zy prexarelprevvprogran. com
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)
POST-INJECTION DELIRIUM/SEDATION SYNDROME (PDSS) FORM 3.:%
[

Patient Mo.:
(PIM)

Patient Mamse:
First Mame Ml Last Name

Did the patient receive any HON-PHARMACEUTICAL TREATMENTS or
DIAGMOSTIC TESTS associated with this event? D fes - Please recond below I:l Mo

[] Assisted veniilation U ess ] mri [ urine drug screen
O sraincT O 1w fuids [ observation/symptomatic management ] wital sign monitoring
O ece O Labs L] Restraints O other

Please fax test resulis to 1-B77-772-93591.

Does the patient have any relevant comorbidities?
O ves - Please specify:
O Ma

PRIOR MEDICATIONS

Cid the patient take any medications during the 24 hours pror to the injection? [ es - Piease record below ] Mo

Duration of Use
Prior Medication Mame Dose
Mumber Choose One
O pays [ Months [ vears
O pays [ Months [ vears
O pays [ Months [ vears
O pays [ Months [ vears
O pays [ Months [ vears
Did the patient use any of the following during the 24 hours prior fo the injection? [ Yes - Pleaserecordbelow ] Ne
0 Alcohal [ Barbiturates U cocaine U opiates
0O aAmphetamines/Methamphetamines ] Cannabinoid U Halucinogens O Phencyciidine

Event reported by:

First Lt Last

TitlefOccupation:

If agent of the Prescriber, name of Prescriber:

Phone 1-877-772-3330 FAX 1-877-T72-9391 WWW_Zyprexarelprevvprogram. com
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PHARMACY REGISTRATION FORM

To be enrolled in the ZYPREXA RELPREVY Patient Care Program, complete and

ZyprexaRelprevv: i fom to 1-877.772-9391.
Suspension

(otanzaping) For Exiended Release Training must be completed before a pharmacy may be enrolled in the ZYPREXA
Injectabie RELPREVV Patient Care Program.

PHARMACY INFORMATION

OEnmliment [ Reenrcliment
PharmacyHospital Mame:

Pharmacy DEA Mumber:

Flease specify descriplion of Pharmacy: O CommunityRetail [ Specialty Pharmacy [ Hospital or Insfitution O Cther
Address Line 1:

Address Line 2

City: State: dip

Primary Phone: Secondary Phone:

Fax:

SHIP TO INFORMATION

Ship To Address (if the same as above, check here) [J

Ship To Contact Mame:

Address Line 1:

Address Line 2:

City: State: Zip
Primary Phone: Secondary Phone:

Fax:

PHARMACISTIN-CHARGE INFORMATION

First Mame: Ml Last Mame:
Email:
Phaone: Fax:
{If dmerent from above) (I giarand fram abowe)

PHARMACISTIN-CHARGE INFORMATION
By =igning below, | acknowledge that:
= | hawe read and understand the ZYFREXA RELPREWVY Patient Care Program Instructions Brochure.
= | 'will ensure that all appropriate pharmacy staff are trained and have read and understand the ZYPREXA RELPREVY Fatient Care
Program Instructions Brochure.
= | will emsure that all appropriate pharmacy staff understand that ZYPREXA RELFREVY can only be dispensed for use in certain health
care settings (e.g., hospitals, clinics) that have ready access to emergency response senvices and that can allow for continuous patient
manitoring for at least 3 howrs post-injection.
= |'will ensure that pharmacy staff will verify that the patient is enrclled in the ZYPREXA RELPREVY Patient Care Program registry prior fo
dispensing each prescripton'refill by accessing the system.
= | 'will ensure that pharmacy staff will not dispense ZYPREXA RELPREWVY directly to patients.
= | will ensure pharmacy staff report the date of each ZYPREXA RELPREVV dispensing fo the ZYPREXA RELPREWY Patient Care Program.
= [Forgach dispense | will ensure prescriplion venfication (includes pafient eligibility check and recording the dispense date) is completed
on the date of dispense, prior to the vial kit lzaving the pharmacy.
= lunderstand that the Z¥YPREXA RELPREVV Pafient Care Program Coordinating Center may contact the phamacy to clanfy information
provided or obdain informafion about the patient.
| may cancel this registrafion by nofifying the ZYPREXA RELPREWVV Patient Care Program Coordinating Center by fax at 1-877-772-8381 or by
phone at 1-877-772-8380. If | cancel, Lilly will cease to supply ZYPREXA RELPREVV to the phamacy.

oee: | | |- -

Pharmacist-in-Charge Signature rmith day WEEr
PHOME 1-877-772-9330 FAX 1-87T-T72-9351
Werslon 3.0 254Aug2014 CONFIDENTIAL Page 1of 1
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PRESCRIBER REGISTRATION FORM

To be enrolled in the ZYPREXA RELPREVY Patient Care Program, complete and fax

MRE’.IPIEV V' this form to 1-877-772-9391.

WJF‘?‘MSW Training must be completed before a prescriber may be enrolled in the ZYPREXA
Inyectabe RELPREWVWY Patient Care Program.

PRESCRIBER INFORMATION

[ Enrcliment O Reenrcliment

First Mame: Bl Last Mame:

Degreer LIMD oo Owe Ora [ Murse with prescriptive authority [ Other with prescriptive autharity

Licemse Mumber: State of Issue:

Treatment FacilityPracfice (Where you see your patients):
If you see your patienta at mufhiple locafions please confact the ZYPREXA RELPREVV Fafient Care Frogram Coardinafing Cenfer fo provide
additional faciifyprachice infarmatian

Address Line 1:

Address Line 2-

City- State: Zip:
Phone: Alternate Phone:

Fax: Prescriber Email:

Preferred Method of Communication: [ Email O Fax

By =igning below. | acknowledge that:
= | understand the ZYPREX.A RELFREWVY Patient Care Program requirements and the risks associated with ZYPREXA RELFREWV.
= | have completed the mandatory ZYPREXA RELPREW\ training.

= | understand the clinical presentation of post-injection deliiumisedation syndrome (PDS5) and how fo manage patients should an event
ocour while using ZYPREXA RELPREWV:

= | understand that ZYPREXA RELPREVV should only be infiated in patients for whom tolerability with oral olanzapine has been established;

= | understand that ZYPREXA RELFREVY should only be administered fo pafients in healthcare setfings (e.g.. hospitals, clinics) that
have ready access to emergency response senices and that can allow for continuous patient monitonng for at least 2 hours
post-injection.

= | will enroll all patients in the ZYPREXA RELPREWVY Patient Care Program registry prior fo prescribing ZYPREXA RELPREWV by
completing the Patient Registrafion Form.

= | will ensure all suspected cases of PDSS are reported o the ZYPREXA RELPREVY Patient Care Program withim 24 hours of becoming
aware of the event.

= | will review the ZYPREXA RELPREWVY Medication Guide with each patient pricr to prescribing.

= | understand that the ZYFREXA RELPREWVY Patient Care Program Coordinafing Center may contact me fo resclve discrepancies, fo
obtain information abouwt a patient, or fo conduct occasional surveys.

| may cancel this registration by nofifying the ZYPREXA RELPREWV Patient Care Program Coordinating Center by fax at 1-877-772-0381 or by
phone at 1-877-772-8300.

If | rewoke my registration, | will no longer be eligible to prescribe ZYPREXA RELFREWVW.
Lilly may disenroll prescribers that are non-compliant with the program requirements.

owe: || |- [ |- [ [ ] |

Prescriber Signature moirith day P=x18

PHOME 1-877-7T72-9390 FAX 1-87T-TT2-9351 www Zyprexarelprevwprogram. com
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SINGLE PATIENT INJECTION FORM

IMPORTAMT: Before administering the injection, confirm there will be someons to
’ accompany the patient after the 3-hour obeervation period. If thizs cannot be confirmed,
ZYPrexaRelprevv: o notgive the injection
(otanzapine) For Extended Release it thic information within 7 days after the patient's injections. If you are aware that

Yectable Suspens the patient's prescriber has changed, please notify the ZYPREXA RELPREWVY Patient
Care Program Coordinating Center.

Injection Facility M -
{PIN) i ity Mame:
Patient Mame:
First Ml Last
Diate of Birth: - -
mizmth day year

PDSS since the last visit? (After the patient left the office, following his'her previous injection, did the patient experience post-injection

delirumisedation syndrome?)
L1 Mo [ ves
If ¥es, has the prescriber been notified of the PSS event?
[] ves [J Mo
ZYPREXA RELPREVV TREATMENT
Date of Injection: - -
month day year

Time af Z¥PREXA RELPREVV injection:

24-hour clock

Dose of Injection: (] 150mg [ 210mg [ 200mg [ 405mg [ Other dose mg

Was the patient observed for at least 3 hours postinjection? L1 ves [ Mo

Did the pafient expenence post-injection delinumisedation syndrome duning the onsite post-injection observational penod?
O we 0O ves
If Yes, has the prescriber been notified of the PDSS event? | Yes [ Mo

Fallowing the injection, was the patient alert, criented, and absent of any signs and symptoms of POSS prior to being released from the
healthcare facility?

O ves 0O mo
[1 ves [0 mo [ motapplicable, patient did not leave facility {in-patient)

Was the patient or legal guardian given a Medication Guide prior fo this injection? || Yes ™

DATE: LB T
Healthcare Facility Staff Member Signature month day year

Healthcare Facility Siaff Member Name (print):

PHOME 1-877-TT2-9390 FAX 1-877-T72-9391 ww'w Zyprexarelprevy program.com
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Insert current US Prescribing Information, including the Medication Guide
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PRESCRIBER REGISTRATION FORM

To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete and fax

;YPIWRE’ F€VV"  this form to 1-877-772-9391.

alanmplne)ForEvtended Release - . ;
Injectable Suspension Training must be completed before a prescriber may be enrolled in the ZYPREXA

RELPREVV Patient Care Program.

PRESCRIBER INFORMATION

O Enroliment [ Reenroliment

First Name: MI: Last Name:

Degree: Omp Opo One Opa  [ONurse with prescriptive authority O other with prescriptive authority

License Number: State of Issue:

Treatment Facility/Practice (Where you see your patients):
If you see your patients at multiple locations please contact the ZYPREXA RELPREVV Patient Care Program Coordinating Center to provide
additional facility/practice information

Address Line 1:

Address Line 2:

City: State: Zip:
Phone: Alternate Phone:

Fax: Prescriber Email:

Preferred Method of Communication: [ Email O rFax

PRESCRIBER AGREEMENT

By signing below, | acknowledge that:
» lunderstand the ZYPREXA RELPREVV Patient Care Program requirements and the risks associated with ZYPREXA RELPREVV.
» | have completed the mandatory ZYPREXA RELPREVYV training.

« | understand the clinical presentation of post-injection delirium/sedation syndrome (PDSS) and how to manage patients should an event
occur while using ZYPREXA RELPREVYV;

« lunderstand that ZYPREXA RELPREVYV should only be initiated in patients for whom tolerability with oral olanzapine has been established;

« lunderstand that ZYPREXA RELPREVYV should only be administered to patients in healthcare settings (e.g., hospitals, clinics) that
have ready access to emergency response services and that can allow for continuous patient monitoring for at least 3 hours
post-injection.

= | will enroll all patients in the ZYPREXA RELPREVV Patient Care Program registry prior to prescribing ZYPREXA RELPREVV by
completing the Patient Registration Form.

« | will ensure all suspected cases of PDSS are reported to the ZYPREXA RELPREVYV Patient Care Program within 24 hours of becoming
aware of the event.

= | will review the ZYPREXA RELPREVV Medication Guide with each patient prior to prescribing.

= | understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact me to resolve discrepancies, to
obtain information about a patient, or to conduct occasional surveys.

I may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9391 or by
phone at 1-877-772-9390.

If | revoke my registration, | will no longer be eligible to prescribe ZYPREXA RELPREVV.

Lilly may disenroll prescribers that are non-compliant with the program requirements.

Date: - -

Prescriber Signature month day year

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 2.0 03Aug2012 CONFIDENTIAL Page 1 of 1
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PHARMACY REGISTRATION FORM

(&
i . To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete and g
;YPI'GXBRE’DI’ €VV’ faxthis form to 1-877-772-9391.
(olanzapine) For Extended Release Training must be completed before a pharmacy may be enrolled in the ZYPREXA
Injectable Suspension RELPREVV Patient Care Program.

PHARMACY INFORMATION

O Enrollment [ Reenroliment

Pharmacy/Hospital Name:

Pharmacy DEA Number:
Please specify description of Pharmacy: O Community/Retail [ Specialty Pharmacy [ Hospital or Institution O other

Address Line 1:

Address Line 2:

City: State: Zip:
Primary Phone: Secondary Phone:
Fax:

SHIP TO INFORMATION

Ship To Address (if the same as above, check here) [
Ship To Contact Name:
Address Line 1:

Address Line 2:
City: State: Zip:

Primary Phone: Secondary Phone:

Fax:

PHARMACIST-IN-CHARGE INFORMATION

First Name: MI: Last Name:

Phone: Fax:
(if different from above) (if different from above)

PHARMACIST-IN-CHARGE INFORMATION
By signing below, | acknowledge that:

+ | have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.

« | will ensure that all appropriate pharmacy staff are trained and have read and understand the ZYPREXA RELPREVV Patient Care
Program Instructions Brochure.

« | will ensure that all appropriate pharmacy staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health
care settings (e.g., hospitals, clinics) that have ready access to emergency response services and that can allow for continuous patient
monitoring for at least 3 hours post-injection.

« | will ensure that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVYV Patient Care Program registry prior to
dispensing each prescription/refill by accessing the system.

« | will ensure that pharmacy staff will not dispense ZYPREXA RELPREVYV directly to patients.

« | will ensure pharmacy staff report the date of each ZYPREXA RELPREVYV dispensing to the ZYPREXA RELPREVV Patient Care Program.

+ For each dispense | will ensure prescription verification (includes patient eligibility check and recording the dispense date) is completed
on the date of dispense, prior to the convenience kit leaving the pharmacy.

+ | understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the pharmacy to clarify information
provided or obtain information about the patient.

I may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9391 or by
phone at 1-877-772-9390. If | cancel, Lilly will cease to supply ZYPREXA RELPREVV to the pharmacy.

Date: - -
Pharmacist-in-Charge Signature month day year

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
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%,

A,
BUY & BILL* PHARMACY SERVICE PROVIDER REGISTRATION FORM /Z%eb Q/(
9o, <
e

RE ’ To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete and
Zyprexa FEVV'"  tax this form to 1-877-772-9391.

(olanzapine) Wm Training must be completed before a pharmacy service provider may be enrolled in

the ZYPREXA RELPREVV Patient Care Program.

PHARMACY SERVICE PROVIDER INFORMATION

O Enrollment [ Reenroliment

Facility Name:
DEA Number:
Please specify description of Pharmacy: [ Community/Retail [ Specialty Pharmacy [ Hospital or Institution J other
Address Line 1:
Address Line 2:
City: State: Zip:

Primary Phone: Secondary Phone:

Fax:

SHIP TO INFORMATION

Ship To Address (if the same as above, check here) [

Ship To Contact Name:
Address Line 1:
Address Line 2:
City: State: Zip:

Primary Phone: Secondary Phone:

Fax:

ADMINISTRATOR INFORMATION

First Name: MI: Last Name:

Preferred Method of Communication: [ Email [ Fax

Email:

Phone: Fax:
(if different from above) (if different from above)

PHARMACY SERVICE PROVIDER AGREEMENT

By signing below, | acknowledge that:

* | have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.

« | will ensure that all appropriate pharmacy staff are trained and have read and understand the ZYPREXA RELPREVV Patient Care
Program Instructions Brochure.

« | will ensure that all appropriate pharmacy staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health
care settings (e.g., hospitals, clinics) that have ready access to emergency response services and that can allow for continuous patient
monitoring for at least 3 hours post-injection.

« 1 will ensure that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior to
dispensing each prescription/refill by accessing the system.

« 1 will ensure that pharmacy staff will not dispense ZYPREXA RELPREVYV directly to patients.

« | will ensure pharmacy staff report the date of each ZYPREXA RELPREVYV dispensing to the ZYPREXA RELPREVYV Patient Care Program.

» For each dispense | will ensure prescription verification (includes patient eligibility check and recording the dispense date) is completed
on the date of dispense, prior to the convenience kit leaving the pharmacy.

» |l understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the pharmacy to clarify information
provided or to obtain information about the patient.

| may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9391 or by
phone at 1-877-772-9390. If | cancel, Lilly will cease to supply ZYPREXA RELPREVV to the facility.

Date: - -
Administrator Signature month day year

* Buy & Bill Pharmacy Service Provider - a licensed healthcare provider that purchases pharmaceuticals through a licensed distributor for its
own use in the treatment of a patient and then includes the cost of the pharmaceutical in its billing of patients and third-party payers.

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 4.0 300ct2014 CONFIDENTIAL Page 10f 1

0D92845 09/2014 @Lilly USA, LLC 2014. All rights reserved.
ZYPREXA® RELPREVV™ and the ZYPREXA RELPREVV logo are registered trademarks of Eli Lilly and Company

§



HEALTHCARE FACILITY REGISTRATION FORM

To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete and fax
;wroxaReI reVYV  this form to 1-877-772-9391.

(olanzaplne)ForExtendedReIease Training must be completed before a healthcare facility may be enrolled in the
jectable Suspension ZYPREXA RELPREVV Patient Care Program.

HEALTHCARE FACILITY INFORMATION

O Enroliment [ Reenroliment

Healthcare Facility Name:

Please specify location of Healthcare Facilities: [ Prescriber Office [ Clinic/Outpatient Facility I Hospital [ other
Address:

City: State: Zip:

Phone: Fax:

First Name: MI: Last Name:

Position/Title:

Phone: Fax:

Email:

Preferred Method of Communication: [ Email O Fax

You may identify Delegate(s) to enter the necessary patient data into the Patient Care Program system.

- Delegate First Name: MI: Last Name:
Facility Name:
Phone: Fax:
(if different from above) (if different from above)
- Email:
- Delegate First Name: MI: Last Name:
Facility Name:
Phone: Fax:
(if different from above) (if different from above)
- Email:
- Delegate First Name: MI: Last Name:
Facility Name:
Phone: Fax:
(if different from above) (if different from above)
- Email:
- Delegate First Name: MI: Last Name:
Facility Name:
Phone: Fax:
(if different from above) (if different from above)
- Email:
- Delegate First Name: MI: Last Name:
Facility Name:
Phone: Fax:
(if different from above) (if different from above)
~ Email:

If additional Delegates are required contact the the Patient Care Program Coordinating Center.

