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INVESTIGATOR:

TELEPHONE:

INTRODUCTION

Before agreeing to participate in this research study, it is important that you read and
understand the following explanation of the proposed research study. This consent
document describes the purpose, procedures, benefits, risks, discomforts and
precautions of the study. It also describes the alternative procedures that are avaitable
to you and your right fo withdraw from the study at any time. No guarantees or
assurances can be made as 1o the resuits of the study.

If you are not completely truthful with your study doctor regarding your health history,
you may harm yourself by participating in this study.

The study is being conducted for Pfizer Inc. Yo

ur study doctor is being paid by Pfizer
inc to conduct this study.

The study has been approved by Schulman Associates Institutional Review Board, Inc.
{SAIRB). SAIRB is an independent committee

established to heip protect the rights of
research subjects.

NATURE AND PURPOSE OF STUDY

You are being asked to take part in a research drug study of the investigational drug,

n’tis) and you have participated in a
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Tanezumab is an antibody that attaches to human nerve growth factor (NGF). An
antibody is a type of protein produced by the immune system that helps protect the
body against foreign compounds. NGF is a natural compound made by the body that is
involved in causing a person to feel pain. It is thought that, by attaching to NGF,
tanezumab may prevent NGF from causing the subject to feel pain.

The purpose of this study is to determine the long-term safety of the investigational
drug, tanezumab, in subjects with osteoarthritis. To date, tanezumab has been given to
approximately 580 subjects in other studies.

RBecause this is a research study, tanezumab will be given to you only during your study
participation.

EXPECTED DURATION OF THE STUDY AND NUMBER OF SUBJECTS EXPECTED
TO PARTICIPATE

Approximately 1680 subjects will participate in this study at an estimated 200 study
centers in the United States.

if you qualify and decide to participate in this study, your participation will last
approximately 56 weeks and will include up to 10 visits to the study center and up tc 7
scheduled telephone contacts with the study center.

EXPLANATION OF PROCEDURES TO BE FOLLOWED

if you wish to participate in this study, you will be asked to read and sign this Infarmed
Consent document before any study tests or procedures are performed. Depending on
the time at which you enter this study from the parent study, this may be at the
Screening Visit or at the Baseline Visit.

Procedures 1o be conducted for entry into this study will depend on how you ended
participation in the previous study. If you enter this study from a dosing visit (a visit at
which you receive study drug) in a previous rasearch study, certain tests and
procedures will not need to be performed at the beginning of your participation in this
study. If you enter this study from other time points in the previous study, Baseline and

Screening Visits may be needed. The study doctor will telf you if you need to complete
Baseline and Screening Visits.
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Screening Visit {if Required)

The following tests and procedures may be done to see if you qualify to participate. As
mentioned above, if you have just completed these tests as part of your exit or end of
study visit, these tests may not need to be repeated:

s Review of your medical and medication history, including your history of tobacco,
alcohol use or dependency, and review of your menstrual period history (as
applicable)

o Review of any medications you have taken since your last study visit
Measurement of your vital signs (heart rate, blood pressure, temperature and
breathing rate), height and weight
Physical examination
Neurological examination (evaluation of your level of awareness, strength,
sensation, coordination and balance)

s Electrocardiogram (ECG - measures the electrical activity of the heart)

e Collection of blood samples (about 10 teaspoons) for:

o Safety laboratory testing

o Hemoglobin A1c test (determines your average blood sugar leve! over the
past 3 months)

o Pregnancy test for women who are able to become pregnant. The result
of the pregnancy test must be negative for you to qualify to participate.

= Collection of a urine sample for safety laboratory testing.

Your study doctor will decide on the appropriate pain medication for your osteoarthritis,
if necessary.