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 2.0 03Aug2012 CONFIDENTIAL Page 1 of 2
0OD79957 10/2012 ©Lilly USA, LLC 2012. All rights reserved.
*ZYPREXA RELPREVY and the ZYPREXA RELPREVV logo are registered trademarks of Eli Lilly and Company. %
Reference ID: 4596482



HEALTHCARE FACILITY REGISTRATION FORM

HEALTHCARE FACILITY AGREEMENT

As the authorized representative for this facility, | attest that:

« | have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure;

« | will ensure that all appropriate staff are trained and have read and understand the ZYPREXA RELPREVYV Patient Care Program
Instructions Brochure as well as the following Training Matenials:

- ZYPREXA RELPREVV Healthcare Professional Training
- ZYPREXA RELPREVV Reconstitution and Administration Training

= 1 will ensure that all appropriate staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health care
settings (e.g., hospitals, clinics) that have ready access to emergency response services and that can allow for continuous patient
monitoring for at least 3 hours post-injection;

« | will ensure the health care setting has systems, protocols, or other measures to ensure that ZYPREXA RELPREVYV is only administered
to patients enrolled in the program and that patients are continuously monitored for at least 3 hours post-injection for suspected PDSS;

« 1 will ensure that appropriate staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior
to each injection, by accessing the system;

« | will ensure that the Medication Guide is provided to the patient or the patient’s legal guardian prior to each injection;
= | will ensure that the appropriate staff monitors the patient continuously for at least 3 hours;
« | will ensure that required data are submitted within 7 days after each injection to the ZYPREXA RELPREVV Patient Care Program.

« |l understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the health care setting to clarify
information provided or to obtain information about the patient.

I confirm that the information above is correct.
I understand that this information will be used to document healthcare facilities that are eligible to administer ZYPREXA RELPREVV.
| also understand that this information may be shared with government agencies.

I understand that Lilly will regularly evaluate ZYPREXA RELPREVV Patient Care Program compliance to ensure that program objectives are
met. Lilly reserves the right to terminate a healthcare facility’s enroliment at any time based upon non-compliance or to take other appropriate
measures to assure that the ZYPREXA RELPREVV Patient Care Program objectives are met.

I may cancel this healthcare facility registration in the future by notifying Lilly in writing and submitting the notification by fax to 1-877-772-9391
or by calling 1-877-772-9390. If | revoke this facility’s registration, the facility will no longer be eligible to administer ZYPREXA RELPREVYV to

patients.

Date: - -
Authorized Healthcare Facility Representative Signature month day year
Authorized Healthcare Facility Representative Name (print) Title

Please fax completed form to the ZYPREXA RELPREVYV Patient Care Program at 1-877-772-9391.

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 2.0 03Aug2012 CONFIDENTIAL Page 2 of 2
0D79957 10/2012 GLilly USA, LLC 2012. Al rights reserved.

*ZYPREXA RELPREVV and the ZYPREXA RELPREVV logo are registered trademarks of Eli Lilly and Company. 22% ,
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Title: ZYPREXA RELPREVV Reconstitution and Administration Training Video

DVD Menu: (Note: the menu only appears on the DVD copies of this video. The digital version used on
www.zyprexarelprevvprogram.com is a continuous streaming video and cannot be viewed in chapters. This is
consistent with the previously approved version of this video.)

ZYPREXA RELPREVV hadma A

Injectable Suspension
Introduction Step 4: Inject
Post-injection Delirium/Sedation Syndrome Ventrogluteal Injection
Step 1: Prepare Materials Dorsogluteal Injection
Step 2: Determine Volume Recap
Step 3: Reconstitute Play All

ZYPREXA RELPREVV®is a registered trademark of Eli Lilly and Company.
PP-OD-US-0047 03/2017 © Lilly USA, LLC 2017 ALL RIGHTS RESERVED.
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VIDEO AUDIO

Introduction

Text on-screen:
ZYPREXA RELPREVV logo

ZYPREXA RELPREVV Reconstitution and
Administration Training

Music

Text on-screen:

ZYPREXA RELPREVV logo
Chapter One:

Introduction

Music

Text on-screen:

ZYPREXARELPREVV (olanzapine) For Extended
Release Injectable Suspension is an antipsychotic
agent indicated for the treatment of schizophrenia in
adults.

Music

Text on-Screen:

All healthcare professionals who administer this
product must view this video before giving an
injection of ZYPREXA RELPREVV.

For important safety Information, including boxed
warnings, see the full prescribing information
provided.

All healthcare professionals who administer this product
must view this video before giving an injection of
ZYPREXA RELPREVV.

Visual:
Nurse (talent) talking to camera

ZYPREXA RELPREVV is a long acting injectable
formulation of olanzapine. It is indicated for the treatment
of schizophrenia in adults. The efficacy of ZYPREXA
RELPREVV is consistent with the established efficacy of
orally administered Zyprexa for treatment of schizophrenia
in adults.

Text on-Screen:
Vial Strengths:
© 210-mg, 300-mg, and 405-mg

Dosing Schedules:
o Every 2 weeks: 150-mg, 210-mg, or 300-mg
o Every 4 weeks: 300-mg or 405-mg

ZYPREXA RELPREVV is available in 210-, 300-, and 405-
milligram vials. It may be administered every 2 weeks in
150-mg, 210-mg, or 300-mg doses, or every 4 weeks in
300-mg or 405-mg doses.

Visual:
Nurse talking to camera

The purpose of this video is to teach you how to properly
reconstitute and administer ZYPREXA RELPREVV.

Text on-Screen:

o Description of Post-Injection Delirium/Sedation
Syndrome

o Demonstration of ZYPREXA RELPREVV product
reconstitution

o Demonstration of injection technique

o Real-time demonstration of reconstitution and
administration process

First we will begin by explaining the Post-Injection
Delirium/Sedation Syndrome events that occurred with
ZYPREXA RELPREVV in pre-marketing clinical trials.

Then, we will demonstrate step-by-step instructions on
how to properly reconstitute the product.

Once it has been reconstituted, we will show you the
proper administration techniques and demonstrate the
entire reconstitution and administration process in real
time.
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Visual:
Nurse talking to camera

Please watch the end of this video and see accompanying
full prescribing information for important safety information
including boxed warnings.

Post-Injection Delirium/Sedation Syndrome

Text on-screen:
ZYPREXA RELPREVV logo

Chapter Two:
Post-Injection Delirium/Sedation Syndrome

Music

Visual:
Nurse talking to camera

During pre-marketing clinical studies, events that
presented with signs and symptoms consistent with
olanzapine overdose were reported in some patients
following an injection of ZYPREXA RELPREVV.

Text on screen:

Events occurred:

e in <0.1% of injections

o in approximately 2% of patients

These events occurred in <0.1% of injections and in
approximately 2% of patients who received injections for
up to 46 months.

Text on screen:

Symptoms:

¢ Sedation: ranging from mild in severity up to coma

o Delirium: confusion, disorientation, agitation, anxiety,
other cognitive impairment

o Other Symptoms: extrapyramidal symptoms,
dysarthria, ataxia, aggression, dizziness, weakness,
hypertension, possible convulsion

Most of these patients developed symptoms of sedation,
ranging from mild in severity up to coma, and/or delirium,
including confusion, disorientation, agitation, anxiety and
other cognitive impairment. Other symptoms noted
included extrapyramidal symptoms, dysarthria, ataxia,
aggression, dizziness, weakness, hypertension or possible
convulsion.

Text on screen:
PDSS Symptom Onset:

In pre-marketing clinical trials, the potential for onset of a
PDSS event was greatest within the first hour. The majority
of cases have occurred within the first 3 hours after
injection; however the event has occurred after 3 hours.

<60 min ~80%

1to 3 hours ~14%

>3 hours ~6%
Visual: Patients should be advised of this potential risk and the

Nurse talking to camera
Text on screen:
o Observe patients for 3 hours for symptoms of PDSS

need to be observed for 3 hours in a healthcare facility
each time ZYPREXA RELPREVV is administered.

Patients experiencing post-injection delirium/sedation
syndrome should be managed as clinically appropriate.
Patients may be treated symptomatically.

If a Post-injection Delirium/Sedation Syndrome event is
suspected, close medical supervision and monitoring
should be conducted in a facility capable of resuscitation.

Text on screen:

If parenteral benzodiazepines are required for patient
management during a PDSS event, careful evaluation
of clinical status for excessive sedation and
cardiorespiratory depression is recommended.

If parenteral benzodiazepines are required for patient
management during a PDSS event, careful evaluation of
clinical status for excessive sedation and cardiorespiratory
depression is recommended.
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Text on screen:

Notify hospital or ER personnel of:

e “...a probable olanzapine overdose following
administration of Olanzapine For Extended Release
Injectable Suspension.”

If the patient is sent to a hospital or ER for further
observation or management, notify the hospital or ER
personnel that the patient is experiencing “a probable
olanzapine overdose following administration of
Olanzapine For Extended Release Injectable Suspension.”

Text on screen:

Important:

Before administering the injection, confirm there will be
someone to accompany the patient after the 3-hour
observation period. If this cannot be confirmed, do not
give the injection.

An important reminder: before administering the injection,
confirm there will be someone to accompany the patient
after the 3-hour observation period. If this cannot be
confirmed, do not give the injection.

Text on-Screen:

After each injection:

o Patients should be observed for at least 3 hours by
appropriately qualified personnel in a healthcare
facility with ready access to emergency response
services

o The patient should be located where he or she can
be seen and/or heard at all times

After each ZYPREXA RELPREVV injection:

¢ Patients should be observed for at least 3 hours by
appropriately qualified personnel in a healthcare facility
with ready access to emergency response services

o The patient should be located where he or she can be
seen and/or heard at all times

Text on-Screen:

Before patient leaves the healthcare facility:

o Confirm that the patient is alert, oriented, and
without signs or symptoms of a post-injection
delirium/sedation syndrome event

e Advise patients and their caregivers to be vigilant for
symptoms of a post -injection delirium/sedation
syndrome event for the remainder of the day and to
be able to obtain assistance if needed

o All patients should be accompanied to their next
destination upon leaving the facility

Before the patient leaves the healthcare facility:

o Confirm that the patient is alert, oriented, and without
signs or symptoms of a post-injection syndrome event

o Advise patients and their caregivers to be vigilant for
symptoms of a post-injection syndrome event for the
remainder of the day and be able to obtain assistance if
needed

o All patients should be accompanied to their next
destination upon leaving the facility

Text on-Screen:

After patient leaves the healthcare facility:

e Patients should not drive or operate heavy
machinery for the remainder of the day

After leaving the healthcare facility, patients should not
drive or operate heavy machinery for the remainder of the
day.

Visual:
Nurse talking to camera

In addition, patient ID cards and wristbands are available
for distribution to patients who receive ZYPREXA
RELPREVV. The patient ID cards can be used to record
the date and time of injection, concomitant medications,
and emergency contact information. The wristbands can
be used to note the date of the injection and an emergency
contact number. Please contact your Lilly sales
representative to receive a supply of patient ID cards and
wristbands to use in your treatment facility.
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Text on-Screen:

Increased contact with blood can occur:

o Partial injection into vasculature

o Significant vessel injury during IM injection (nick or
puncture)

o Substantial bleeding at injection site

ZYPREXA RELPREVV is much more soluble in blood than

in muscle. Increased contact with a substantial volume of

blood could occur in several ways, such as:

o Partial injection into vasculature

o Vessel injury associated with the intramuscular injection
(a nick or puncture of the blood vessel)

o And substantial bleeding at injection site

Text on-Screen:

Deep intramuscular gluteal injection:

o Intended for deep muscular gluteal injection only

oNot for intravenous, subcutaneous, or deltoid
injection

o Aspirate syringe prior to injection to ensure no blood
is visible

o If blood is visible, discard the syringe and use a new
product kit

Therefore, ZYPREXA RELPREVV is intended for deep
intramuscular gluteal injection only. It is important to
aspirate the syringe prior to injection to ensure no blood is
visible. Administrators must not proceed with the injection
if blood is visible. If blood is visible, discard the syringe
and use a new product kit.

Visual:
Nurse talking to camera

Text on screen:
o Post-Injection Delirium/Sedation Syndrome can
occur at any injection

Post-injection Delirium/Sedation Syndrome can occur at
any injection, so safety precautions should be observed
every time the product is administered.

Step 1 — Prepare Materials

Text on screen:
ZYPREXA RELPREVV logo

Music

Chapter Three

Step 1 — Prepare Materials

Visual: Let's begin by preparing for the ZYPREXA RELPREVV
Nurse talking to camera injection.

Visual: First, you will need to gather and prepare your materials.

Pair of hands placing gloves and alcohol wipes on
counter.

Obtain 1 pair of gloves, several alcohol wipes, and the
prescribed dose of ZYPREXA RELPREVV.

Visual: The medication comes packaged in a convenience kit that
Nurse talking to camera includes the following items:
Visual: A vial of ZYPREXA RELPREVV powder; a 3ml vial of

Pair of hands placing contents of kit (vial of powder,
vial of diluent, Needle-Pro® 3ml syringe with safety
needle, 2 additional safety needles) on counter.

diluent, one Needle-Pro® 3ml syringe with attached 19
gauge, 1.5 inch safety needle, 2 additional 19 gauge, 1.5
inch safety needles, a Reconstitution and Administration
leaflet, and a patient Medication Guide.

Visual: Open the kit, remove all items, and arrange them
Nurse talking to camera conveniently to prepare for reconstitution
Visual: You will need to wear gloves when reconstituting

Pair of hands putting on gloves

ZYPREXA RELPREVV, as the medication can be irritating
to the skin.

Visual:
Nurse talking to camera

If the medication contacts skin, flush it with water.
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Step 2 — Determine Reconstitution Volume

Text on screen:
ZYPREXA RELPREVV logo

Chapter Four
Step 2 — Determine Reconstitution Volume

Music

Visual:
Nurse talking to camera

Next you will need to determine the reconstitution volume.

Visual:
C/U of table on reconstitution and administration
instructions

Please refer to the table in the full-color reconstitution and
administration instructions for the proper volumes of diluent
to add for each vial strength. For example, if you are
preparing a 210mg dose, you will need to add 1.3ml of
diluent to the 210mg powder vial.

Visual:
Nurse talking to camera

Text on-screen:
There will be excess diluent remaining in the vial

It is important to note that no matter what dose you are
preparing, there will be excess diluent remaining in the vial.
This extra diluent will not be needed.

Reconstitute

Text on screen:
ZYPREXA RELPREVV logo

Chapter Five
Reconstitute

Music

Visual:
Nurse talking to camera

Now you are ready to reconstitute ZYPREXA RELPREVV.
The process of reconstitution and administration should
take around 5 minutes to complete.

Visual:
Hands tapping powder vial and wiping vials with
alcohol wipes

First, loosen the powder by lightly tapping the vial a few
times. The powder should be free flowing. This step helps
to ensure the powder suspends easily and thoroughly after
the diluent is added.

Visual:
Hands withdrawing diluent into syringe

Withdraw the proper amount of diluent into the syringe. In
this case, the vial strength is 210mg, so we will withdraw
1.3ml of solution.

Visual:
Hands injecting diluent into powder vial

Inject the diluent into the powder vial. Before you withdraw
the needle, pull back on the plunger to withdraw some air.
This will help equalize pressure in the vial. Hold the vial
upright when removing the needle to prevent any loss of
medication. Next, engage the safety needle and push the
air out of the syringe.

Visual: The suspension must be mixed correctly to ensure proper

Hands tapping the vial dosing. Tap the vial firmly and repeatedly on a hard,

Text on screen: cushioned surface until there is no powder visible. Avoid

o Tap firmly and repeatedly shaking the vial before tapping, as this can make it more
difficult to suspend.

Visual: Check for clumps by inspecting the sides and bottom of the

Hands tap and shake vial

vial. Unsuspended powder appears as light yellow, dry
clumps clinging to the vial.

Reference ID: 4596482




Visual:
C/U of suspension

If clumps are visible, tap the vial again to break the clumps
free. Shake the vial vigorously until the suspension
appears smooth and consistent in color and texture.

Visual:
Hands continue to shake, tap and inspect vial

Sometimes foam will form from shaking the vial. The foam
will dissipate if you let the vial stand briefly. You should
avoid drawing foam up into the syringe, as the excess air
bubbles are hard to remove and may affect the accuracy of
the dose.

Visual:
Nurse talking to camera

Text on screen:
Product is stable in the vial for 24 hours after
reconstitution.

Once reconstituted, the suspension is stable in the vial for
up to 24 hours and does not require refrigeration. However,
if the suspension is not used immediately, it should be
shaken to resuspend before being drawn into the syringe
for administration. Once drawn up into the syringe, this
medication should be injected immediately.

Inject ZYPREXA RELPREVV

Text on screen:
ZYPREXA RELPREVV logo

Chapter Six
Inject ZYPREXA RELPREVV

Music

Visual:
Hands attaching new safety needle

Attach a new safety needle to the syringe.

For all doses, the concentration of olanzapine in the
suspension is 150 mg per 1 ml.

Visual:
C/U of table of instructions

When preparing to draw up the prescribed dose, refer to
the table in the instructions for the correct injection volume.

For a prescribed dose of 210mg, you will withdraw 1.4ml
from the reconstituted vial.

Visual:
C/U of hands withdrawing suspension into the syringe

To prevent the product from leaking from the stopper, do
not add air to the vial. Slowly withdraw the desired amount
into the syringe. By doing this slowly, you will avoid excess
air bubbles being drawn into the syringe.

Visual:
Nurse talking to camera

Text on screen:
There will be excess medication remaining in the vial

There will be excess medication remaining in the vial.

Visual:
Hands tapping syringe

To ensure the full dose is given, tap the syringe with your
fingers to remove all excess air bubbles.

Visual:
Hands removing needle from vial, engaging safety
device, and attaching new safety needle

Once the desired dose is withdrawn, remove the needle
from the vial, and engage the needle safety device.

Attach a new safety needle to the syringe.
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Text on screen:

Important:

Prior to administration, you must make sure that the
patient receiving ZYPREXA RELPREVV will be
accompanied to his or her destination following the 3-
hour observation period.

If this cannot be confirmed, do not give the injection.

Prior to administration, you must make sure that the patient
receiving ZYPREXA RELPREVV will be accompanied to
his or her destination following the 3-hour observation
period. If this cannot be confirmed, do not give the
injection.

Text on screen:

Even if accompanied, the patient may not drive to his or

Important: her destination or for the rest of the day of injection.

The patient may not drive to his or her destination for

the rest of the day.

Visual: Now you are ready to give the injection of ZYPREXA

C/U of syringe RELPREVV. Once the medication is drawn into the
syringe, it should be injected immediately.

Visual: First, select and prepare a site for injection. This injection

Nurse talking to camera

Text On-Screen:
Do not inject the medication intravenously or
subcutaneously

can be given in the ventrogluteal or the dorsogluteal
muscle. These two areas have large muscle density and
are clinically appropriate sites for deep gluteal injections.

Visual:
C/U of anatomical model and hands giving injection

For these demonstrations, we are using an anatomical
model. The model is not designed to receive product, so
we will be using an empty syringe to show how the
injection should be administered.

Ventrogluteal Injection

Text on screen:
ZYPREXA RELPREVV logo

Chapter Seven
Ventrogluteal Injection

Music

Visual:
C/U of practice ventrogluteal injection process on
anatomical model

To give a ventrogluteal injection, place the heel of your
hand on the greater trochanter, or hip bone at the top of the
thigh. Your wrist will be in line with the person's thigh.

Point your thumb at the groin and fingers towards the
person's head. Form a "V" by opening a space between
your pointer finger and the other three fingers. The place
to give the injection is in the middle of the V-shaped
triangle.

Insert the needle into the muscle, then aspirate slowly for
several seconds by pulling back on the plunger of the
syringe.

Visual: If any blood is drawn into the syringe, discard the syringe
Nurse talking to camera and the dose, and begin with a new kit.
Visual: In this case, no blood is seen, so we will inject the

C/U on hands giving injection

medication with steady pressure.
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Visual:
C/U of hands withdrawing needle and engaging safety
device

After withdrawing the needle carefully from the muscle,
engage the needle safety device.

Visual: Do not massage the injection site
Nurse talking to camera
Visual: Finally, after the injection, make sure to dispose of the

C/U of hands disposing vial, needle, and syringe

vials, needles, and syringe appropriately.

Dorsogluteal Injection

Text on-screen:
ZYPREXA RELPREVV logo

Chapter Eight
Dorsogluteal Injection

Visual:
C/U of practice dorsogluteal injection process on
anatomical model

To administer a dorsogluteal injection, first locate the upper
quadrant of the buttocks by drawing an imaginary line
across and down, dividing the buttocks into 4 quadrants.

Insert the needle into the gluteal muscle, then aspirate
slowly for several seconds by pulling back on the plunger
of the syringe. If any blood is drawn into the syringe,
discard the syringe and the dose, and begin with a new kit.

In this case, no blood is seen, so we will inject the
medication with a steady pressure.

Visual:
C/U of hands withdrawing needle and engaging safety
device

After withdrawing the needle carefully from the gluteal
muscle, engage the needle safety device

Visual:
Nurse talking to camera

Text on-screen:
Do not massage the area after the injection

Do not massage the injection site.

Visual:
C/U of hands disposing vial, needle, and syringe

Text on-screen:
Note: The vial is for single use only

Finally, after the injection, make sure to dispose of the
vials, needles, and syringe appropriately.

Recap

Text on-screen:
ZYPREXA RELPREVV logo

Chapter Nine
Recap

Music

Visual:
Nurse talking to camera

To summarize, the process of reconstituting and
administering ZYPREXA RELPREVV can be broken down
into four easy steps.
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Text on-screen:
o Prepare Materials
e Determine Reconstitution Volume

One, prepare materials;
two, determine reconstitution volume;
three, reconstitute; and

Nurse talking to camera

¢ Reconstitute four, inject.
e Inject
Visual: Narrator: Watch as we demonstrate the entire process in

real time. Remember, for these demonstrations, we are
using an anatomical model. The model is not designed to
receive product, so we will be using an empty syringe to
show how the injection should be administered.

Visual:
Real-time reconstitution process with timer

Music

Text on Screen:
1-800-LillyRx
(1-800-545-5979)
www.ZyprexaRelprevv.com

If you have any questions about reconstituting and
administering ZYPREXA RELPREVV please contact the
number on-screen or visit the following website.

Reference ID: 4596482
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PATIENT REGISTRATION FORM

;mRe ’pr evv To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete and fax this form
(olanzapine) For Extended Release to 1-877-772-9391.

Injectable Suspension
PATIENT INFORMATION

First Name: MI: Last Name:

Date of Birth:

Gender: [ Male O Female

Race: O white [ Black or African American [ Native Hawaiian or Other Pacific Islander
O Asian O American Indian or Alaska Native O other

Ethnicity: O Hispanic or Latino
O Non-Hispanic/Non-Latino

PRESCRIBER INFORMATION

First Name: MI: Last Name:

License Number: State of Issue:

Treatment Facility/Practice Name (where you see the patient):

Address Line 1:

Address Line 2:

Will the patient be injected/monitored at your facility/practice?
O ves

O No (If No, complete next section)

INJECTING/MONITORING FACILITY INFORMATION

Facility Name (where the patient receives injections or monitoring):

Address Line 1:

Address Line 2:

City: State: Zip:

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 2.0 03Aug2012 CONFIDENTIAL Page 10f 2
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PATIENT REGISTRATION FORM

PATIENT AGREEMENT

The maker of ZYPREXA RELPREVYV, Eli Lilly and Company and their delegates run the ZYPREXA RELPREVV Patient Care Program.

Your doctor will send your name, date of birth, and other information that directly identifies you to the ZYPREXA RELPREVYV Patient Care
Program. Ask your doctor if you have questions about the information that will be collected.

The ZYPREXA RELPREVV Patient Care Program will collect and use your information in the following ways:

= Your doctor will provide dose, date and time of each injection, and other medical information to the ZYPREXA RELPREVYV Patient Care
Program.

« Your information will be stored in the ZYPREXA RELPREVYV Patient Care Program computer system.
« The information will be used to help Lilly learn more about the safety of ZYPREXA RELPREVV.

« Information from all patients in the ZYPREXA RELPREVV Patient Care Program will be reviewed and may be combined with information
from clinical studies.

« This combined information will not be able to identify you or any other patient. This combined information may be shared with:
* regulatory agencies,
« doctors at other institutions,
« the committee overseeing the ZYPREXA RELPREVV Patient Care Program, and/or
« publications or as part of scientific discussions.
Also, by signing this form you agree to the following:
« |l understand that | must enroll in the ZYPREXA RELPREVYV Patient Care Program registry to get ZYPREXA RELPREVV.
« | agree to have my information entered in the ZYPREXA RELPREVV Patient Care Program registry.
« My doctor has explained the risks and benefits of treatment with ZYPREXA RELPREVV.
« | have received a copy of the Medication Guide.
« | understand that | will be observed at the clinic for 3 hours after each injection.
« Someone must go with me to my destination when | leave the clinic.
« lunderstand that | can not drive or use heavy machinery for the rest of the day on which | get an injection.

« | agree to seek medical care right away if | have a reaction such as excessive sleepiness, dizziness, confusion, difficulty talking, difficulty
walking, muscle stiffness or shaking, weakness, imritability, aggression, anxiety, increase in blood pressure or convulsions.

« | agree to contact my doctor if | have a reaction to ZYPREXA RELPREVV.
« | may be asked to complete occasional surveys about my understanding of the risks and benefits of treatment with ZYPREXA RELPREVV.
« | or my caregiver have discussed any questions or concerns about my treatment with ZYPREXA RELPREVV with my doctor.

You may stop participating in the ZYPREXA RELPREVV Patient Care Program at any time by telling your doctor. If you stop participating, you
will no longer be able to receive the drug. Your doctor will no longer provide any of your information to the ZYPREXA RELPREVV Patient Care
Program except to answer safety questions. The ZYPREXA RELPREVV Patient Care Program will still use information that was collected
before you stopped patrticipating. You will be provided a copy of this form.

Date: - -

Signature month day year

Printed Name of Patient

Printed Name of Legal Guardian (if applicable)

[ check the box if the patient has not signed due to enrollment decision being made by prescriber who is authorized via a court order.
Date of Court Order Expiration (MMDDYYYY)
O This patient has been shown to be tolerant of oral olanzapine.

Date: - -
Signature of Prescriber month day year

Printed Name of Prescriber

PHONE 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
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SINGLE PATIENT INJECTION FORM

IMPORTANT: Before administering the injection, confirm there will be someone to
accompany the patient after the 3-hour observation period. If this cannot be confirmed,

;YHWREIPF €VV" donot give the injection.

(olanzapine) /m Submit this information within 7 days after the patient’s injections. If you are aware that
the patient’s prescriber has changed, please notify the ZYPREXA RELPREVV Patient
Care Program Coordinating Center.

:DF?It';e)nt No.: Injection Facility Name:

Patient Name:
First Mi Last

Date of Birth:

month day year

PDSS since the last visit? (After the patient left the office, following his/her previous injection, did the patient experience post-injection
delirium/sedation syndrome?)

D No D Yes
If Yes, has the prescr ber been notified of the PDSS event?
O Yes O no

ZYPREXA RELPREVV TREATMENT

Date of Injection:

month day year

Time of ZYPREXA RELPREVYV injection:

24-hour clock

Dose of Injection: D 150 mg D 210 mg D 300 mg D 405 mg D Other dose mg

Was the patient observed for at least 3 hours post-injection? D Yes D No

Did the patient experience post-injection delirium/sedation syndrome during the onsite post-injection observational period?

DNo DYes

If Yes, has the prescr ber been notified of the PDSS event? D Yes D No

Following the injection, was the patient alert, oriented, and absent of any signs and symptoms of PDSS prior to being released from the
healthcare facility?

DYes D No

Following the injection, was the patient accompanied from the facility?

O ves O No [ Notapplicable, patient did not leave facility (in-patient)

Was the patient or legal guardian given a Medication Guide prior to this injection? D Yes D No

DATE: - -
Healthcare Facility Staff Member Signature month day year

Healthcare Facility Staff Member Name (print):

Phone 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 2.0 August 2012 CONFIDENTIAL Page 1 0f 1
0OD74963 10/2012 ©Lilly USA, LLC 2012. All rights reserved.
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MULTIPLE PATIENT INJECTION FORM

gyprexaRelprevv

(olanzapine) For Extended Release
Injectable Suspension

IMPORTANT: Before administering the injection, confirm there will be someone to accompany the

patient after the 3-hour observation period. If this cannot be confirmed, do not give the injection.
Submit this information within 7 days after the patient’s injection. If you are aware that the

patient’s prescriber has changed, please notify the ZYPREXA RELPREVV Patient Care Program

Coordinating Center.

Injection Facility Name:

month

day year

Date of Injection

Patient No.: (PIN)

[

][]

Hjujn

000000

000000

Patient Name:

post-injection? (check one)

First Name MI First Name MI | First Name MI
Last Name Last Name Last Name
Date of Birth: _ _ _ _ _ _
mon h day year month day year month day year
Zﬂ:ﬁ(ﬂ?\g last visit? D Yes D No D Yes D No D Yes D No
If Yes, has the prescriber been If Yes, has the prescriber been If Yes, has the prescriber been
notified of the PDSS event? notified of the PDSS event? notified of the PDSS event?
D Yes D No D Yes D No D Yes D No
Canour dodk) [1]:[1] [1]: (11 [11:[1]
(24-hour clock) . . )
Dose of Injection D 150 mg D 210 mg D 150 mg D 210 mg D 150 mg D 210 mg
(check one)
O 300mg [ 405mg O3oomg [ 405mg O 300mg [ 405mg
D Other dose mg D Other dose mg D Other dose mg
Observed at least 3 hours
D Yes D No D Yes D No D Yes D No

PDSS during onsite
observation? (check one)

D Yes D No

If Yes, has the prescriber been

D Yes D No

If Yes, has the prescriber been

D Yes D No

If Yes, has the prescriber been

the patient accompanied from
the facility? (check one)

I Not applicable, patient did
not leave facility (in-patient)

[ Not applicable, patient did
not leave facility (in-patient)

notified of the PDSS event? notified of the PDSS event? notified of the PDSS event?
D Yes D No D Yes D No D Yes D No
Following the injection, was the D Yes D No D Yes D No D Yes D No
patient alert, oriented, and absent
of any signs and symptoms of
PDSS prior to being released from
the healthcare facility? (check one)
Following the injection, was D Yes D No D Yes D No D Yes D No

I Not applicable, patient did
not leave facility (in-patient)

Signature

Heal hcare Facility Staff Member Signature

Healthcare Facility Staff Member Signature

Healthcare Facility Staff Member Signature

-]

L I-C L[]

month day year

month day year

month day year

Heal hcare Facility Staff Member Name (print)

Healthcare Facility Staff Member Name (print)

Healthcare Facility Staff Member Name (print)

Was the patient or legal guardian
given a Medication Guide prior to
this injection?

D Yes El No

D Yes D No

D Yes El No

Phone 1-877-772-9390

FAX 1-877-772-9391

Version 2.0 August 2012
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2,
POST-INJECTION DELIRIUM/SEDATION SYNDROME (PDSS) FORM ‘t.?%

RE’pr evv’ Submit this information within 24 hours of becoming aware of a suspected
(olanzapine) For Extended Release PDSS event.
Injectable Suspension

Patient No.:
(PIN)

Patient Name:
First Name Mi Last Name

Date of Birth:

month day year

Does the patient have a diagnosis of schizophrenia? D Yes D No

PATIENT/INJECTION INFORMATION

— — Convenience Kit Package

Date of Injection:

month day year
Lot #
Time of ZYPREXA RELPREVV Injection:
24-hour clock
ONSET OF FIRST PDSS SYMPTOM AFTER INJECTION (choose only one)
O 1-15minutes O 46 - 60 minutes O 121 - 150 minutes (2 % hours)
D 16 - 30 minutes D 61 - 90 minutes (1 %2 hours) D 151 - 180 minutes (3 hours)
D 31 - 45 minutes |:| 91 - 120 minutes (2 hours) D If greater than 3 hours please specify:
Hours
Dose of Injection: El 150 mg D 210 mg D 300 mg D 405 mg D Otherdose _ mg

Was the injection given in gluteal muscle? D Yes D No

Height: Weight:
(inches) i (Ibs.)

PDSS SIGNS AND SYMPTOMS

Please mark the signs and symptoms that the patient experienced (check all that apply).

D Aggressiveness D Coma D Hypertension D Tachycardia
D Agitation D Confusion D Hypotension D Various extrapyramidal symptoms
EI Anxiety D Convulsion/Seizure D Other cognitive impairment D Weakness
EI Aspiration D Delirium D Possible neuroleptic malignant D Other
syndrome
EI Ataxia D Disorientation D Other
o D Reduced level of consciousness
O cardiac arrhythmias O pizziness O other
) D Respiratory depression

D Cardiopulmonary arrest D Dysarthria D Other

D Sedation

Phone 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
Version 1.0 280ct2009 CONFIDENTIAL Page 10f3
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POST-INJECTION DELIRIUM/SEDATION SYNDROME (PDSS) FORM

Patient No.:
(PIN)

Patient Name:

First Name Mi

Last Name

PDSS start date:

month day year

PDSS resolution date:

month day year

If resolved, duration of PDSS: D Minutes

OR D Ongoing

D Hours El Days

Are these PDSS symptoms related to ZYPREXA RELPREVV?
D Yes

D No - Please Explain

Describe the clinical course

Patient Outcome: (choose one) D Recovered D Fatal
D Unknown D Recovering

D Not Recovered
D Recovered with sequelae

Once a PDSS event was suspected, was the patient’s monitoring initiated in a facility capable of resuscitation? D Yes D No

Did the patient visit the emergency room as a result of the PDSS? D Yes D No

Was the patient admitted to the hospital as a result of the PDSS? D Yes D No

Were olanzapine concentrations collected? D Yes D No

Did the patient receive any MEDICATIONS AS TREATMENT for the PDSS event?

D Yes - Please record below D No

Treatment Medication Name Dose

Duration of Use (in Days)

Phone 1-877-772-9390 FAX 1-877-772-9391

Version 1.0 280ct2009 CONFIDENTIAL
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A
POST-INJECTION DELIRIUM/SEDATION SYNDROME (PDSS) FORM “Io.f%
or

Patient No.:
(PIN)

Patient Name:
First Name MI Last Name

Did the patient receive any NON-PHARMACEUTICAL TREATMENTS or

DIAGNOSTIC TESTS associated with this event? D Yes - Please record below D No

D Assisted ventilation D EEG D MRI D Urine drug screen
D Brain CT D 1V fluids D Observation/symptomatic management D Vital sign monitoring
O ecc O Labs O Restraints O other

Please fax test results to 1-877-772-9391.

HISTORY PRIOR TO PDSS EVENT

Does the patient have any relevant comorbidities?
D Yes - Please specify:

D No
PRIOR MEDICATIONS

Did the patient take any medications during the 24 hours prior to the injection? D Yes - Please record below D No

Duration of Use

Prior Medication Name Dose
Number Choose One

Days D Months D Years

Days D Months D Years

Days D Months D Years

Days D Months D Years

ao(Oojojao|o

Days D Months D Years

Did the patient use any of the following during the 24 hours prior to the injection? D Yes - Please record below D No

D Alcohol D Barbiturates DCocaine D Opiates
D Amphetamines/Methamphetamines D Cannabinoid DHaIIucinogens D Phencyclidine

Event reported by:

First Ml Last

Title/Occupation:

If agent of the Prescriber, name of Prescriber:

Phone 1-877-772-9390 FAX 1-877-772-9391 www.zyprexarelprevvprogram.com
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—— ~_ gyprexalclprevv

- ' (olanzapine) For Extended Release
\ Injectable Suspension
-

\\\M /,.
Welcome to the ZYPREXA RELPREVV
Patient Care Program

The goal of the ZYPREXA RELPREV\V Patient Care Program is to mitigate the risk of
negative outcomes associated with ZYPREXA RELPREVV post-injection delirium/sedation
syndrome (PDSS).

For a tour of the ZYPREXA RELPREVV Palient Care Program system click here.

Log in

Contact Us

Pharmacy Finder

Flease see Prescribing Information for full details about the risks of ZYPREXA RELPREVV, including Boxed Warnings. Privacy Polic!
N ) Terms Of Use
This site is intended for U.5. residentz age 18 and over.
For more information about ZYFREXA RELFREVV. contact your doctor or other healthcare professional.