Baseline Visit (Day 1)

Subjects who quaiify to participaie will have the following tests and procedures before
the first dose of tanezumab. If you are entering this study at the preferred entry visit or

at one of the other dosing visits in the previous study, some of these tests and
procedures may not need to be repeated;

s«  Completion of 4 questionnaires about your pain, stiffness and ] i
Pl 1a . S physical function,
arthritis symptoms and ability to do daily activities ¢

= Review of your medical and medication history,
alcohol use or dependency,
applicabie)

o Physical examination

o Neurological examination

t including your history of tobacco,
and review of your menstrual period history (as
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» Review of any medications you have taken and any symptoms (side effects or
other problems) you have had since your last study visit
Measurement of your vital signs, weight and height
ECG
Review of birth control use (if applicable)
Collection of blood samples {(approximately 10 teaspoons) for:
o Safety laboratory testing
Hemoglobin A1c test
o Anti-drug antibodies {proteins made by the immune system to help protect
the body from foreign compounds) testing
o Phamacokinetic (PK) testing. PK testing studies the way a drug is
absorbed, distributed, broken down, and efiminated by the body.
o Storage of a blood sample in case planned tests need to be repeated or
for possible future testing for safety reasons
o Collection of a urine sample for safety laboratory testing and a pregnancy test for
women who can become pregnant. The result of the pregnancy test must be
negative for you to qualify to participate.

e 0 o ¢

O

If you qualify for participation in the study, you will either continue on the dose of
tanezumab you received in the previous study or, if you received a placebo (inactive
substance) or NSAID (non-steroidal anti-inflammatory drug) only treatment, you will be
randomly assigned by chance (like flipping a coin) to one of three treatment groups:

o Tanezumab 2.5 mg, or
> Tanezumab 5.0 mg, or
= Tanezumab 10.0 mg.

You have a 100% chance 1o receive tanezumab at one of the three doses during this
study. However, neither you nor the study doctor will know the tanezumab dose you

are assigned to receive. The study doctor can get this information quickly if it is
needed.

In the previous tanezumab study in which you participated, you may have received
rescue medication or NSAIDs. Rescue medication is additional medication offered to
you if the study drug does not provide adequate pain relief. In this study, rescue
fnedication and NSAIDs are not provided. Your study doctor will use his}her medical
judgment to decide the additional pain management medication that would be best to
manage your OA pain if needed. 1t is important that you tell the study doctor if you are
experiencing pain. If your study doctor determines you should take additional pain

medications, they will need to be obtained by prescription or
. L -the-
counter and billed to you or your insurance company? purchased over-the

Page 4 of 2
Version Date: Seplember 10, 2008 g 1

Subject Initiats:
Date:



Intormed Consent

SAIRB APPROVED
Pratocol No.; A4091016

{RB #00-0137-0
DATE: September 10, 2009

You will receive tanezumab at your assigned dose as an infusion (through a needle in a
vein in your arm). This will take approximately 5 minutes. After the infusion, you must
stay at the study doctor's office for at least 1 hour. The following additional tests and
procedures will be performed one hour after the tanezumab infusion:

o Measurement of your blood pressure and heart rate
o Review of side effects, if any.

Weeks 2, 12, 20, 28, 36, 44, and 52 Visits (Days 15, 85, 141, 187, 253, 309, and 365}

The study staff will contact you by telephone during these weeks. During each call, the
following will be discussed:

» Review of any medications you have taken and any symptoms you have had
since your last study visit
« Review of birth control use (if applicable).

Week 4 Visit (Day 29)

The following tests and procedures will be performed:

o Completion of 4 questionnaires about your pain, stifiness and physicai function,
arthritis symptoms and ability to do daily activities

e Review of any medications you have taken and any symptoms you have had
since your last study visit
Measurement of your vital signs
Neurological examination.