@Lilly USA, LLC, 2017. All rights reserved.
VERSION: 1.37.0. PP-OD-US-0057 04/2017 .
Site hosted by United BioSource Corporation

Reference ID: 4596482



— gyprexalelprevv

(ofanzapine) For Extended Release
ety ;

/ S

Welcome to the ZYPREXA RELPREVV
Patient Care Program

The goal of the ZYPREXA RELFREVV Pa
negative outcomes associated with ZYPRI N - o X
syndrome (PDSS). °|<=>}‘I|§ https://training zyprexa., O ~ @ © || (2 training.zyprexarelprevvpro... % | | AN
For a tour of the ZYPREXA RELPREVV File E;'rt Goto Favorites Help
'i% @ AIM Reimbursement-PAP ... B’ Amgen NBU - Home ﬂ Approved Risk Evaluation ... m Backlog items ”
~

— ——— ‘z@:RELPREVV Patient Care Progiram

Getting started with the >

Zyprexa Relprevv Patient Care Program and the 3 steps to enrollment._/..-
Zvprexaliclprevy

fotanzapine) For Extended Release
Injectable Suspension

Please ses Prescribing Information for full detsils about

This site is intended for U.S. residents age 12 and over.
For more information sbout ZYPREXA RELPREVY, contact]

Welcome to the ZYPREXA RELPREVV
Patient Care Program

(pout of the ZYPREXA RELP it s
otoc] with ZYPREXA et

‘symckome OS5

Fora bour of e oo

@Lilly USA, LLE, 2017. Al rights reserved.
VERSION: 1.37.0. PP-0D-US-0057 04/2017
Site hosted by United BioSource Corporation
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N - ZYPREXA RELPREVV Patient Care Program

On-line Training

ON-LINE TRAINING
Select your role(s) from the list below to access required training.
Prescriber

Healthcare Facility Staff

Pharmacy Service Providers (pharmacies and
buy & bill pharmacy service providers)

Relprevv
PRIVACY POLICY TERMS OF USE (olanzapine) For Extended Re!eazfg

Home | On-line Training | Registration Forms | Order Educational Materials | Praescribing Information | Medication Guide |

Fleasze see Prescribing Information for full detsils about the risks of 2YPREXA RELFREVY, including Boxed VWamings.

This site is intended for U.S. residents age 18 and over.
For more informstion about ZYPREXA RELFREWV, contact your doctor or other heslihcare professional.

BlLilly USA, LLC, 2017. All rights reserved.
VERSION: 1.37.0. PP-OD-US-0057 04 /2017 .
Site hosted by United BioSource Corporation
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— - ZYPREXA RELPREVV Patient Care Program

.‘\

Required Prescriber Training

1. ZYPREXA REI PREVV Patient Care Program Instructions Brochure

2. Healthcare Professional Training (select one)
# Slide Presentation

OR

¢ Recorded Presentation

ADDITIONAL RESOURCES

Post-Injection Delirium/Sedation Syndrome Case Study Video

Once you have completed the required training, submit the appropriate registration form.

Relprevv
PRIVACY POLICY TERMS OF USE (olanzapine) For Extended Reﬁe;é'e

Home | On-line Training | Registration Forms | Order Educational Materials | Prescribing Information | Medication Guide |

Fleasa see Prescribing Information for full detzils sbout the risks of Z¥PREXA RELPREVV, including Baxed Wiamings.

This site is intended for U.3. residents sge 18 and over.
For more information sbout ZYPREXA RELPREVY, contact your doctor or other heslthcare professional.

BLilly USA, LLC, 2017, Al rights reserved.
VERSION: 1.37.0. PP-OD-US-0057 D4/2017 .
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EXA RELPREVYV Patient Care Program

e 2"‘@ https://training.zyprexa... O ~ @ & || (@ training.zyprexarelprevvpro... % | | e @

Required Prescriber Training

1. ZYPREXA RELPREVV P4

2. Healthcare Professional Tl
« Slide Presentation
OR

Relprevv

~ (olanzapine) For Extended Release
ADDITIONAL RESOURCES Injectable SUSPBHSIOH

* Recorded Presentation

Post-Injection Delirium/Sedation Syr|

Once you have completed the required tr{

PRIVACY POLICY TERMS OF

Home | On-line Training | Registration Forms | Order

Plesse see Prescribing Information for full detsils sbout the risks of ZYFREXA REY e /

This site is intended for U.S. residents sge 18 and over.
For more information about ZYPREXA RELPREVY, contact your doctor or other he

‘BLilly USA, LLC, 2017. All rights reserved.
VERSION: 1.37.0. PP-OD-US-0057 04/2017
Site hosted by United BioSource Corporation

Reference ID: 4596482
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EXA RELPREVYV Patient Care Program

Required Prescriber Training

1. ZYPREXA RELPREV\
2. Healthcare Profession
e Slide Presentation

OR

¢ Recorded Presentati¢

ADDITIONAL RESOURCES

Post-Injection Delirium/Sedation

Once you have completed the requirg

PRIVACY POLICY TERM

Home | On-line Training | Registration Forms |

Please see Prescribing Information for full details about the risks of ZYPRE]

This site is intended for U.S. residents sge 18 and over.
For more information about ZYPREXA RELPREVV, contact your doctor or

Lilly USA, LLC, 2017. All rights reserved.

-' e https://training. zyprexarelprewv.. O ~ @& & ”ehaining p prevvpro... X| | v {é} @

Training Presentation

(olanzapine) For Extended Release

Injectable Suspension

Training for Healthcare Professionals

COTHIST 10/2012 @LilyUSA LLC 2012 Allights reserved. mRelprevv
Y BZYPREXA RELPREVV and the ZYPREXA RELPREVV logo are (otanzapine) For Extended Release
registered trademerks of EliLily and Comgany. fivk

The goal of this presentation is to educate healthcare professionals in an effort to mitigate negative
outcomes associated with ZYPREXA RELPREVV post-injection delirium/sedation syndrome (PDSS).
Healthcare professionals include: physicians, nurses and any other professionals who will be
involved with the care of the patient receiving the injection.

DI, 4han D, ihimes Ing, o s,

VERSION: 1.37.0. PP-OD-US-0057 04/201:
Site hosted by United BioSource Corporation
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Required Prescriber Training

ZYPREXA RELPREVV Patient Care Program

1. ZYPREXA RELPREVV Pj
2. Healthcare Professional T
¢« Slide Presentation

OR

Recorded Presentation

‘= HCP_ROM - Internet Explorer

2 https://zyprexa.dev.ubcpsc.com/p

ZYPREXA® RELPREVV™

Post-Injection Delirium/Sedation Syndrome Case

Qnce you have completed the required training, submit

PRIVACY POLICY TERMS OF

Pizase see Prescribing Information for full details abowt the nisks of ZYPREXAR

Please see the Prescribing Information and the Reconstitution and Administration Poster before using ZYPREXA® RELPREVV™

PP-OD-US-0046 06/2017 © Lilly USA, LLC 2017. All Rights Reserved
> ZYPREXA® RELPREVV™ and the ZYPREXA® RELPREVV™ logo are
registered trademarks of Eli Lilly and Company

ZYPIeXa
(olanzapine) For Extended Release
Injectable Suspension

This site is intended for U.5. residents age 15 and awer.

For more information about ZYPRED

28 RELPREVA. contact your doctor or other healtheane professional

Sy USA, LLC 2017. All rights resarvad.
w;:nswﬂ: 1.35 0.2 PP-O0-US-0057 042017 5,
Site hosted by United BioSource Corporation
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ZYPREXA RELPREVYV Patient Care Program

Post-Injection Delirium/Sedation Syndrome Case Study Video

ADDITI iil

(olanzapine) For Extended Release
Injectable Suspension

210mg/ial, 300mg/vial, ana 405mg/vial

PRIVACY POLICY

=

|
This site is intended for U.!

e Post-Injection Delirium/Sedation | _ - R
i = » 4 = :00: §39:
For more information abou Syndrome Case Study Video -

©Lilly USA, LLC, 2017. All rights reserved.
VERSION: 1.37.0. PP-OD-US-0057 04, /2017 Y
Site hosted by United BioSource Corporation
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ZYPREXA RELPREVYV Patient Care Program

Required Healthcare Facility Staff Training

& REQUIRED TRAINING FOR STAFF ADMINISTERING INJECTIONS
AND STAFF WHO MONITOR PATIENTS

1. Healthcare Professional Training (select one)
. Sl ]
OR
. .

2. ZYPREXA RELPREVV Patient Care Program Instructions Brochure

® REQUIRED ADDITIONAL TRAINING FOR STAFF ADMINISTERING INJECTIONS
3. Reconstitution & Administration Instruction

& Training Video
AMD

® Poster (view and/or print)

ADDITIONAL RESOURCES

Post-Injection Delirium/Sedation Syndrome Case Study Video

Once all the appropriate staff from a healthcare facility have completed the reguired training, a
representative from the facility must submit the Healthcare Facility Registration Form.

zyprexalclprevyv

Home | On-line Training | Registration Forms | Order Educational Materials | Frescribing Information | Medication Guide |

Plaase spe Prescribing Informatian for full details sbout the risks of ZYPREXA RELPREVY, including Booed Warnings.

This site is intended far LS. residents age 18 and aver.
For more infarmation abowt ZYPREXA RELPREVV, contact your doctar o other healthoare prafessional.

Lty USA, LLE, 2017, Al rights reserved. .
WERSION: 1.37.0. PP-OD-US-0057 0472017
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M\RELPREW Patient Care Program

\ //
Required Healthcare Facility Staff Training

® REQUIRED TRAINING FOR STAFF ADMINISTERING INJECTIONS
AND STAFF WHO MONITOR PATIENTS

1. Healthcare Professional Training (select one)
. Slid .
OR

= O X
@"“_‘Ie https://training zyprex.. © ~ @ © H @ training.zyprexarelpre... * ‘ I T @
A

Training Presentation

(olanzapine) For Extended Release

Injectable Suspension
Training for Healthcare Professionals

repdurod badrsats of BiLiy st

COTE19T MVZI12 OUR/USA, LLC 2012, XInghts ssernsd WReIprevv
% RYPREXA SELPREVY wd # ZYPREXAFELPREV log o folruapiae) For Extencid s
Carpery ECIRA SuEN0

The goal of this presentation is to educate healthcare professionals in an effort to mitigate negative
outcomes associated with ZYPREXA RELPREVV post-injection delinum/sedation syndrome (PDSS).
Healthcare professionals mdude physwlans nurses and any other professionals who will be
involved with the care of the p g the injecti —

OLilty usA, Please see the Prescribing Information and the Reconstitution and Administration Poster

VERSION: 1 before using ZYPREXA RELPREVV. Y
Site hoste

Reference ID: 4596482 10



. .2 FRQB(A RELPREVV Patient Care Program

Required Healthcare Facility Staff Training
X

O
G"i\'le https://training zyprexa.. © ~ @ C || 2 training.zyprexarelprevvpro... * | | hwi®

Relprevv

(olanzapine) For Extended Release
Injectable Suspension

",
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— " ZYPREXA RELPREVV Patient Care Program

Required Healthcare Facility Staff Training

® REQUIRED TRAINING FOR STAFF ADMINISTERING INJECTIONS
AND STAFF WHO MONITOR PATIENTS

(& Reconstitution & Administration Instruction ...  — X

‘ @ https://training.zyprexarelprevvprogram.com/public/media/videoPla ﬂ
-*-ri‘“;a:; - W - =

Relprevv
(olanzapine) For Extended Release
injectabie Suspension

LYPREXA RELPREVV

RECONSTITUTION AnD ADMINISTRATION TRAINING

Once all the appropriate staff from a healthcare facility have completed the required training, a

representative from the facility must submit the Healthcare Facility Registration Form.

Relprevv
PRIVACY POLICY TERMS OF USE (olanzapine) MR;T Eﬂw Release

Home | On-line Training | Registration Forma | Ovder Educotional Materials | Prescriblog Information | Medication Guide |

Please see Prescribing Informesiion for ull detals abour the risks of ZYPREXA RELPREVV, inchuding Boxed Warmings.

This site is ¥nended for U.S. resdents age 18 and over.
Far mare rdormiation about ZYPREXA RELPREVV, contact your doctor of ather healthcare professonal

DLty USA, LLC, 2017, Al rights sexerved.
VEHSION: 1.37.0. PP-OD-US 0057 04/2017 g
Site hosted by United BioSource Corporation
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— - ZYPREXA RELPREVYV Patient Care Program

Required Healthcare Facility Staff Training

& REQUIRED TRAINING FOR STAFF ADMINISTERING INJECTIONS
AND STAFF WHO MONITOR PATIENTS

1. Healthcare Professional Training (select one)

— O X

| I a.—'*—._ g‘.’; [y

el Lo S

e |@ https://training.zyprexa.. 20 ~ @ C || @training.z}rprexarelprm... x

"~
Instructions to Reconstitute @LL mi REEE Ip I"EI Vv
and Administer ZYPREXA RELPREVV Infectabie Suspension
FOR DEEP INTRAMUSCULAR GLUTEAL INJECTION OINLY. For Important Safety Information, including boxed wornings,
NOT TO BE INJECTED INTRAVENOUSLY OR SUBCUTANEDUSLY, e the full Prescriing Informetion prsiced.
STEP 1 ELEITEy=TTE
CGonvenianca kit includas:
{5aa Figura 1 on i)
f ,“ « Wial of TYPREXA RELPREWY powesr
= 3-mL vial of dilsent
r .wﬁmﬁﬂiﬁgm -attached 18-gauge, 1.5-inch [3B mm) Hypedammic Nesdle-Fro®
= T 19-gauge, 1.5-inch {38 mmij Hypodermic Neada-Pro nesdes with nesde prolection devics.
Flgum 1: Cosirch of conrieece A2 _
Fﬂﬁ?ﬁﬂ%ﬁmﬂ ﬁ miri, 18-gauge or langer needls (not ncluded in convenience

IIl ZYPREXA RELFREWY must be suapended using oy the dilant supplied in the conveniance kit

It iz racommenided that glowves are wsed when rnnursh‘hrhng a5 FYPAELA RELFAEYY may be imkating to
tha skin. Fush with water F contact ie made with ki

STEP 2

Fetar io the tebke &t ft b datarmine the amount of dilusnt 1o be added 1o poswder for reconstiution
of =ach vial etrength.

|I| ks important fo note that there is mors dilusnt in the wial than is neaded i reconstiute,

STEP 3 e = l

3.1 Loasan the powder by Tghily bapping the vial

" 1.7 Opan the prapackegad Hypodamic Meeda-Fro syringe and nesdls with nesdla protection devics.
"--"‘! 9% Withdrnw the nm.dotarmingd diluect uwluma (Sten 1 intn the aurinng

W

DLy USA, LLC, 2007, All rights reserved.
VERSION: 1370, PP-OD-US-0057 04,2017 o
Site hosted by United BioSource Corporation
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: " ZYPREXA RELPREVV Patient Care Program

Post-Injection Delirium/Sedation Syndrome Case Study Video

e R S . T EAT AL . e . ——— . ————

-

—

(olanzapine) For Extended Release
Injectable Suspension

210mg/vial, 300mg/vial, ana 405mg/vial

™

Post-Injection Delirium/Sedation
= 00:00:04 / 00:39:19
i oy = TR < —— /

Unce all the appropriate stalt from a healthcare racility have completed the required training, a
representative from the facility must submit the Healthcare Facility Registration Form.

gyprexalelprevyv

(olanzapine) For Extended Release
Injectable Suspension

PRIVACY POLICY TERMS OF USE

Home | On-dine Training | Registrution Forms | Oeder Educations! Matarisls | Prescribing Information | Medication Guide |

Please see Presoribiyg informresion for Sl detsls aboc the reks of ZYPREXA RELPREVY, including Boxed Wamings.

This site is erended for U.S. resdants age 18 and over.
For mare mformation about ZYPREXA RELPREVV, cantact yuur doctor of alher healthcars prolessionsl

DUy USA, LLC, 2017, AN rights reserved.
VERSION: 1.57.0. PP.OD-US-0057 0472017 y,
Site hosted by United BioS Corporation
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ZYPREXA RELPREVV Patient Care Program

Required Pharmacy Service Provider Training

1.

ZYPREXA RELPREVV Patient Care P Instructions Brocl

It is the responsibility of the pharmacy service provider representative to assure
that all staft involved with dispensing ZYPREXA RELPREVV have reviewed the
ZYPREXA RELPREVY Patient Care Program Instructions Brochure prior to
submitting one of the registration forms below.

o Pl Registration F
OR

# Buy & Bill Pharmacy Service Provider* Registration Form

* Buy & Bill Pharmacy Service Provider - 3 licensed healthcare provider that purchases
pharmaceuticals through 2 licensed distributor for its own use in the treatment of 2

patient and then includes the cost of the pharmaceutical in its billing of patients and
third-party payers.

Relprevv
{olanzaping) For Extended Release
PRIVACY POLICY TERMS OF USE I Suspension

Flease see Presoribing Informedon for full details about the risks of ZYPREXA RELPREVY, including Bowsed Warmings.

This =iter i5 irtended for U2, residents age 15 and over.
Far mane imfomatian abowt ZYPREXA RELFREVY, contact your doctor of alher healthcans prolessional.

LNy USSR, LLC, 2007, All rights résdrved.

VERSION: 1370, PP-OD-US-0057 04,2017 o
Site hosted by United BioSource Corporation
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A — WELPREVV Patient Care Program

Required Pharmacy Service Provider Training

e'fjle https://training.zyprexa.. © ~ & C H & training.zyprexarelprevvpro... * ‘ ’ N

- Zyprexa:elprevv

. (olanzapine) For Extended Release
s Injectable Suspension

Reference ID: 4596482 16



ZYPREXA RELPREVV Patient Care Program

Registration Forms

Prior to selecting and completing 2 registration form listed below, please ensure you have complezed
the appropriate training. To complete training on-line, select the "On-ling Training"” link below, or to
receive materizls in hard copy, select the "Order Educational Materials” link below,

Relprevv
PRIVACY POLICY TERMS OF USE fm}m

Please see Presoribing Informadon for full details abou the rsks of ZYPREXA RELPREVY, including Bosed Wamings.

This site i5 imended for U2, residents 18 and ower.

Far rone mformation abou ZYPRENA EWYW, pontact your doctor of olher healthcars prolessional.
ALy USE, LLC, 2007, Al rights reserved.
VERSTION: 1378, PP-OD-US-0057F 04,/ 2017 o
Site hosted by United BioSource Corporation
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[£] Registration Type

Do you want to complete your
registration on-line or print a
registration form?

Reference ID: 4596482 18



ZYPREXA RELPREVV Patient Care Program

ﬁ PRESCRIBER REGISTRATION FORM

PRESCRIBER REGISTRATION FORM

;mmRe,prevv To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete this form.

(m)mmm Training must be completed before a prescriber may be enrolled in the ZYPREXA RELPREVY Patient Care Program.
able Suspension

PRESCRIBER INFORMATION

® Enrollment O Reenrollment

First Name: | | MI:[_ | Last Name:| |
Degree: OMD ODO ONPOPA O Nurse with prescriptive authority O Other with prescriptive authority
License Number: [ | state of Issue: | v

Treatment Facility /Practice (where you see your patients): | |

If you see your patients at multiple locations please contact the ZYPREXA RELPREVV Patient Care Program Coordinating Center to provide additional facility/practice information
Address Line 1: | |

Address Line 2: | |

City: | | state: | v zip: [ ]
Phone: |';' — Alternate Phone: |';'_-_
Fax: |_J - Prescriber Email: | |

Preferred Method of Communication: O Email OFax

By signing below, I acknowledge that:
[T understand the ZYPREXA RELPREVV Patient Care Program requirements and the risks associated with ZYPREXA RELPREVV. N
[ fregistration/SelfReqister.aspx?TID=3

Reference ID: 4596482



ZYPREXA RELPREVV Patient Care Program

[=] PRESCRIBER REGISTRATION FORM o

By signing below, I acknowledge that: .
[JI understand the ZYPREXA RELPREVV Patient Care Program requirements and the risks associated with ZYPREXA RELPREVV.
I have completed the mandatory ZYPREXA RELPREVYV training.

[JI understand the clinical presentation of post-injection delirium/sedation syndrome (PDSS) and how to manage patients should an event occur while using ZYPREXA
RELPREVV;

[JI understand that ZYPREXA RELPREVYV should only be initiated in patients for whom tolerability with oral olanzapine has been established;

[JI understand that ZYPREXA RELPREVV should only be administered to patients in healthcare settings (e.g., hospitals, clinics) that have ready access to emergency
response services and that can allow for continuous patient monitoring for at least 3 hours post-injection.

I will enroll all patients in the ZYPREXA RELPREVV Patient Care Program registry prior to prescribing ZYPREXA RELPREVV by completing the Patient Registration Form.
[JI will ensure all suspected cases of PDSS are reported to the ZYPREXA RELPREVV Patient Care Program within 24 hours of becoming aware of the event.
[JI will review the ZYPREXA RELPREVV Medicaticn Guide with each patient prior to prescribing.

[JI understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact me to resolve discrepancies, to obtain information about a patient, or to
conduct occasional surveys.

I may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9391% or by phone at 1-877-772-9390%.
If I revoke my registration, I will no longer be eligible to prescribe ZYPREXA RELPREVV.
Lilly may disenroll prescribers that are non-compliant with the program requirements.

[JI, attest that I am the Prescriber, and understand that by clicking submit the information provided on this form is true and accurate.

State License Number: | |

[ .ot J Corce

Phone 1-877-772-9390%% FAX 1-877-772-9391'% www.zyprexarelprevvprogram.com

fregistration/SelfRegister.aspx?TID=3

Reference ID: 4596482 20



SelfRegister.aspTID=3

[=] Confirm Close Window

process without submission.

o Enroliment data will not be retained if you leave the enroliment

Reference ID: 4596482
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ZYPREXA RELPREVYV Patient Care Program

Ik & € | ® ® [5% - g Collborate - 4 Sign- (= [ T /1 | @

PRESCRIBER REGISTRATION FORM

To be enrolled in the ZYPREXA RELPREV Patient Care Program, complete and fax

Rel Prevyv:  tnis fom to 1-877-772-9391.

(olanzaping) For Extended Relgase i ) .
g . Training must be completed before a prescriber may be enrolled in the ZYPREXA
Injoctable Suspension g\ pEEVY Patient Care Program.

PRESCRIBER INFORMATION
O Enrcliment O Reenmcliment

First Name: M Last Name:

Degree: [ImMo oo Owe Oea  [Onurse with prescriptive authority [ Other with prescriptive authority

License Number: State of Issue:

Treatment Facility/Practice (Where you see your patients):
If you see your patientsz at multiple locationz pleaze confact the ZYPREXA RELPREVV Patient Care Program Coordinating Cerder fo provide
additional facilityjpractice information

Address Line 1

Address Line 2:

State:

Alternate Phone:

Prescriber Email:

Prefemed Method of Communication: [ Email O Fax

By signing below, | acknowledge that
= | understand the ZYPREXA RELPREWV\V Patient Care Program requirements and the risks associated with ZYPREXA RELPREV.
| have completed the mandatory ZYPREXA RELPREVV training.

| understand the dinical presentation of post-injection deliium/sedation syndrome (PDSS) and how to manage patients should an event
occur while using ZYPREXA RELPREVV:

| understand that ZY¥PREXA RELPREVV should only be initiated in patients for whom tolerability with oral olanzapine has been established:;

Reference ID: 4596482 22



ZYPREXA RELPREVV Patient Care Program

ﬁg & ® |15% . %j Collaborate f Sign + Iﬁ E"":I ,_ I ‘

Fax: Prescriber Email:

Preferred Method of Communication: [ Email O Fax

PRESCRIBER AGREEMENT

By signing below, | acknowledge that

| understand the Z¥ PREXA RELPREVW Patient Care Program requirements and the risks associated with ZYPREXA RELPREWVV.

| have completed the mandatory ZYPREXA RELPREWV training.

| understand the dinical presentation of post-injection deliium/sedation syndrome (PDS5) and how to manage patients should an event
occur while using ZYPREXA RELPREVV:

| understand that Zy'PREXA RELPREVV should only be initiated in patients for whom tolerability with oral olanzapine has been established;
| understand that ZYPREXA RELPREVY should only be administered to patients in healthcare setfings (e.g.. hospitals, dinics) that

hawve ready access to emergency response services and that can allow for continuous patient monitoring for at least 3 hours
post-injection.

I will enrcll all patients in the Z¥PREXA RELPREVW Patient Care Program registry prior to prescribing ZYPREXA RELPREVV by
completing the Patient Registration Fomn.

I will ensure all suspected cases of PDSS are reported to the ZYPREXA RELPREVV Patient Care Program within 24 hours of becoming
aware of the event.

I will review the Z¥YPREXA RELPREVV Medication Guide with each patient prior to prescribing.

| understand that the ZYPREXA RELPREVV Patient Care Program Cocrdinating Center may contact me to resclve discrepancies, to
obtain information about a patient, or to conduct occasional surveys.

| may cancel this registration by notifying the ZYPREXA RELPREWV Patient Care Program Coordinating Center by fax at 1-877-772-9381 or by
phone at 1-877-772-8380.

If | revoke my registration, | will no longer be eligible to prescribe ZYPREXA RELPREVV.

Lilly may disenrcll prescribers that are non-compliant with the program requirements.

Prescriber Signature meonth day year

IONE 1-877-7T72-9390 FAX 1-877-7T72-9391 wWww_Zyprexarelprevvprogram_com
Wersion 2.0 03Aug2012 CONFIDENTIAL Page 1ot1
0073353 10/2012 SLIY USA, LLC 2012 Al rights reserved.
STYFREXA RELPREVV and the ZYPREXA RELPREVV logo ar registensd trademarks of E1 Lty and Company. %
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[£] Registration Type

Do you want to complete your
registration on-line or print a
registration form?
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A ﬂm RELPREVV Patient Care Program

E PHARMACY REGISTRATION FORM

PHARMACY REGISTRATION FORM

mﬂe’prevv To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete this form.

fm)m&wm Training must be completed before a pharmacy may be enrolled in the ZYPREXA RELPREVV Patient Care Program.

PHARMACY INFORMATION

@ Enrollment O Reenrollment
Pharmacy/Hospital Name: | |
Pharmacy DEA Number: | |

Please specify description of Pharmacy:
O Community / Retail O Specialty Pharmacy ) Hospital or Institution O Other

Address Line 1:] |

|

City: | | State: Zip: [ |
Primary Phone: Secondary Phone: |(__)_ -

Fax:

SHIP TO INFORMATION

Ship To Address (if the same as above check here) O
Ship To Contact Name: | |

Address Line 1:] |
Address Line 2: | |

City: | | state: | ™ zip:[]

| [registration/SelfRegister.aspi?TID=2

Reference ID: 4596482 25



A— ﬂEXA RELPREVYV Patient Care Program
| E PHARMACY REGISTRATION FORM

Primary Phone: { ) - Secondary Phone: |} -
Fax:[( ) - |

SHIP TO INFORMATION

Ship To Address (if the same as above check here) [
Ship To Contact Name: | |

Address Line 1: | |
Address Line 2: | |

City: | | state: zZip: [ ]
Primary Phone: Secondary Phone: |(__)__ -
Fax:
First Name: | | MI:[ ] Last Name:| |
Email: | |
Phone: Fax:|(_ ) _ -

(i differant from sbove) [ different from above)

PHARMACIST-IN-CHARGE AGREEMENT

By signing below, I acknowledge that:
[JI have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.

[T will ensure that all appropriate pharmacy staff are trained and have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.

[JI will ensure that all appropriate pharmacy staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health care settings (e.g., hospitals, clinics)
that have ready access to emergency response services and that can allow for continucus patient menitoring for at least 3 hours post-injection.

[T will ensure that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior to dispensing each prescription/refill
| [registration/SelfRegister.aspx?TID=2

Reference ID: 4596482



. ZYPREXA RELPREVYV Patient Care Program

PHARMACY REGISTRATION FORM o
R R R -’ iR R R R A R Ml I - R R A i R A i B il E R - iR R
hosp|tals clinics) that have ready access to emergency response services and that can allow for continuous patient monitoring for at least 3 hours post- ~
injection.

01 will ensure that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior to dispensing each
prescription/refill by accessing the system.

1 will ensure that pharmacy staff will not dispense ZYPREXA RELPREVV directly to patients.
T will ensure pharmacy staff report the date of each ZYPREXA RELPREVV dispensing to the ZYPREXA RELPREVV Patient Care Program.

[JFor each dispense I will ensure prescription verification (includes patient eligibility check and recording the dispense date) is completed on the date of
dispense, prior to the convenience kit leaving the pharmacy.

01 understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the pharmacy to clarify information provided or to
obtain information about the patient.

I may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9391% or by phone at
1-877-772-9390%@. If I cancel, Lilly will cease to supply ZYPREXA RELPREVV to the pharmacy.

[J1, attest that T am the Pharmacist-In-Charge, and understand that by clicking submit the information provided on this form is true and accurate

Confirm DEA #: | |

Submi

Phone 1-877-772-9390%% FAX 1-877-772-9391%% www.zyprexarelprevvprogram.com

LILLY LLC, USA. ALL RIGHTS RESERVED.
VERSION: 1.33.0 OD92366 -
Site hosted by United BioSource Corporation (W)

[registration/SelfRegister.aspx?TID=2

Reference ID: 4596482 27




E PHARMACY REGISTRATION FORM =]

=] Cconfirm Close Window

Enraliment data will not be retained if you leave the enrollment
process without submission,

[registration/SelfRegister.aspx?TID=2
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ZYPREXA RELPREVV Patient Care Program

O € eesw -

[1 /71 | @

PHARMACY REGISTRATION FORM

To be enrclled in the ZYPREXA RELPREVY Patient Care Program, complete and
fax this form to 1-877-772-9351.

Training must be completed before a pharmacy may be enrolled in the ZYPREXA
RELPREVV Patient Care Program.

PHARMACY INFORMATION
O Enroliment [0 Reenroliment
Pharmacy/Hospital Mame:

Pharmacy DEA Number:
Fleaze spacify description of Pharmacy: O Community/Retail O Specialty Pharmacy [0 Hospital or Institution O Other
Address Line 1:
Address Line 2:
City:

Primary Phone: v Phone:

Fax:
Ship To Address (if the same as above, check here) O

Ship To Contact Name:
Address Line 1:
Address Line 2:

City: 3 Zipo
Primary Phone: Secondary Phone:

Fanc

PHARMACIST-IN-CHARGE INFORMATION

First Name: M Last Mame:

Email:

Reference ID: 4596482



ZYPREXA RELPREVYV Patient Care Program

/1| @

Address Line 1:

Address Line 2:

City: State: Fip:

Primary Phone: = dary Phone:

Fax:

PHARMACISTIN-CHARGE INFORMATION

First Name: Mz Last Name:

Email:

Phome: Fax:
{If different from above) {If aiferent from above)

By signing below, | acknowledge that:
= | have read and understand the ZYPREXA RELPREWVY Patient Care Program Instructions Brochure.

| will ensure that all appropriate phammacy staff are trained and have read and understand the ZYPREXA RELPREVW Patient Care
Program Instructions Brochure.
| will ensure that all appropriate phammacy staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health
care settings (e.g., hospitals, clinics) that have ready access to emergency response services and that can allow for continuous patient
menitoring for at least 3 hours post-injection.
| will ensure that pharmacy staff will verify that the patient is enrclled in the ZYPREXA RELPREWV Patient Care Program registry prior to
dispensing each prescription/refill by accessing the system.
| will ensure that pharmacy staff will not dispense ZYPREXA RELPREVV directly to patients.
I will ensure pharmacy staff report the date of each ZYFREXA RELPREVV dispensing fo the ZYPREXA RELPREVV Patient Care Program.
For each dispense | will ensurs prescription verification (indudes patient eligibility check and recording the dispense date) is completed
on the date of dispense, prior to the comvenience kit leaving the phamacy.
| understand that the ZYPREXA RELPFREVV Patient Care Program Coordinating Center may contact the pharmacy to clarify information
provided or obtain information about the patient.

| may cancel this registration by notifying the ZYPREXA RELPREVW Patient Care Program Coordinating Center by fax at 1-877-772-8321 or by

phone at 1-877-772-0380. If | cancel, Lilly will cease to supply ZYPREXA RELPREVV to the pharmacy.

Drate: | | |_| | | | | | |

Pharmacist-in-Charge Signature month day year
PHONE -T72-9390 www_zyprexarelprevvprogram. com
Version £.0 300ct2014 Page 1af1

CDS295E DV20A SLIY USA, LLC 2014, ANl Aghts reserved.

ZYPREXA®RELPREVV™ and the ZYPREXA RELPREWY logo ane registered rademarks of EX Lily and Company ﬂ%’

Reference ID: 4596482
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[£] Registration Type

Do you want to complete your
registration on-line or print a
registration form?

Reference ID: 4596482 31



EXA RELPREVV Patient Care Program

E BUY AND BILL" PHARMACY SERVICE PROVIDER REGISTRATION FORM

BUY AND BILL* PHARMACY SERVICE PROVIDER REGISTRATION FORM
;m’Re’prevv- To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete this form.
(olanzapine) For Extended Release Training must be completed before a pharmacy service provider may be enrolled in the ZYPREXA RELPREVV Patient Care Program.
Injectable Suspension

PHARMACY SERVICE PROVIDER INFORMATION

@ Enrollment O Reenrollment
Facility Name: | |
DEA Number: | |

Please specify description of Pharmacy:
) Community / Retail ) Specialty Pharmacy ) Hospital or Institution ) Other

Address Line 1: | |

Address Line 2: | |

city: | | state: zip: [
Primary Phone: Secondary Phone: |(__)__ -

Fax:|(__)__ -

SHIP TO INFORMATION

Ship To Address (if the same as above check here) [
Ship To Contact Name: | |

Address Line 1: | |
Address Line 2: | |

City: [ | State:| ~  zip:[]

fregistration/SelfRegister.asp?TID=4
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— ﬂEXA RELPREVV Patient Care Program

g BUY AND BILL" PHARMACY SERVICE PROVIDER REGISTRATION FORM

City: | | State:| Zip: [ ] N '
Primary Phone: Secondary Phone: |[(__ ) -
Faxi[( ) - ]

ADMINISTRATOR INFORMATION

First Name: | ] MI:[ | Last Name: | |

Preferred Method of Communication: O Email O Fax

Email: | |

Phone:|__)_ - Fax: | ) _ -

[if different from abaove)

{if different from above)
PHARMACY SERVICE PROVIDER AGREEMENT

By signing below, I acknowledge that:
[JI have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.
I will ensure that all appropriate pharmacy staff are trained and have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.
[OI will ensure that all appropriate pharmacy staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health care settings (e.g., hospitals, clinics)
that have ready access toc emergency response services and that can allow for continucus patient monitoring for at least 3 hours post-injection.
[T will ensure that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior to dispensing each prescription/refill
by accessing the system.
I will ensure that pharmacy staff will not dispense ZYPREXA RELPREVV directly to patients.
[T will ensure pharmacy staff report the date of each ZYPREXA RELPREVV dispensing to the ZYPREXA RELPREVV Patient Care Program.
OFor gach dispense I will ensure prescription verification (includes patient eligibility check and recording the dispense date) is completed on the date of dispense, prior to
the convenience kit leaving the pharmacy.
[JI understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the pharmacy to clarify information provided or to obtain information
about the patient. v

Jregistration/SelfRegister.aspu?TID=4
_"-"-"--""-"->--"-"--"->-"->-> - ———————————————— ]
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S EXA RELPREVV Patient Care Program
o

[Z] BUY AND BILL" PHARMACY SERVICE PROVIDER REGISTRATION FORM
PHARMACY SERVICE PROVIDER AGREEMENT P
By signing below, I acknowledge that:

I have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.
[T will ensure that all appropriate pharmacy staff are trained and have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure.

[T will ensure that all appropriate pharmacy staff understand that ZYPREXA RELPREWV can only be dispensed for use in certain health care settings (e.g., hospitals, clinics)
that have ready access to emergency response services and that can allow for continuous patient monitoring for at least 3 hours post-injection.
[T will ensure that pharmacy staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior to dispensing each prescription/refill

by accessing the system.

[T will ensure that pharmacy staff will not dispense ZYPREXA RELPREVV directly to patients.

[T will ensure pharmacy staff report the date of each ZYPREXA RELPREVV dispensing to the ZYPREXA RELPREVV Patient Care Program.

OFor gach dispense I will ensure prescription verification (includes patient eligibility check and recording the dispense date) is completed on the date of dispense, prior to

the convenience kit leaving the pharmacy.
[JI understand that the ZYPREXA RELPREVV Patient Care Program Ceordinating Center may contact the pharmacy to clarify information provided or to obtain information

about the patient.

I may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9391% or by phone at 1-877-772-9390@. If
I cancel, Lilly will cease to supply ZYPREXA RELPREVV to the facility.

[JI, attest that I am the Administrator, and understand that by clicking submit the information provided on this form is true and accurate.

Confirm DEA #:

*Buy & Bill Pharmacy Service Provider - a licensed healthcare provider that purchases pharmaceuticals through a licensed distributor for its own use in the treatment of a patient and then includes the cost of the
pharmaceutical in its billing of patients and third-party payers.

FAX 1-877-772-9391'% www.zyprexarelprevvprogram.com

Phone 1-877-772-9390%%

EiEE o R e I ——————SS————————————————8.
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E BUY AND BILL" PHARMACY SERVICE PROVIDER REGISTRATION FORM

=] confirm Close Window

Enroliment data will not be retained if you leave the enroliment
o process without submission.

[fregistration/SelfRegister.aspxITID=4
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ZYPREXA RELPREVYV Patient Care Program

ﬁ Ej I_il g Collaborate ~ / Sign ~ ’_ 1 ‘

. To be enrolled in the Z¥PREXA RELPREVV Patient Care Program, complete and
;YWRCIPFEVV fax this form to 1-877-772-8201.

(J\A'FIB.WEJA-:}:C;;’&%&“;EM Training must be completed before a pharmacy service provider may be enrolled in

the Z¥YPREXA RELPREVV Patient Care Program.