Weeks 8, 16, 24, 32, 40, and 48 Visits (Days 57, 113, 169, 225, 295, and 337)

The following tests and procedures will be performed at each visit or as noted:

Comp_!etion of 4 questionnaires about your pain, stiffness and physical function,
arthritis symptoms and ability to do daily activities

Review of any medications you have taken and any symptoms you have had
since your last study visit

Measurement of your vital signs

» Neurological examination

ECG (Weeks 8, 16 and 24)
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o Collection of blood samples for.
o Safety laboratory testing
o Hemoglobin Alc
o Anti-drug antibodies testing (Weeks 16, 24 and 40)
o PK testing (Weeks 16, 24 and 40)

s Collection of urine sample for safety laboratory testing and a pregnancy test.
The result of each urine pregnancy test must be negative for you 1o continue to
participate in this study.

= Review of birth control use (if applicable)
infusion of your assigned dose of tanezumab. This will take approximately 5
minutes. After the infusion, you must stay at the study doctor’s office for at least
1 hour. The following additional tests and procedures will be performed one hour
after the tanezumab infusion:

o Measurement of your blood pressure and heart rate
o Review of side effects, if any.

Week 56 End of Study Visit (Day 393}

The Week 56 Visit will be your last visit for this study. The following tests and
procedures will be performed:

» Completion of 4 questionnaires about your pain, stiffness and physical function,
arthritis symptoms and ability to do daily activities

e Review of any medications you have taken and any symptoms you have had

since your last study visit

Neurological examination

Physical examination, including measurement of your vital signs and weight

ECG

Review of birth control use (if applicabie)

Collection of blood samples for:

Safety laboratory testing

Hemoglobin Alc test

Anti-drug antibodies

PK testing

A pregnancy test if you are a woman who is able to become pregnant

Storage of a blood sample in case planned tests
3 need o b
for possible future testing for safety reasons e repeated or

> Collection of a urine sample for safety laboratory testing.

® © o © ©
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STUDY RESTRICTIONS / SUBJECT EXPECTATIONS

You are encouraged to notify your primary care doctor about this study so that you and
your primary doctor can discuss your participation.

You should maintain your normal daily routine including stable doses of permitted

medications and exercise program. It is imporant that you check with vous study doctor
before initiating or altering exercise programs.

Some minor elective surgeries may be permitted, but it is important that you check with
your study doctor before having any procedures done. Knee or hip replacement
surgery is not permitted.

Tell a study doctor promptly if you have:

« A side effect
e Aninjury
« Any symptom or complaint.

if you have any side effect or event that {ieads to hospitalization for the 112 days after
you receive your last dose of study drug injection, please tell the study doctor.

POSSIBLE SIDE EFFECTS, RISKS, AND DISCOMFORTS

Tanezumab

Tanezumab has been given to approximately 580 subjects in research studies that have
been completed. These studies involved subjects undergoing foot surgery
{bunionectomy), subjects with chronic low back pain, subjects with pain after a shingles
infection, and subjects with arthritis of the knee. Each person received the study drhg at

least once; in one of the arthritis studies, subjects received 2 doses of study drug eight
weeks apart.

Any medicine may have side effects. Side effects that may occur in this study, based
on the commonly reported experiences of subjects who have received tanezumab, are.

o Arihritis in the joints e Joint pain

+ Back pain o Joint sprain

e Bruising * Joint swelling

= Buming or tingling sensations o Muscle pain

= Carpal tunnel syndrome = Numbness or Jack of sensation

» Common cold symptoms * Pain after shingles infection
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Diarrhea

° ¢ Pain in the arms and legs

o Earinfection s Swelling in the arms and legs

e Fever o Unpleasant sensations on the skin
s Fluid in the joints = Upper respiratory infection

+ Increased sensitivity to touch s Urinary infection

s Headache

Of the side effects listed above, some accurred more commenly than others. The side
effects that were seen more frequently in subjects (1 out of 10 subjects) treated with
tanezumab in earlier studies were buming or tingling sensations, diarrhea, headache,
joint pain. pain the arms and legs, and swelling in the arms and legs.

Even though these side effects are expected to occur in some subjects, few subjects
had to drop out of these studies because of side effects.