O Enrcliment O Resnroliment
Facdity Mame:
DEA Mumber:
Please specify description of Phammacy: [ Community/Retail [ Speciaity Pharmacy [ Hospital or Institufion [ Cther
Address Line 1

Address Line 2:

City: State: Zip:

Primary Phone: Secondary Phone

Fax:

Ship To Address (if the same as above, check here) O

Ship To Contact Name:

Address Line 1

Address Line 2:

City: State: Tp:
Primary Phone: Secondary Phone:
Fax:

First Name: ME: Last Name:
Prefemed Method of Communication: 0O Emal O Fax

Email:
Phone Fax:
0f aSerert fom abave) 0 difierent from abave)

By signing below, | acknowledge that:

Reference ID: 4596482 36



ZYPREXA RELPREVV Patient Care Program

ﬁ H J Q;_] Collaborate = / Sign -

[1 /71 | @

Ship To Address (if the same as above, check here) O
Ship To Contact Name:
Address Line 1:
Address Line 2:
City: State: Tp:
Primary Phone: Secondary Phone:

Fax:

First Mame: MI: Last Mame:
Prefemed Method of Communication: O Emal O Fax

Email:

Phone: Fax:
{f Emerent from above) i difierent from above]

By slg" ing below, | acknowiedge that:
| have read and understand the ZYPREXA RELFREVV Patient Care Program Instructions Brochus
| will ensure that all iate pharmacy staff are trained and have read and understand the ZVF'REXA RELPREVV Patient Care
Program Instructions. re.
1w e‘s..'e!ha! al .:ppn:m.:he pharmacy staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health
care setings (e sgn:is c:lmcs] that hauerex:yawess to emergency response senvices and that can allow for continuous patient
monitoring Tor Sean
| will ensure that phamacy suﬁ\m menfy t"at the patient is enrofled in the ZYPREXA RELPREVV Patient Care Program registry prior to
dispensing each prescription'refil by accessing the =)
| will ensure that phamacy staff will not dispense ZYPREXA RELPREVV directy to patients.
| will ensure phamacy staff report the date of each ZYPREXA RELPREVV dispensing to the ZYPREXA RELPREVV Patient Care Program.

For dlspense will ensure presmpt ion werfication -|ndudes patient eligibility check and reconding the dispense date) is completed
on e of dispense, prior 1o the convenience kit eavngt phanma

cy.
] undesmd that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the pharmacy to darify information
provided o to obtain information about the patient.
may cancel this registration by notifying the ZYPREXA RELPREVV Patient Care Program Coordinating Center by fax at 1-877-772-9301 or by
phone at 1-B77-772-2300. I | canced, Lilly will cease to supply ZYPREXA RELPREVV to the facility.

mlll-lll-llll\
day

Admirsstrator Signature month
* Buy & Bill Pharmacy Service Provider - a ficensed jprovides ‘fmmu}mmsed:tsmbmwkx.és
own use in the trestment of a patient and then includes the cost ai:faep’umaoamca'm its hiling of patients and thirdparty payers.

Version 4.0 300ct2014 CONFIDENTIAL Fage 1 af 1
ODIBAS a4 Sy LEA LLC 2014 Abiche
DVPRENAS FELPREVNI svi e FYPREXA RELIREVY tog e etared admata of B4 Liby and Cavparsy %
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=] Registration Type

Patient Registration Forms are
available in PDF format for printing.
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PATIENT REGISTRATION FORM

mRe, revv To be enrolled in the ZYPREXA RELPREWV Patient Care Program, complete and fax this form

frm‘mza,mne,l For Extended Release to 1-877-772-8301.
table Suspension

PATIENT INFORMATION

First Mame: M Last Name:

Date of Birth:

O Male O Female

O white [ Black or African American [ Native Hawaiian or Other Pacific Islander
O Asian [0 American Indian or Alacka Native O other

O Hispanic or Lating
[ MNon-Hispanic/Non-Lating

PRESCRIBER INFORMATION

First Mame: ML= Last Name:

License Number. State of |ssue:

Treatment Facility/Practice Mame (where you see the patient):

Address Line 1:

Address Line 2:

Will the patient be injected'monitored at your facility/practice?

(If Mo, complete next section)

Reference ID: 4596482
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INJECTING/MONITORING FACILITY INFORMATION

Facility Name (where the patient receives injecticns or monitoring]:

Address Line 1:

Address Line 2:

City:

PHONE 1-877-772-9390 FAX 1877772931 wWww_Zyprexarelprevvprogram.com
Wersion 2.0 03Aug20i2 CONFIDENTIAL Page 1of 2

OOT435T 1012 SLIY USA, LLC 2012 Al rights reserved.
=ZYFREXARELFREVV and the ZYFREXA RELFREVY logo am negistensd frademarts of E1 Lily and Campany. 5 ﬁﬁ%

PATIENT REGISTRATION FORM

PATIENT AGREEMENT
The maker of ZYPREXA RELPREWV, Eli Lilly and Company and their delegates nun the ZYPREXA RELPREVV Patient Care Program.

“Wour doctor will send your name, date of birth, and other information that directly identifies you to the Z¥PREXA RELPREWVV Patient Care
Program. Ask your doctor if you have guestions about the information that will be collected.

The Z¥PREXA RELPREVV Patient Care Program will collect and use your information in the following ways:

Reference ID: 4596482 40
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The ZYPREXA RELPREVV Patient Care Program will collect and use your information in the following ways:

“our doctor will provide dose, date and time of each injection, and other medical information to the ZYPREXA RELPREVV Patient Care
Program.

Your information will be stored in the ZYPREXA RELPREWV Patient Care Program computer system.
The information will be used to help Lilly leam more about the safety of ZYPREXA RELPREWVW.

Information from all patients in the ZYPREXA RELPREVV Patient Care Program will be reviewed and may be combined with information
from clinical studies.

This combined information will not be able to identify you or any other patient. This combined information may be shared with:
regulatory agencies,
doctors at other institutions,
= the commities oversesing the ZYFREXA RELPREVV Fatient Care Program, andior
publications or as part of scientific discussions.
Also, by signing this form you agree to the following:
| understand that | must enroll in the ZYPREXA RELPREVV Patient Care Program registry to get ZYPREXA RELPREWV.
| agree to have my information entered in the ZYPREXA RELPREVV Patient Care Program registry.
My doctor has explained the risks and benefits of treatment with ZYPREXA RELPREV.
| have received a copy of the Medication Guide.
| understand that | will be obsensed at the dinic for 3 hours after each injection.
Someone must go with me to my destination when | leave the clinic.

| understand that | can not drive or use heavy machinery for the rest of the day an which | get an injection.

| agree to seek medical care right away if | have a reaction such as excessive sleepiness, dizziness, confusion, difficulty talking, difficulty
walking, muscle stiffness or shaking, weakness, imital . aggression, anxety, increase in blood pressure or convulsions.

| agree to contact my doctor if | have a reaction to ZYPREXA RELPREWVV.
| may be asked to complete occasional surveys about my understanding of the risks and benefits of treatment with ZYPREXA RELPREWVV.

| or my caregiver have discussed any guestions or concems about my treatment with ZYPREXA RELPREVW with my doctor.

‘fou may stop participating in the ZYFREXA RELPREWV Fatient Care Program at any time by telling your doctor. If you stop participating. you
will no longer be able to receive the drug. Your doctor will no longer provide any of your information to the ZYPREXA RELPREVV Patient Care
Program except to answer safety questions. The ZYPREXA RELPREVV Patient Care Program will still use information that was collected
before you stopped participating. You will be provided a copy of this form.

owe | | J-LTI-LLTT]

month day year

Signature

Printed Name of Patient

Reference ID: 4596482 41
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I'agree to hawe my information entered in the ZYPREXA RELPREVV Fatient Care Program registry.

My doctor has explained the risks and benefits of treatment with ZYPREXA RELFREWVW.

| have received a copy of the Medication Guide.

| understand that | will be observed at the dinic for 3 hours afier each injection.

Someone must go with me to my destination when | leave the clinic.
= | understand that | can mot drive or use heavy machinery for the rest of the day on which | get an injection.
= | agres to seek medical care right away if | have a reaction such as excessive slespiness, dizziness, confusion, difficulty talking, difficulty

walkimg, muscle stifiness or shaking, weakness, irmitability, aggression, anxiety, increase in blood pressure or convulsions.

| agree to contact my doctor if | have a reaction to ZYPREXA RELPREVV.
= | may be asked to complete occasional surveys about my understanding of the risks and benefits of treatment with ZYPREXA RELPREVV.
= | ormy caregiver have discussed any guestions or concems about my treatment with ZYPREXA RELPREVV with my doctor.
‘fou may stop participating in the ZYPREXA RELPREVV Patient Care Program at any time by telling your doctor. If you stop participating, you
will no konger be able to receive the drug. Your doctor will no longer provide any of your information to the ZYPREXA RELPREVV Patient Cars
Program except to answer safety questions. The ZYPREXA RELPREVV Patient Care Program will still use information that was collected
before you stopped participating. You will be provided a copy of this form.

Signature

Printed Name of Patient

Printed Mame of Legal Guardian (if applicable)

[ Check the box i the patient has not signed due to enroliment decision being made by prescriber who is authorized via a court order.
Date of Court Order Expiration (MMDDYYYY)
[ This patient has been shown to be tolerant of oral olanzapine.

Signature of Prescriber month day year
Printed Name of Preseriber

PHONE 1-877-772-9390 FAX 1-877-T72-9391 www_zyprexarelprevvprogram_com
‘Version 2.0 03Aug2012 CONFIDENTIAL Page2of 2
COT357 2012 SLIY USA, LLC 2012 All ights reserved.

*ZYEREXA RELFREVV and the ZYFREXA RELPAEVY loge are regisier=d irademarks of E Lily and Company. %
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Patient Registration Forms are
available in PDF format for printing.
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PATIENT REGISTRATION FORM COPY

Re,prevv Provide this copy of the ZYPREXA RELPREVV Patient Care Program Patient Registration
{oianzapine) For Extended Release Form to the patient or guardian upon enroliment.
Injoctatie Suspension

PATIENT INFORMATION

LUH Last Name:

First Mame:

Date:

PATIENT AGREEMENT

The maker of Z¥PREXA RELPREWV, Eli Lilly and Company and their delegates run the ZYPREXA RELPREV Patient Care Program.

“four doctor will send your name, date of birth, and other information that directly identifies you to the ZYPREXA RELPREVV Patient Care
Program. Ask your doctor if you have questions about the information that will be collected.

The ZYPREXA RELPREVV Patient Care Program will collect and wse your information in the following ways:

“four doctor will provide dose, date and time of each injection, and other medical information to the Z¥PREXA RELPREVV Patient
Care Program.

“four informaticn will be stored in the ZYPREXA RELPREWV Patient Care Program computer system.

The information will be used to help Lilly learn more about the safety of ZYPREXA RELPREVV.

Information from all patients in the ZYPREXA RELPREVV Patient Care Program will be reviewed and may be combined with
information from clinical studies.

This combined information will not be able to identify you or any other patient. This combined information may be shared with:

regulatory agencies,
doctors at other institutions,
the commitiee overseeing the ZYPREXA RELPREVV Patient Care Program, and/or
publications or &= part of scentific discussions.
Also, by signing this form you agree to the following:
= | understand that | must enroll in the ZYPREXA RELPREVV Patient Care Program registry to get ZYPREXA RELPREVV.
= | agree to have my information entered in the ZYPREXA RELPREVV Patient Care Program registry.
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information from clinical studies.

This combined information will not be able to identify you or any other patient. This combined information may be shared with:
= regulatory agencies,

= doctors at other institutions,

= the committee overseeing the ZYPREXA RELPREV Patient Care Program, and/or

= publications or as part of scientific discussions.

Also, by signing this form you agree fo the following:

| understand that | must enroll in the ZYPREXA RELPREWV Patient Care Program registry to get ZYPREXA RELPREV.

| agree to have my information entered in the ZYPREXA RELPREVV Patient Care Program registry.

My doctor has explained the risks and benefits of treatment with ZYPREXA RELPREWVV.
| have received a copy of the Medication Guide.
| understand that | will be cbserved at the clinic for 3 hours after each injection.

= Someone must go with me to my destination when | leave the clinic.
| understand that | can mot drive or use heavy machinery for the rest of the day on which | get an injection.

| agree to seek medical care right away if | have a reaction such as excessive sleepiness, dizziness, confusion, difficulty talking, difficulty
walking. muscle stiffness or shaking. weakness, imitability. aggression, amdety, increase in blood pressure or convulsions.

= | agree to contact my doctor if | have a reaction to ZYPREXA RELPREWV.
= | may be asked to complete occasional surveys about my understanding of the risks and benefits of treatment with ZYPREXA RELPREWV.
= lormy caregiver have discussed any questions or concemns about my treatment with ZYPREXA RELPREVV with my doctor.

‘You may stop participating in the ZYPREXA RELPREVV Patient Care Program at any time by tellimg your doctor. If you stop participating, you
will no longer be able to receive the drug. Your doctor will no longer provide any of your information to the ZYPREXA RELPREVV Patient Care
Program except to answer safety questions. The ZYPREXA RELFREVW Patient Care Program will still use information that was collected
before you stopped participating. ou will be provided a copy of this form

Version 2.0 03Aug2012 CONFIDENTIAL Page 10f1
COT4557 10012 SLIY USA, LLC 2012 A nghts resenved.
“ZYFREXARELPREVV and the ZYFREXA RELPREVV logo ar registerd trademarks of E1 Lty and Gompary. m
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Do you want to complete your
registration on-line or print a
registration form?
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=] HEALTHCARE FACILITY REGISTRATION FORM

HEALTHCARE FACILITY REGISTRATION FORM

mﬂe’prevv To be enrolled in the ZYPREXA RELPREVV Patient Care Program, complete this form.

fm)m&mm Training must be completed before a healthcare facility may be enrolled in the ZYPREXA RELPREVV Patient Care Program.

HEALTHCARE FACILITY INFORMATION

@Enroliment O Reenrollment
Healthcare Facility Name:

Please specify location of Healthcare Facilities:
O Prescriber Office O Clinic / Outpatient Facility O Hospital O Other
Address: |

| state: | ~  zip: [ ]

Phone:|(__)_ - Fax:|(__)__ -

AUTHORIZED HEALTHCARE FACILITY REPRESENTATIVE INFORMATION

First Name: | MI: |
Position/Title:

Phone: Fax:

Email:

Preferred Method of Communication: OEmail OFax

You may identify Delegate(s) to enter the necessary patient data into the Patient Care Program system.

Delegate FirstName:[ ]| MI:[ ] lastName:[ |

| Facility Name: [ |

Jregistration/S ister.aspr?TID=1

Reference ID: 4596482



" ZYPREXA RELPREVV Patient Care Program

E HEALTHCARE FACILITY REGISTRATION FORM

FAdCINILY NdITIE: | |

Phone: Fax:|(__)__ -

(if differant from abawve) {if different from above)
Email: | |

Delegate FirstName:[ | MI:[ | lastName:[ ]

Facility Name: | |

Phone: Fax:|(__)_ -

(if differant from abawve) {if different from above)
Email: | |

| Delegate FirstName:[ | ML[ | lastName:[ ]

Facility Name: | |
Phone:[()__ - | Faxs(L ) -

(if different from above) (if different from above)
Email: | |

Delegate FirstName:[ | MI:[ ]| lastName:[ |

Facility Name: | |

Phone: Fax:|(_ ) -

(if differant from abawve) {if different from above)

Email: [ |

If additicnal Delegates are required contact the Coordinating Center.

HEALTHCARE FACILITY AGREEMENT

As the authorized representative for this facility, I attest that:

Jregistration/S isteraspy?TID=1
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As the authorized representative for this facility, I attest that:
I have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure;

[OJ1 will ensure that all appropriate staff are trained and have read and understand the ZYPREXA RELPREVV Patient Care Program Instructions Brochure as well as the
following Training Materials:

- ZYPREXA RELPREVV Healthcare Professional Training
- ZYPREXA RELPREVV Reconstitution and Administration Training

[OJ1 will ensure that all appropriate staff understand that ZYPREXA RELPREVV can only be dispensed for use in certain health care settings (e.g., hospitals, clinics) that have
ready access to emergency response services and that can allow for continuous patient monitoring for at least 3 hours post-injection;

[J1 will ensure the health care setting has systems, protocols, or other measures to ensure that ZYPREXA RELPREVV is only administered to patients enrolled in the program
and that patients are continucusly monitored for at least 3 hours post-injection for suspected PDS5S;

[OJ1 will ensure that appropriate staff will verify that the patient is enrolled in the ZYPREXA RELPREVV Patient Care Program registry prior to each injection, by accessing the
system;

[OJ1 will ensure that the Medication Guide is provided to the patient prior to each injection;
[OJ1 will ensure that the appropriate staff monitors the patient continuously for at least 3 hours;
[OJ1 will ensure that required data are submitted within 7 days after each injection to the ZYPREXA RELPREVV Patient Care Program.

[JI understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the health care setting to clarify information provided or to obtain
information about the patient.

I confirm that the information above is correct.
I understand that this information will be used to document healthcare facilities that are eligible to administer ZYPREXA RELPREVV.
I also understand that this information may be shared with government agencies.

I understand that Lilly will regularly evaluate ZYPREXA RELPREVV Patient Care Program compliance to ensure that program cbjectives are met. Lilly reserves the right to

terminate a healthcare facility’s enrollment at any time based upon non-compliance or to take other appropriate measures to assure that the ZYPREXA RELPREVV Patient Care
Program objectives are met.

' |1 may cancel this healthcare facility registration in the future by notifying Lilly in writing and submitting the notification by fax to 1-877-772-9391%@ or by calling
freqistration/S ister.aspxfTID=1
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[T will ensure that the Medication Guide is provided to the patient prior to each injection;
[JI will ensure that the appropriate staff monitors the patient continuously for at least 3 hours;
[T will ensure that required data are submitted within 7 days after each injection to the ZYPREXA RELPREVV Patient Care Program.

[JI understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the health care setting to clarify information provided or to obtain
information about the patient.

I confirm that the information above is correct.
I understand that this information will be used to document healthcare facilities that are eligible to administer ZYPREXA RELPREVV.
I also understand that this information may be shared with government agencies.

I understand that Lilly will regularly evaluate ZYPREXA RELPREVV Patient Care Program compliance to ensure that program objectives are met. Lilly reserves the right to

terminate a healthcare facility's enrollment at any time based upon non-compliance or to take other appropriate measures to assure that the ZYPREXA RELPREVY Patient Care
Program objectives are met.

I may cancel this healthcare facility registration in the future by notifying Lilly in writing and submitting the notification by fax to 1-877-772-9351% or by calling
1-877-772-9390%., If I revoke this facility’s registration, the facility will no longer be eligible to administer ZYPREXA RELPREVV to patients.

[J1, attest that I am the Healthcare Facility Representative, and understand that by clicking submit the information provided on this form is true and accurate.

Confirm Facility Phone
Number:

Phone 1-877-772-9390% FAX 1-877-772-9301t%

www.zyprexarelprevvprogram.com

Jregistration/s ister.aspxiTID=1
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[Z] Confirm Close Window

Enraliment data will net be retained if you leave the enrollment
process without submission,

LK | | cancel |

Reference ID: 4596482
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HEALTHCARE FACILITY REGISTRATION FORM

X . To be enrolled in the ZYPREXA RELPREVY Patient Care Program, complete and fax
;mmRefpr eVV"  this form to 1-877-772-9391.
(olanzaping) For Extended Release Training must be completed before a healthcare facility may be enrolled in the
Injectable Suspension  ZYPREXA RELPREVV Patient Care Program.

HEALTHCARE FACILITY INFORMATION
O Enrollment O Reenmoliment
Healthcare Facility Mame:

Please specify location of Healthcare Faciliies:  [] Prescriber Office [ Clinic/Outpatient Facility [ Hospital O other
Address:

State: Fip:

Fax:

AUTHORIZED HEALTHCARE FACILITY REPRESENTATIVE INFORMATION

First Name: MI: Last Name:
Position/Title:

Phone:

Email:
Preferred Method of Communication:  [J Email OFax

“ou may identify Delegate(s) to enter the necessary patient data into the Patient Care Program system.

Delegate First Mame: MI: Last Mame:

Facility Mame:

Phane: Fax:
{Ir different from above) {If dfferent from abowe)
Email:

Delegate First Mame: : Last Mame:

Facility Mame:

Phane: Fax:
{Ir different from above) {If dfferent from abowe)
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Email:
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Delegate First Mame:

Facility Mame:

Phone: Fax:
{If difierent from abave) {f diffzrant from above)
Email:

Delegate First Mame:

Facility Mame:

Phone: Fax:
{If diferent from above) {If diffzrent from above)

Email:

Delegate First Mame:

Facility Mame:

Phone: Fax:

{If difierent from abave) (I different from above)
Email:
If additional Delegates are required contact the the Patient Care Program Coordinating Center.

PHONE 1-877-772-9390 FAX 1877772 www_Zyprexarelprevvprogram._com
‘Version 2.0 03Aug2012 CONFIDENTIAL Page 10of2

CO7S857 10012 SLIY USA, LLC 2012 ANl ights reserved.
*TYER FREV and the PREVV logo are E1 Lty and Company. !

HEALTHCARE FACILITY REGISTRATION FORM

HEALTHCARE FACILITY AGREEMENT

As the authorized representative for this facility, | attest that

| have read and understand the ZYFREXA RELPREVV Patient Care Program Instructions Brochure;

= | will ensure that all appropriate staff are trained and have read and understand the ZYPREXA RELPREVVW Patient Care Program

Reference ID: 4596482 53
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| will ensure that all appropriate staf are trained and have read and understand the ZYPREXA RELFREVV Patient Care Program
Instructions Brochure as well as the following Training Materials:

ZfPREXA RELPREVV Healthcare Professional Training

ZfPREXA RELPREVV Reconstitution and Administration Training
I will ensure that all appropriate staff understand that ZYPREXA RELPREWVV can only be dispensed for use in certain health care
settings (e.g., hospitals, dinics) that have ready access to emengency response services and that can allow for continuous patient

monitoring for at least 2 hours post-injection;

| will 2nsure the health care seting has systems, protocolz, or other measures to ensure that ZYPREXA RELPREVV is only administered
to patients enrolled in the program and that patients are continuously monitored for at least 3 hours post-injection for suspected PDSS;

| will ensure that appropriate staff will verify that the patient is enrolled in the ZYPREXA RELFREVV Patient Care Program registry prior
to each injection, by accessing the system;

| will ensure that the Medication Guide is provided to the patient or the patient's legal guardian prior to each injection;
| will ensure that the appropriate staff monitors the patient continuously for at least 3 hours;
| will ensure that required data are submitted within 7 days after each injection to the ZYPREXA RELPREVV Patient Care Program.

| understand that the ZYPREXA RELPREVV Patient Care Program Coordinating Center may contact the health care setting to darify
information provided or to obtain information about the patient.

| confirm that the information above is comect.

| understand that this information will be used to document healtheare facilities that are eligible to administer ZY PREXA RELPREVV.

| also understand that this information may be shared with government agencies.

| understand that Lilly will regulary evaluate ZYPREXA RELPREVV Patient Care Program compliance to ensure that program objectives are

met. Lilly reserves the right to terminate a healthcare facility's enrollment at any time based upon non-compliance or to take other appropriate
measures to assure that the ZYPREXNA RELPREW Patient Care Program cbjectives are met.

| may cancel this healthcare facility registration in the future by notifying Lilly in writing and submitting the notification by fax to 1-877-772-8381
or by calling 1-877-772-8320. If | revoke this facility's registration, the facility will no longer be eligible to administer ZYPREXA RELFREVVY io
patients.
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| will ensure that the appropriate staff monitors the patient continuously for at least 3 hours;
| will ensure that required data are submitted within 7 days after each injection to the Z¥PREXA RELPREVV Patient Care Program.

| understand that the ZYFPREXA RELPREVV Patient Care Program Coordinating Center may contact the health care setting to clarify
information provided or to obtain information about the patient.

| confirm that the information above is comect.
| understand that this information will be used to document healthcare facilities that are eligible to administer ZYPREXA RELPREVV.
| also understand that this information may be shared with government agencies.

| understand that Lilly will regulary evaluate ZYPREXA RELPREVV Patient Care Program compliance to ensure that program objectives are
met. Lilly reserves the right to terminate a healthcare facility's enrollment at any time based upon non-compliance or to take other appropriate
measures to assure that the ZYPREXA RELFPREWVV Patient Care Program objectives are met.

| may canc=| this healtthcare facility registration in the future by notifying Lilly in writing and submitting the notification by fax to 1-877-772-8381
or by calling 1-877-772-8320. If | revoke this facility's registration, the facility will no longer be eligible to administer ZYPREXA RELFREWVV to
patients.

Authorized Healthcare Facility Representative Signature

Authorized Healthcars Facility Representative Mame (print) Title

Please fax completed form to the ZYPREXA RELPREVV Patient Care Program at 1-877-772-8381.

PHONE -T72-9390 FAX 1-877-7T72-9391 www_zyprexarelprevvprogram. com
‘ersion 2.0 D3Aug2012 CONFIDENTIAL Page2of2

COTIS5T 102012 SLIY USA, LLC 3012 A1 ights reserved.
FREV and the PREVV logo ar E1 Lty and Compary.
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Zyprexa
(olanzapine) For Extended Release
Injectable Suspension

P
Order FEducational Materials

To order, please complete the information below and did« submit.

Requestor Information
First Name: | | MI: I:l Last Mame: | |

Address Line 1: | |

Address Line 2: | |

City: | | 5tate:| | Zip: |:|

Phone: {}- Alternate Phone: |{ ) -
Fax: f_) P Email: | |

Please indicate the number of items reguested in the blanks below.

Training Materials Kit for Prescriber* and Healthcare Facility

’_ Kit includes:

ZYPREXA RELPREWW Patient Care Program Instructions Brochure
« Reconstitution B Administration Poster & Training Video {DVD)
»+ Healthcare Professional Training Recorded Presentation (DWVD) with Participant Guids
+ PDSS Case Study Video (DVD)
+  Madication Guide

« Prascribing Information

*Note: Patient Maferials will aufomalically ship to a prescnber aiter prescriber registration is compiete.



Tote: Hatent Matenals will sutomancally ship t0 & preschber aifer prescriber regisiration 5 complafe.

Training Material for Pharmacy Service Providers
{traditional pharmacy operation or buy & bill prescriber)

I:' ZYPREXA RELPREVY Palienl Care Program Instruclions Brochure

Training Materials Available as Individual Items
ZYPREXA RELPREVY Pelienl Care Program Instructions Brochure
Reconslitution B Administration Paster

Reconstitubion B Administration Training Video (DVD)

Healtheare Prafessional Training Recorded Presentalion [DVD) with perticipant guide

Hmimnn

PDSE Case Study Video (DVD)

Patient Materials
10 Wristhands

|:| 1010 eards

Forms Available as Individual Items

I:' Single Patient [njection Form - tear-off pad of forms (25 forms/pad)
|:| Multiple Fatient Injection Form - tear-off pad of forms (25 formea/pad)
D POSS Farm - 3 farms/pack

I:' Pelient Registration Form - 5 patient forms/pack

1 s mland thal ary persenal islormalonn presded os 5o foim
witl e e 1o proracde ed ucalpsal e s osky. Fos fudSee

You may also contact your Lilly sales representative to sy infaenaticn phasses e th Lrraecy 1Ohicy.

request materials and resources. m
Zyprexalelprevv

(olanzaping For Extended Release
Injectable Suspension

PRIVACY POLICY TERMS OF USE

Hame | @n-line Tralning | Roegistration Parms | Ordér Educational Materdals | Prosecibing Information | Medication Guide |

Please see Presorbing infomeation for full detals about the risks of ZYFREXA RELPREVY, inciuding Booed Warmings

This she & nlended jor UE reskdents ape 18 and ower.
Fior mane indormation about ZYPREXA RELFREYY, oontact wour dooior o ofher healincans professional.

iLily uSa, LLE, 2017, AN rights reserwed.
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Site hosted by United BioSource Corparation
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PRIVACY POLICY TERMS OF USE Injectable Suspension

Homa | On-lima Training | Reglstration Farms | Order Educationsl Materisls | Prascribiog Information | Maedication Guide |

Flease soe Frescribing nformation for full datais abeut the risks of ZYFREXA RELPREVY, ncluding Baxed Warnings

This die & ntended for U S residents age 18 and over.
For more indormation about ZYPREXA RELFREVV, contact your doctor or ofhwer neaithcare professional,

OUlly USA, LLC, 2017. Al rights reserved.
VERSION: 1.57.0. PP-0D-US-0057 04/2017 o
Site hosted by United BioSource Corporation
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Flease see Prescribing Info

This site is intended for U.S.
For more information about

|| @ httpy/piilly.com

ZYPREXA RELPREVV safi

@Lilly USA, LLC, 2017. All rights
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HIGHLIGHTS OF PRESCRIBING INFORMATION
Thess highlights do not n:ms all the Inmnm‘hon rlmml touse

</zyprex 2 = || & pililly.com x | |

‘Suicide: The possibillty of a sulcise attempt Is Inherent In
13, and ciose supervision of high-risk patiznts should
accOmpany drug melap)' 54)

Information for ZYPREXA RELPREW

IYPREXA RELPREVV [odanzaping] For Extended Releass

Injactable Suspsnzlon
Inttial LS. Approval: 1956

WARNING: POST-NJECTION DELIRIUMISEDATION SYNDROME

AND INCREASED MORTALITY IN ELDERLY PATIENTS WITH
DEMENTIA-RELATED PSYCHOSIS
S8 fuil prescribing informanon for complers boxed wammg
= Patlents are af risk for savers sedation [Including coma) a

delirium after sach Injection and must be observed for at Ismt
3 hours In a mgmmmdllym ready access to emergency
reaponse services. Bacauss of this risk, ZYPREXA RELPREVV
lamlhnlnonryﬂmlma restricted distribution
called ZYPIIEK.G RELPREVV Patlent Care Program and
requires prescriber, healthcars facility, patient, and pharmacy
enroliment. (2.1, 5.1, 5.2, 10.2, 17.2)

tlentz with dementia-related paychosls freated with
arlmycndlcﬂmnasm atm Irlmm nalntusnm
ZYPREXA RELPREWVV Iz

RECENT MAJOR
Wamings and Precautons:
Drug Reaction with Eosinophilla and Systemic 12016
Sympioms (DRESS) (5.5)
Falls (5.10) o017
AND USAGE

ZYPREXA® RELPREVV™ Is a long-acting atypical antipsychotic for
Intramuscular Injecion Indicated for the freaiment of

schizophrenia. (1.1)

Efficacy was estabilshed In two cinical als n patents with
schizophrenla: one E-week ¥ial 1 aoults and one maintenance rial In
aduits. [ 14.1)

DOSAGE AND TION

150 M2 wks, 300 mgid ks, 210 MQ2 Wk, 405 MO/ WS, of
300 M2 wks. See Tatée 1 for dosing recommendations. (2.1)

ZYPREXA RELPREVV Iz Intsndad for desp Intramuscular gluteal
Injscticn oniy.

Do nat (2.1)
. Eeammma‘emzvmim |ﬂm|ﬂl’mm
with different dosing schedulies. ZYPREXA Infabuscul

me: Manags with Immediate
Secontiiaion nd docs monitoring. (5.5
Drug Reaction with and Systemic
(DRESS): Déscontinug f DRESS |5 suspacted. [55)
Metaballc Changes: Atyplcal antipsychotic drugs have
ass0ciated with metabolc changes Including hyperglycemia,
Syslipidemia, and weignt gan. (5.7)
Hyperglysemia and Diabefes umm In 50Me cases exyeme

ard coma or
death, nas been reported palems taking clanzapine.
Patients taking ol be monltored for

of nypergiycamia and Undergo fasting bicod glucose testing at
the baginning of, and periogically duning, freatment. (5.7)
Dysiipigemia: Undesiranle alterations In Iipids have been
obsarved. opriate clinical monitoring ks recommended,
Including fasting biood lipid testing at the beginning of, and
pertodically during, freaiment. (5.7}

‘oEntial consequence

Weight Gain: P 5 of weight gain shouid
e conslgered. receive ragular
welght. {5.7)

+  Tardve Dy D ¥ cinically {5.5}

dizziness, tachycardia, bradycardia and, in some patients,
‘syncope, may occur especially during Inftial dose tiration. Use
caution In patients wid cardovascular dise 352, CEreOrvascuiar
®sease, and those conditions Mat could affect hemodynamic
responsas. (53]

Has been

repartzd with antpsychatics, ciuding ZYPREXA. Patients witn 3
histary of a clinically significant low white boad cell count (WBC)
or drug Induced e I3 snould have thelr
complete biood countt (CBC) monltored frequenty during the first
few manihs of therapy and discantinuation of

RELPREVV should be consldered at the first slgn of a clinicaly
slgrificant decline In WBC In the absence of other causative
factors. (5.11)

Salzures: Use cautiously In patients with a istory of setzures

and mator skiis. Use caltion when
ng machinery. (S.14)
; May elevate prolaciin leveis. (5.17)
Laboratary Tests: Monltor fasting biood glucose and lipid proflies
3t the beginning of, and periodically during, treatment. (5.15)
ADVERSE

antmmmrmnﬂs (5% In at least one of the reatment
and lacebo) associated with ZYPREXA
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Medication Guide
ZYPREXA® RELPREVV™ (zy-PREX-a REL-prev)
{olanzapine)
For Release Inj;
Read the Medication Guide that comes with ZYPREXA RELPREVV before ﬂa‘thkirqita\d
each time before you get an injection. There may be new information. This ide does
mHneﬂeplazofh]hmtomrdemmedwcdmﬂhnuhem Ta]kmihyour

there is you do not or you want to leamn more about ZYPREXA
RELPRE\N

‘What is the most important information | should know about ZYPREXA RELPREVV?
Before you receive ZYPREXA RELPREVV treatment you must:
* understand the risks and benefits of ZYPREXA RELPREVV treatment. Your doctor will
talk to you about the risks and benefits of ZYPREXA RELPREVV treatment.
= register in the ZYPREXA RELPREVV Patient Care I‘mg'zn.\'nnmnstmbﬂlemles
of the ZYPREXA RELPREVV Patient Care Program before you register.
IYPREXA RELPREVV may cause serious side effects, including:

1. Post-injection Delirium i (PDSS).

2. Increased risk of death in elderly people who are confused, have memory loss and have
lost touch with reality (dementia-related psychosis).

3. High blood sugar (hyperglycemia).

4. High fat levels in your blood (ir and tri i jally in
teenagers age 13 to 17.

5. Weight gain, especially in teenagers age 13 to 17.
These serious side effects are described below.
1. Post-injection Delirium Sedation (PDSS). PDSS is a serious problem that can
happen after you get a ZYPREXA RELPREVV injection if me(iunegetsnywrhkmdtunfast_
This problem usually happens within 3 hours after you receive ZYFREXA RELFREVV. If the
medicine gets in your blood too fast, you may have some of the following symptoms:

= feel more sleepy than usual

- feel dizzy

- feel confused or disoriented

= trouble talking or walking

= muscles feel stiff or shaking
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ZYPREXA RELPREVYV Patient Care Program

User Name | |
Password | |
Enter How Do | Enroll
Forgot Password
Privacy Policy
Terms Of Use
In order to enroll in the ZYPREXA RELPREVV Pafient Care Program, you must first H p
complete the required training then submit the appropriate registration form., rﬂmnﬁ;' EFurEﬂmded! hie Si RE-'G&SE
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Please see Prescribing Information for full details sbout the risks of Z¥PREXA RELFREVV, including Boxed Wamings.
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Contact Us

ZYPREXA RELPREVV PATIENT CARE PROGRAM CONTACT INFORMATION

ZYPREXA RELPREVV Patient Care Program
Phone: 1-877-772-9390
Fax: 1-877-772-9391

ZYPREXA RELPREVYV Patient Care Program Coordinating Center Hours of Operation
Monday - Friday: 8am - 8pm ET

Relprevv
PRIVACY POLICY TERMS OF USE ( ne)ﬁf-;‘gctm Susperm

Home | On-line Training | Registration Forms | Order Educational Materials | Prescribing Information | Medication Guide |

Please see Prescribing Information for full details about the risks of ZYPREXA RELPREVV, including Boxed Warnings.

This site is intended for U.S. residents age 18 and over.
For more information about ZYPREXA RELPREVV, contact your doctor or other healthcare professional.
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Search For
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Pharmacy Finder

Use the search option below to locate 2 registered Pharmacy Service Provider,
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[
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(olanzapine) For Extended Release
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ZYPREXA RELPREVYV Patient Care Program

Eli Lilly and Company (“Lilly”, "we", "us” or "our") raspacts the privacy of visitors to our websites, and az a
result, we have developed this Website Privacy Statement. United BioSource Corporation ("UBC") has bean
contracted to collect and analyze data on behalf of Lilly for the ZYPREXA RELPREVY patient care program.