There have been a few side effects that have led to hospitalization or were considered
an important medical event that the study doctors befieved may have been refated to
taking tanezumab. One subject in the foot surgery study, who had symptoms similar to
a seizure before enrolling in that study, had a side effect similar to a seizure more than
115 days after receiving tanezumab. Another subject from the same foot surgery study
had a seizure about 125 days after receiving tanezumab. This subject had been
drinking a lot of coffee and stayed awake for a fong time before she had a seizure. One
subject experienced severe skin pain on parts of her body; this subject received
approximately 10 times the highest dose that will be given in this study.

Some subjects in these studies reported abnormal sensations described as unusua!
pain, a feeling like sunburn, sensitivity te touch or clothing. tingling or “pins and needies”
sensation. About 10-20% of subjects treated with tanezumab reported these side
effects. These experiences were more often mild or moderate in intensity and generally
stopped before subjects completed the study. These kinds of events started most often
in the earlier part of the study, about 2 weeks after dosing, and generally went away 2

weeks later. In some cases these side effects began later in the study and may have
lasted longer.

Because of the way tanezumab is thought to act on the body, there is a ible ri

, ! . possible risk of
changes in blood pressure or heart rate in subjects who receive tanezumab. These
changes have not been seen in the studies done 1o date.
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Allergic reactions may occur with any drug, including tanezumab. No serious allergic
reactions were reported in the approximately 580 subjects treated with tanezumab. tn
animal studies, a possible allergic type reaction was observed in 1 monkey in a study in
which 30 monkeys received weekly injections of tanezumab for up to 6 months. This
monkey died due to an acute reaction suspected to be associated with the monkey's
immune system responding to the tanezumab humanized antibody. This type of
reaction in a monkey might be expected when one species (the monkey) is exposed to
antibody protein from another species (human). This type of reaction would not
normally be expected when a human is exposed to a human antibody such as
tanezumab. This study showed that, with the exception of the single monkey that died,
weekly injections of tanezumab for up to 6 months were well tolerated in male and
female monkeys. Animal studies do not always predict the side effects human patients
may experiencea.

Symptomns of an acute allergic reaction can range from mild to severe and can include:

Rash

Shortness of breath
Wheezing

Low blood pressure.

8 9 © 0

You should get medical help and contact the study doctor or study staff if you have any
of these or any other side effects during the study.

As of August 2008, 2 subjects have died after treatment with tanezumab in a clinica!
research study. One subject had a long history of cardiovascular (heart) problems and
died from a heart attack that the study doctor did not believe was related to taking
tanezumab. The second subject, a post-menopausal, obese, female smoker with knee
osteocarthritis died 6 weeks after her last treatment with tanezumab and the cause of
death was reported as due to arterioscierotic heart disease. The study doctor did not
believe this death was relfated to {aking tanezumab.

it is possible that you will form antibodies to tanezumab. An antibody is a type of
protein that helps protect the body from foreign compounds. If you develop these
antibodies. there is a small possibility that this drug or simitar drugs will not work for you
in the future. Production of antibodies to a drug is also a type of allergy that takes
longer to develop. The most frequent symptoms of drug allergy are skin rash, flu-like
symptoms and joint pains. Allergies to a drug can be life-threatening. Such antibodies
may also cause other unknown symptoms or problems. You will be tested for
antibodies to tanezumab, which are also called Anti-Drug Antibodies.
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Discomforts

Possible side effects from blood drawing include faintness, inflammation of the vein,

pain, bruising, or bleeding at the site of puncture. There is also a slight possibility of
infection.

Skin irritation is rare but could occur during an ECG from the electrodes or gel that is
used.

The use of an infravenous catheter (IV) may cause pain, bruising, clotting, bleeding,

ieakage of drug solution, and possibly infection at the site of the intravenous catheter
placement.

The study doctor will explain to you the risks of any additional pain medication heishe
may prescribe you during your study participation.

UNFORESEEN RISKS

Since the study drug is investigational when taken alone or in combination with other
medications, there may be other risks that are unknown. All drugs have a potential risk
of an allergic reaction, which if not treated promptly, could become life-threatening.

PREGNANCY RISKS / BIRTH CONTROL

Women

Because of the way tanezumab is thought to work in the body, there is a potential risk to
an unborn child. Use of the study drug may involve unknown risks to a pregnant
woman, an embryo, fetus (unborn baby) ar nursing infant. Therefore, if you are

pregnant, planning to become pregnant or are breastfeeding a child, you cannot
participate in this study.

in an ongoing animal study (as of August 2009), weekly injections of tanezumab to
pregnant monkeys throughout the entire period of pregnancy resulted in an increase in
the rate of miscarriages (deaths of monkey embryos or fetuses) and stillbirths {infani
monkeys who were dead at the time of birth) compared to pregnant monkeys i;\jected
with placebo (an inactive substance). The effect of administration of tanezumab to
humans during the entire period of pregnancy has not been studied.
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if you are a woman who could become pregnant, you must either be abstinent {(not have
sexual intercourse) or you must use 2 forms of birth contro! during your study
participation and for 112 days after your last study drug infusion. You must use a
barrier method of birth control (such as a condom or diaphragm) in addition to another
form of birth control. Your study doctor will discuss with you whether the methods of
birth control you pian to use are acceptable for this study.

Refore entering the study, a pregnancy test will be done for all women who are able to
become pregnant. This test might not detect an early pregnancy. Pregnancy tests will
be repeated during the study. If you think you are pregnant, tell the study doctor
promptly.

Pregnancy will be a reason to stop study treatment. If you become pregnant during the
study, you will be discontinued from study participation for safety reasons. If you
become pregnant within 112 days after receiving your last infusion of tanezumab, we
ask that you contact your study doctor for safety monitoring. In either case, please
make your obstetrician aware of your study participation. Your study doctor will ask that
you, or your cbstetrician, provide updates on the progress of your pregnancy and its
outcome. The study doctor will make this information available to the study sponsor for
safety monitoring follow-up.

if a tive birth results from a pregnancy that occumred while you were receiving the study
drug or within 112 days after receiving your last infusion of study drug, the study doctor
will ask you for permission to follow the development of your infant up to 15 months of
age. Participation in the 15 month follow-up is optional. The foliow-up will involve
neurological examinations {assessment of central nervous system development) and
evaluations of cognitive (thinking/mental) development performed by a pediatric

neurologist and clinical psychologist chosen by the sponsor. These evaluations wiil
take place at birth {0-2 months), 8 months, and 15 months of age.

Nen

Because of the way tanezumab is thought to work in the body, there is a potential risk to

an unborm child. Use of the study drug may involve unknown risks to a pregnant

woman, an embryo, fetus (unborn baby) or nursing infant. I you are sexually aclive and

your female partner(s) is able to become pregnant, you must use 2 forms of birth control
during your study participation and for 112 days after your last study drug infusion. You
or your partner(s) must use a barrier method of birth control {such as a condom or
diaphragm) in addition to another form of birth control used by your female partner
Your study doctor will discuss with you whether the methods of birth control you ar;d
your female partner(s) plan to use are acce

ptable for this study. You must tell
female partner(s} about these birth control requirements. Y Yo
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If your spouse or pariner thinks she is pregnant during the study or within 11’2 days after
you have received your infusion of tanezumab, tell your study doctor immediately. At
{hat time, you will be given an authorization form that you should provide to your female
parmer for her to complete and retum to the study doctor. The form will seek her
permission to contact her obstetrician for follow-up information regarding her pregnancy.
The information relating to her pregnancy will be used for safety monitoring of the study
product. if your partner completes the form, provides the requested authorization and
returns the form in the envelope provided, the study staff will contact her and/ar her
obstetrician to collect updates on the progress of the pregnancy and its outcome.