Scope

This Website Privacy Statement is provided by Lilly to all visitors {"you” or "your”) who use the publichy
available pages of the ZYPREXA RELPREWY Patient Care Program Website located at
hitps:/fwiviv.zyprexarelprevvprogram.comy’ (the "Site”) and Authorized Users of the Patient Care Program
Websita, "Authorized Users” are eligible Prescribers, Healthcare Facilities and Pharmacy Service Providers.
"Prescribers” include physicians, physician's assistants, nurse practitioners, and pharmacists. "Healthcare
Facility” msans a healthcare facility administering and/or monitoring injections of ZYPREXA RELPREWVY.
“Pharmacy Service Provider” means any retail pharmacy, hospital pharmacy, physician, or properly
licensad healthcare facility that can order for and deliver ZYPREXA RELPREWV to a healthcare profassional in
accordance with their agreement to implemant zll relevant requirements of the ZYPREXA RELPREWY Patient
Care Program. The "Patient Care Program Website" is an Authorized User-only portal available through the
Site which enables Authorized Users to prescribe ZYPREXA RELPREVV.

CONSENT TO PROCESSING IN THE UNITED STATES AND ELSEWHERE. This site is owned and operated by Lilly
in the United States, but the information you provide may be accessible to our affiliates, vendors and suppliers
in other countries. If you are visiting this site from a country other than the United States, information
collected fram you on this site will be transferred cutside of your country. The level of legal protection for
Personal Information is not the same in all countries; however, we will take reasonable afforts and security
measures as describad in this Privacy Statement in an effort to kesp your information secure.

PROCESSING OF PERSONAL INFORMATION ORIGIMATING IN THE EU/EEA AND SWITZERLAND. In addition to
its internal global privacy policies, Lilly and its affiliates in the U.S. adhere to the W.5.-EU Privacy Shield
Framework and the U.S.-Swiss Safe Harbor Framework as set forth by the U.S. Department of Commerce
regarding the collection, use, and retention of Personal Information from the Eurcpean Union (EU), Eurcpean
Economic Area (EEA)} and Switzerland. Lilly may share your information collected on this site with its affiliates
in the U.S, If you ars a resident of an EU or EEA member country or Switzerland, see the Lilly Privacy Shield
and Safe Harber Motice available at hittos:/fvovew.lilly.co rivacy.aspx for more information about how Lilly
and its affiliates in the U.S. process your information.

By wsing this site, you consent to the collection, storage and processing of your information in the United
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By using this site, you consent to the collection, storage and processing of your information in the United
States and in any country to which we may transfer your information in the course of cur business cperations.

Information We Collect

Information Routinely Collected by Our Website Technology

When you visit the Site, and during your interactions with the Site, we may collect Hon-Parsonal Information
from you. "Non-Personal Information” means a2 datz element or collection of data elements that by itself
cannot ordinarily be associated with a specific individual. Non-Personal Information includes by way of
example but not limitation, the Internet browser or computer operating system you are using, your navigation
of the Site including the pages of the Site that you access, the amount of time spent on various portions of the
Site, the length and dates of your visits to the Site, and certain Site data captured through your interactions
with the Site and other sites. Mon-Personal Infermation may include information provided by you through the
Site or otherwise (2.g., through a third-party site) that is not Personal Information or Health Information.
Cartain Mon-Personal Information may be collected on an aggregatad, anonymous basis through web sarvar
lags, cookies, ad servers, tracking pixels, web beacons, and similar Internst tracking devicas (collectivaly
“Tracking Mechanisms"). Web servers automatically collect Non-Personal Information, with your IP address,
when you request pages of the Site or other sites. Bazed on certain interactions with the Site, third-party
sitas, mailings, other communications with us, and/er our system configurations, certain Mon-Personal
Information may be associated with your Personal Information such that your Non-Personal Information is
identifiabla with you.

Information ¥You Voluntarily Provide

You may visit most areas of this website without providing directly identifiable Personal Information or
revealing your identity, However, in some cases you may choose to veluntarily provide Personal Information
via this wabsite in order to register for, or request, additionzl infermation or services, including obtaining
access to the Patiznt care program websitz. In such cazes, we will collect information that can identify you,
such 2s your nams, address, telephone, number, email address, and other similar information ("Personal
Information™).

Registration. Registration is optional; however, Autherized Users are provided access to the Patient Care
Program Website and to information and online services not provided on the public website, as well as the
ability to login to the Patient Care Program Website when revisiting the Site. The Personal Information you
disclose to us during registration and in connection with the Patient Care Program Website is provided strictly
on a voluntary basis. We may also collect Non-Personal Information during the registration process as
describad above. You may register on the Patient Care Program Website by filling out & form and submit it to
us online or otherwise. You will need to provide certain Personal Information including first name, last name,
andfor email address to register,

The type of access and services offered through the Patient Care Program Website may depend on whether
vou have registered as a Prescriber, a Healthcare Facility, or a Pharmacy Service Provider.

When you become an Authorized User, you may be asked to provide us with the Personal Infarmation and/ar
Health Informaticn of one or more patients with their consent, on whose behalf you are assisting in their care
by a Healthcare Facility or a Pharmacy Service Provider, or patients that you are treating. After you login to
the Patient care program website, you may be able to view certain Personal Information and Health
Infarmation of your patients, and use other services the Patient Care Program Website may offer. The term
"Health Information” means any information, in any form, related to the past, present, or future health or
medical status, condition, or treatment of 2 person, including, by way of example, but not limitation, nameas of
doctors, health conditions, medicines, and/or prescripticn information and history.

How We Use Your Information

We may also use your Personal Information to contact you and/or provide you with general health infarmation
(like information on certain health conditions) as well as information on our products and services. We may
enhance or merge your infarmation with other data we may have about you as well as with data obtained
from third parties for the same purposes. Web Beacons. QOur websites may use Web Beacons {sometimes
called single-pixel GIFS) to generate web log information. Web log, IP Address and other Information routinely
collected by our websarvers in connection with your visit to this website will be used to better understand vour
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collected by our websarvers in connaction with your visit to this website will be used to better understand your
needs and generzal user traffic patterns, and to improve our websites and services, We may enhanca or marge
thiz information with other datz we may have about you as well as with data cbtained from third parties for
the same purposas. We also may use your IP address to personalize content provided on the website. We may
retain IP addresses, and we may retain them together with your Parsonal Information.

Information routinely collected may also be storad in databases owned and maintained by Lilly or its agents,
contractors, and business partners. Lilly retains their respective rights to these databases and the information
contained in them.

Cookies. Cur webservers can detect whether you have Cookies on your computer. It is possible that 2 Cookie
may contain information that could be deemead identifisble. Wa may use the datz we obtzin through the use of
cockies to customize your site experience by anticipating the information and services that may be of interast
to you. We also analyze the information collected with cookie technology to help us improve the functioning of
gur site by monitoring traffic in popular areas and to medify the services and information we provide to mest
customer demand, We may link the clickstream datz available to us through the use of cookies to Personal
Information that you may choose to provide elsewhere on our websites. We use the information we collect
through the use of cookies for our business purposes, including operation of our site, as well as research and
product analyses to help us batter markat cur preducts. Mast web browsers automatically accept Cookies but
allowe you to modify your browser sstting to block them. If you reject Cockiss, howewver, functionality of the
site may be limited, and you may not be able to take advantage of many of the site's features. There are
different metheds for viewing and deleting cookies set on your machine, depending on the browser you are
using. We recommend you visit the website of your web browsar, where you should be able to find this
information, or you can visit a site such as http:/wwnw.aboutcookies crafdefault.aspx. Some mobile davices
store cookies not only in areas connectad to the web browsers but also in an app-specific area, so you may
hawve to check your app settings options to determine how to manage or delete cookies stored in these other
areas.

Third-Party Cookies and Advertising. We may partnar with third party ad netwerks to manage our
adwvertising on other sites. Our ad network partners use cockies and Web beacons to collect non-personally
identifiable information about your activities on this and other websites to provide you targeted advertising
based upon your interests. If you would like to opt-out of, or manage, cockies used for targeted advertising,
you may do so by following the options provided by the Mebtwork Advertising Initiative at:

hitp: /v networkadvertising.orgf choices and the Digital Advertising Alliance at:

http: ffvivneaboutads.info/choices!, Please note that opting out of receiving targeted ads will not pravent you

from being served advertisemeants genarally.

Digital Analytics. We may analyze Mon-Personal Information in the aggregate to study cutcomes, costs, and
provider profiles. These studies may generate Aggregate Datz (described below) which we may utilize for a
variety of purposes,

Wea may perform statistical analyses of the traffic patterns, Site usage, and behaviors associated with the Site.
We may use these analyses to generate Aggregate Data from the original Mon-Personal Information, We may
combine, separate, aggregate, or otherwise parse and process Mon-Personal Information. The parsing and
processing of such information may generate Aggregate Data. "Aggregate Data” is summary level data, such
as the number of web visiters in a specific geographic area. Aggregate Data does not contain information that
can be usad to identify or contact you, such as your name, address, telephone number or e-mail address, and
does not reflact the original form of the NMon-Personal Infermation collected from you.

Analytics. UBC may use certain in-house or third-party functionzlity to analyze yvour communications with us
and interactions with the Site. The analysis enables us to monitor the services that we provide so that we can
improve the services provided to you. Thess third parties will be required to protect any Personal Information
in @ manner consistent with this Privacy Statement. Other analytics capabilities are reflected in the description
of Mon-Personal Information.

Sharing Your Information

Wa may share the information we collect through this website with our employees, agents, contractors or
partners in connection with services that these individuals or entities perform for or with us. These agents,
contractors or parinars are restricked from using this data in any way other than to perform these sarvices,
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contractors or partners are restricted from using this data in any way other than to perform these sarvices,
Lilly expects our employess and partners to maintain the trust placed in us by those who provide us with
information by using reasonable administrative, technical and physical safeguards. Lilly and UBC reserve the
right to share information to respond to duly authorized information requests of governmentzal authorities or
where required by law. Lilly may share certain Parsonal Information and Health Information collected by UBC
on the Site with the U.S. Food and Drug Administration. In some circumstances, such as where national, state
or company security is at issus, Lilly and UBC reserve the right to share our entire database of visitors and
customers, and the associated Personal Information and other data we may have with appropriate
governmental authorities.

We may also provide information to a third party in connection with the szale, assignment, or other transfer of
the business of this website to which the infermation relates, in which casa we will require any such buyer to
agree to treat information in accordance with this Privacy Statement.

Do Mot Track

Some web browsers may transmit "do-not-track” signzls to websites with which the browser communicates.
Our Site doss not respond to web browser "do not track” signals and similar mechanisms. Howewvear, you may
centrol certain Tracking Machanisms as described above,

Data Security

We are committed to protecting the privacy and security of this Site, We take reasonable technical and
procedural precautions to protect the information received by us. Our Internst infrastructurs is protected
using industry recognized commercial security products, including current encryption technolegy, and best
practice procedurss for maintenance of the website. In addition, our infrastructure is monitored 24 hours 2
day, seven days a wask,

Mo method of transmission over the Internet or storage of data on an Internet server is 100% secure.
Although we use commercially acceptable and reasonable pracautions to protect your information, we do not
guarantze its absolute security.

Children
This site is not intended for, or designed te attract, individuzals under the age of 18, We deo not knowingly
collect Personal Information from any person under the age of 18.

More Information

Links to Other Websites

As 2 convenience to our visitors, our websites may contain links te a number of sites owned and cperated by
third parties that we believe may offer usaful infarmation. The policies and procedures we describe hare do
not apply to those sites. Lilly or UBC is not responsible for the collection or use of information at any third
party sites. We suggest contacting these sites directly for information on their privacy, security, data
cellection, and distribution policies.

California Privacy Rights

Your Privacy Rights: California Civil Code Section 1798.82 entitles California residents wheo have an
established business relaticnship with Lilly to request information regarding Lilly's disclosure of certain
Personal Information to third parties for their direct marketing purposas. To make a request for such
information, you may contact us in writing to: ZYPREXA RELPREWY Patient Care Program Coordinating Center
at 200 Pinecrest Plaza, Morgantown, WY 26505 or you may call B??-??Z-SSSD@

Changes to Our Privacy Practices

Wa may update this Privacy Statemant from time to time. When we do update it, for your convenience, we
will make the updated statement available on this page. We will always handle your Personal Information in
accordance with the Privacy Statemant in effect at the time it was collected. We will not make any materially
different use your Personal Information unless we notify you and give you an opportunity to object.

Choices and Questions

1f yvou voluntarily provide us with Personal Information on this website and later decide to opt-out of this
decision, you may write to the ZYPREXA RELPREVY Patient Care Program Coordinating Canter at 200 Pinecrest
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Plaze, Morgantown, WY 26505 or you mey call 877-772-9390.

IF yau are recsiving commercal @mails from us you may write to the eddress belaw or fallow the opl-out
inslructions an those emails.

Please nole that you may canlinee Lo receive materials while we are updating our lists. ¥You can correct ar
updale your Personal Information &b any time by conlacting the ZYPREXA RELPREVY Palienl Care Pragram
Coordinating Center. IT yau have any other queslions or camments aboul Lthis Privacy Slalement please
conlact us by writing La: ZYPREXA RELPREVY Patienl Care Program Coordinating Cenler at 200 Pinecrast
Plaze, Morgantown, W 26505 ar you may call 877-772-9300.

Updated [00Dec2016]

grprexalielprevv

{olanzapine) For Extended Release
Injectabie Suspension

Home | Ov-line Training | Registration Forms | Order Educational Materials | Prescribing Information | Medication Guide |

Flease see Presaibing Informadon for full details abou the risks of ZYPREXA RELPREVY, including Boxed 'Wamings.

This site is itended for LS. residents 18 and oer.
Far mare rfomeation about ZYPREG okt your doctor of alher heslthcans prolessional.

VERSTON: 1370, PP-OD-US-0057 04,/ 2017 o
Sibe hosted by United BioSource Corporation
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Reference ID: 4596482

ZYPREXA RELPREVV Patient Care Program

Terms Of Use

Purpose

This websits has been prepared for the purpose of providing information about the Zyprexa Relprevw Patient
Care Program. This site is intended for use only by residents of the United States who are age 18 or clder.

This website (this "Site") is administerad by staff at United BioScurce Corporation ("UBC™) an behalf of its
sponsor Eli Lilly and Company ("Lilly™).

UBC makes infarmation about the Zyprexa Relprevy Patient Care Program available on this Site, subject to the
following Terms of Use ("Terms"). UBC resarves the right to change these Terms at any time without notice.
You agree to be bound by the most recent version of the Terms postad on this Site. These Terms reprasent
the entire understanding betwesn you and UBC relating to the use of this Site.

Security Notice

For the purpose of maintaining security of the Site and to ensure that this service remains available to all
users, UBC uses software programs to monitor nebwork traffic to identify unauthorized attempts to uplead or
change information, or otherwise cause damage. Unauthorized attempts to upload information or change
information on this service are strictly prohibited and may be subject to prosecution and punishable under the
Computer Fraud and Abuse Act of 1986 and the Mational Information Infrastructure Protection Act.

General Disclaimer

While we make every effort to provide accurate and complete information, seme information may change
between Site updates. The information provided on this Site is provided for informational purposes only and is
meant to present an overview of the training, registration process and resources available relating to the
Zyprexa Relprewv Patient Care Program. The content is not intended in any way to be a substitute for
professional medical advice and should not be interprated as treatment recommendations. Only a physician
who has had an opportunity to interact with the patient in person, with access to the patient's records and the
opportunity to conduct appropriate follow-up, can provide recommendations for treatment.

Always seek the advice of your physician or other qualified health provider with any questions you may have
regarding a medical condition. Neither the content nor any other service offered by or through this Site is
intended to be relied on for medical dizgnosis or treatment, without a physician's interaction and involvement.
Mever disregard medical advice or dalay in seeking it because of something you have read on this Site.

Warrantioc and MNicrlaimoec
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Warranties and Disclaimers

UBC may change any infarmatien on this Site or any product or service described on this Site, including
functionality or perfformance, ab any bime withoul notice. UBC does not guarenbes freedom from computer
viruses, worma or ether malicious sofbware, and makes no representation that sae of this Site does nol
infringe an any privately owned righls of a Lhird party.

THIS SITE AND THE CONTENT ARE PROVIDED "AS 15". UBC AND LILLY, TO THE FULLEST EXTENT PERMITTED
BY LAW, DISCLAIM ALL WARRANTIES, EITHER EXPRESS OR IMPLIED, STATUTORY OR OTHERWISE,
INCLUDING BUT NOT LIMITED TO THE [IMPLIED WARRANTIES OF MERCHANTABILITY, NOM-INFRINGEMENT
OF THIRD PARTIES' RIGHTS, AND FITNESS FOR PARTICLILAR PURPOSE.

1IN NO EVENT WILL UBC OR LILLY BE LIABLE FOR ANY DAMAGE WHATSOEVER [INCLUDING WITHOUT
LIMITATION DAMAGES RELATING TO LOST REVENUES OR PROFITS, LOST DATA, WORK STOPPAGE,
COMPUTER FAILURE OR MALFUNCTION} RESULTING FROM OR IN ANY WAY RELATED TO THE USE OF ANY
MATERIALS POSTED ON OR MADE AVAILABLE AT THIS SITE OR ANY OTHER SITE TO WHICH A LINK 15
PROVIDED OR ON WHICH A LINK 15 PROVIDED TO THIS SITE, REGARDLESS OF THE LEGAL THEORY ON
WHICH SUCH DAMAGES ARE BASED.

HWo Endorsement
Helferance in Lhis Sile Lo any spacilic commarcial producls, process or SErvices, or Uhe use of any Ltrade, firm

ar corporation name is for the infarmelion and convenience of the aite’s visilor's, and daes not constitule an
andarsamant or recommendation by UBC.

Links to Other Websites

Thia Sile may contain links lo other websiles thel are not hosted by UBC. These websites are not under the
contrel of UBC. UBC is not responsible for their content ar the content of any infarmation linked to these
websites. Links to ather websites, il any, are provided as a convenience Lo our users and de net imply any
andersamant by UBC of information contained in thase websites oF the organizations that support them,
Privacy

Please see aur Privecy Stelemenl for infermation on how we probecl eny personal inffermalion you provide Lo
s,

For More Information

Il you hiave any guestions or comments abaut the information presented here, please contacl UBE al Phone:

1-877-772-9390, Fax: 1-877-772-9301
grerexalclprevy
{olanzaping) For Extended Release
PRIVACY POLICY TERMS OF USE Injectable Suspension

Home | On-line Training | Registration Forms | Order Educational Materials | Prescribing Information | Medication Guide |

Flease see Presaibing Informeiion for full details about the risks of ZYPREXA RELPREVY, inchuding Desed Wamings.

This sile is imended for U5, residenis age 18 and over.
Far mate rdomation abou ZYFREXA RELPREVY, contact your docior of olber healihcans prolessonal.

iy USA, LLC, 2007, Al rights resarved.
VERSTON: 1.37.0, PP-0D-US-0087F 04/ 2017 "
Site Bi Corparation

by
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Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

TIFFANY R FARCHIONE
04/22/2020 08:38:13 PM
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