In an ongoing animal study (as of August 2008), weekly injections of tanezumab to
pregnant monkeys throughout the entire period of pregnancy resulted in an increase in
ihe rate of miscarriages (deaths of monkey embryos or fetuses) and stilibirths {(infant
monkeys who were dead at the time of birth) compared tc pregnant monkeys injected
with placebo (an inactive substance). The effect of administration of tanezumab to
humans during the entire period of pregnancy has not been studied.

if a live birth results from a spouse/partner’s pregnancy that occurred while you were
receiving the study drug ot within 112 days after receiving your last infusion of study
drug, the study doctor will ask you and the mother of the infant for permission to foliow
the development of your infant up to 15 months of age. Participation in the 15 month
follow-up is optional. The follow-up will involve neurological examinations {assessment
of central nervous system development) and evaluations of cognitive (thinking/mental)
development performed by a pediatric neurologist and clinical psychologist chosen by

the sponsor. These evaluations will take place at birth (0-2 months), 8 months, and 15
months of age.

As a subject in this study you agree to inform your female sexual partner(s) that the
effects of the siudy qmg on pregnant women and unbom children are not known. You
further agree to provide your female sexual partner(s) with the information contained

with this section of the informed consent document entitled PREGNANCY / BIRT
CONTROL. /BIRTH

ALTERNATIVE TREATMENTS

You do not have to participate in this study to receive treatme iti

\ nt for your osteoarthritis
pain, The{e:\ are FDA-approved treatments available to treat pain associated with
osteoarthritis. Oth.ef treatments that are avaitable include pain medications such as
Tylenol, non-steroidai anti-inflammatory drugs (NSAIDs) and opioids. Surgery may also

be an optien. Your study doctor will discuss with i
; you the risks an
available treatments for your pain due to osteoarthritis. ¢ benefits of other
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NEW FINDINGS

Any new important information that is discovered during the study and which may
influence your willingness to continue participation in the study will be made available to
you as soon as possible.

POSSIBLE BENEFITS OF THE STUDY

You may benefit as a result of your participation in this study. There is, however, no
guarantee that you will benefit from your participation in this study. Results from this
study may benefit others in the future.

COMPENSATION FOR PARTICIPATION

For your time and inconvenience related o your participation in this study, you will be
paid for the study visits you complete according to the following schedule: $40.0C for
each study visit. If you do not complete the study, for any reason, you will be paid for
each study visit you do complete according to the schedule above.

if you have any questions regarding your compensation for participation, please contact
the study doctor at the telephone number listed on page one of this consent document.

CONFIDENTIALITY

Records of your participation in this study will be held confidential except as disclosure
is required by law or as described in this infonmed consent document (under
"Confidentiality”) or in the attached "Authorization to Use and Disclose Protected Health
information” document. The study doctor, the sponsor or persons warking on behalf of
the sponsor, and under certain circumstances, the United States Food and Drug
Administration (FDA) and the Institutional Review Board (IRB) will be able to inspect
and copy confidential study-related records, which identify you by name. Therefore,

absoiute confidentiality cannot be guaranteed. If the results of this study are published
or presented at meetings, you will not be identified.

The sponsor will use and disclose your information onl
purposes or 10 prepare research publications. In addition to using it for this study, the
Sponsor may reanalyze the study data at a later date or combine your infon'natior{ with
information from other studies for research purposes not directly related to this study
The goal of any such research would be to leamn more about drugs or diseases or to .

help design better studies in the future. Your name wi i
tter . e will never appear in any sponso
reports or publications, or in any future disclosures by the sponé)c?r. v r

y for research or regulatory
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The ways your study doctor will use your study-related health information and the
people who may receive it are identified in a separate form entitled “Authorization to
Use and Disclose Protected Health information.” You will be asked to sign that form to
show that you give permission for these uses and sharing of your information. You do
not have to sign the authorization form. However, if you do not, you will not be able to
participate in the study.

COMPENSATION FOR INJURY

If you experience a research injury, the study doctor wili provide or arrange for medical
treatment at no cost to you. Pfizer will cover the costs of this freatment. A research
injury is any physical injury or ifiness caused by your participation in the study. f you
are injured by a medical treatment or procedure that you would have received even if
you were not in the study, that is not a research injury. Payment for such things as lost
wages, expenses other than medical care, or pain and suffering is not available. To
heip avoid injury, it is very important to follow all study directions. You are not giving up
any of your legal rights by signing this consent document

COSTS

There will be no charge to you for your participation in this study. The study drug,
sludy-related procedures, and study visits will be provided at no charge to you or your
insurance company.

All study treatments and procedures described in this informed consent document are
paid for by Pfizer. Other treatments or procedures you may receive during your
participation in this study that are not identified in this informed consent are not paid for

by Pfizer, with the exception of any that are required to treat a research injury (see
Section Compensation for Injury).

EMERGENCY CONTACT /IRB CONTACT

Before you sign this document, you should ask questions about anythi
ni, you ing that you do not
igwde{us;and. The study staff is available to answer questions before, during, aid after
e study.

If you have questions about this study or how it is being run, or if you think you may

have suffered a research-related injury, you should contact th
' e study doctor ¢
telephone number listed on page one of this document. y doctor atthe
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if you have any questions about your rights as a research subject or complaints
regarding this research study, vou should write Schulman Asscciates institutional
Review Board, inc. (SAIRB), 4260 Glendale-Milford Road, Cincinnati, Ohio 45242, or
call foli-free 1-888-55SAIRB (1-888-557-2472) during business hours Monday - Friday

8:0C a.m. to 4:30 p.m. EST. SAIRB is an independent committee established to help
protect the rights of research subjects.

VOLUNTARY PARTICIPATION / WITHDRAWAL.

Taking part in this study is up o you. You may choose to not take part or you may
leave the study at any time. Choosing to not take part or leaving the study will not resutt
in any penalty. You will not lose any benefits to which you are otherwise entitied. Your
decision will not affect your access to medical care in the future.

Upon withdrawal from the study, samples already taken will be analyzed as planned
uniless you state that you will not allow this at the time of leaving the study.

The study doctor or Pfizer may decide to take you out of the study without your consent
if:

You do not foliow the directions of the study doctor

You develop a serious iliness that is not related to taking part in the study
The study doctor decides that the study is not in your best interest

Pfizer or responsible regulatory authority decides to stop the study

You become pregnant, intend to become pregnant or are nursing a child during
this study

{. Administrative reasons.

papoy

If you end the study early for any reason, you will be asked to retumn to the study center

to complate the tests and procedures described for the Week 56 End of Study Visit.

- The tests are to protect your safety and to collect study information. Your study doctor
may also recommend other treatments for your condition.
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PRIMARY CARE PHYSICIAN / SPECIALIST NOTIFICATION OPTION

Please indicate below whether you want us to notify your primary care physician or your
specialist of your participation in this study.

.., Yes, | want the study doctor to inform my primary care physician/specialist
of my participation in this study.

— No, | do not want the study doctor {o inform my primary care
physician/specialist of my participation in this study.

ww  —.. ldonothave a primary care physician/specialist.

_ — The study doctor is my primary care physician/specialist.
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CONSENT

» | have read {(or someone read to me} and understand this Informed Consent
Document, which describes the purpose and nature of this study.

| have had time to review this information.

{ have been offered a chance (o ask questions.

| received satisfactory answers to my questions.

if | do not take part in the study, ! will not lose any benefits.

if | leave the study, | will not lose any benefits.

| will not lose any legal rights by signing this consent document.

My participation in this study is voluntary.

¢ e & 0 D @ &

i agree to participate in this study.
1 will receive a copy of this signed informed consent document.

! must tell the study doctor about all changes in my physical or mental heaith during the
study,

Men

1 will provide my fernale sexual partner(s) with the information contained within this
informed consent document saction entitled PREGNANCY / BIRTH CONTROL.

é—ubject_i-ﬁﬁf_a_l‘g

Printed Name of Subject

Signature of Subject Date

Piease date your own signature at the time of signing.
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Printed Name of Impartial Witness

Signature of tmparlia( Witness Date

Not applicable

Printed Name of Person Conducting Consent
Discussion

Signature of Person Conducting Consent Date
Discussion
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AUTHORIZATION TO USE AND DISCLOSE
PROTECTED HEALTH INFORMATION

During your participation in this research study, the study doctor and study
staff will collect or create personal health information about you (for
example, medical histories and results of any tests, examinations or
procedures you undergo while in the study) and record it on study forms.
The study doctor wilt keep this personal health information in your study-
related records (that we will refer to as "your study records”). In addition,
the study doctor may obtain, and include in your study records, information
regarding your past, present and/or future physical or mental heaith and/or
condition. Your study doctor may ask you io sign a separate authorization
to obtain some or all of your medical records from your doctor. Your study
records may include other personal information {such as social security
number, medical record numbers, date of birth, etc.), which could be used
to identify you. Health information that could identify you is called
"Protected Health Information” {or "PHIM).

Under federal law (the "Privacy Rule"), your PHi that is created or obtained
during this research study cannot be "used" to conduct the research or
“disclosed” {given to anyone) for research purposes without your
permission. This permission is called an “Authorization.” Therefore, you
may not participate in this study unless you give your permission 1o use
and disclose your PHI by signing this Authorization. By signing, you are

agrgeing to allow the study doctor and staff to use your PHI to conduct this
study.

By signing this authorization, you also are agreeing to aliow the study
doctor to disclose PHI {o:

« The sponsor of this study and anyone working on behalf of the
sponsor to conduct this study (referred to as "the sponsor”). The
sponsor will analyze and evaluate the PH! and may use it to develop
new tests, procedures and commercial products. The study staff will
assign a code number and/or letters to your records which means
that you will not ordinarily be identified in the records sent to the
sponsor. The sponsor may, however, look at your complete study
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records that identify you. In addition, the sponsor may visit the study
site to oversee the way the study is being conducted and may review
your PHI during these visits to make sure the information is correct.

» The Institutional Review Board ("IRB") may have access to your PHI
in relation to its responsibilities as an institutional Review Board.

The study doctor or sponsor may disclose your PHI to the United States
Food and Drug Administration (“FDA") or similar regulatory agencies in the
United States and/or foreign countries.

These disclosures also help ensure that the information related to the
research is available to all parties who may need it for research purposes,

Except for the disclosures described above, your PHI will not be shared
with others unless required by law. If your PHI is given to the parties listed
above and/or to others who are not required to comply with the federal law,

your PHI will no longer be protected by this law and could possibly be used
or disclosed in ways other than those listed here.

You have a right to see and make copies of your PHI. You are agreeing,
however, by signing this form, not to see or copy some or all of your PHI

until the sponsor has completed all work related to this study. At that time,
you may ask to see your records.

This Authorization will never expire unless and until you revoke (cancel or
withdraw} it. If you sign this Authorization in the states of California or
Washington, however, it will expire 50 years from the date you sign it
unless you revoke (cancel or withdraw) it sooner.

You have a right to revoke your Authorization at any time. If you revoke it,
your PHI will no longer be used for this study, except to the extent the
parties to the research have already taken action based upon your
Authorization or need the information to complete analysis and reports for
this research. To revoke your Authorization, you must write to the study
doctor, stating that you are revoking your Authorization to Use or Disclose
Protected Health Information. If you revoke this Authorization, you will not
be allowed to continue to be in this study.
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You will receive a copy of this Authorization after you have signed it.

-

Printed Name of Subject

Signature of Subject Date

Please date your own signature at the time of signing.

Printed Name of Impartial Witness

Signature of Impartial Witness Date

Not applicable

Printed Name of Person Explaining Authorization

>ignature of Person Explaining Authorization Date
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