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If you experience a severe allergic reaction to paclitaxel that cannot be overcome with standard anti-
allergy medications, or numbness or tingling in your hands or feet which would cause
discontinuation of paclitaxel, then the drug docetaxel (Taxotere) will be substituted for paclitaxel.
Docetaxel has been found to be as effective in patients with ovarian and primary peritoneal cancer as
paclitaxel. Docetaxel is from the same chemical family as paclitaxel and generally have the same
types of side effects as paclitaxel with some important differences. When compared to paclitaxel,
docetaxel has been found to cause less tingling and numbness in the hands and feet but has been
found to cause lower white blood cell counts and higher risk of infection and a chance of severe
fluid retention (see below). It has also been found that some patients who experience allergic
reactions to paclitaxel do not demonstrate allergic reactions to docetaxe]
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Docetaxel (Taxotere):
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Likely:

e Low white blood cell counts - this may make you more open to infection

e Low platelet count - this may make you bruise more easily and bleed longer if injured

e Low red blood cell count which may cause tiredness, shortness of breath or fatigue

e Mild to severe allergic reaction which may be life-threatening with hives, wheezing and low
blood pressure

e Numbness and pain of the hands and feet that sometimes worsens with additional treatment and
may not disappear after the drug is stopped. This may lead to difficulty walking, buttoning
clothes, etc.

e Hair loss
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Muscle weakness and muscle loss; muscle and joint aches
shortness of breath

skin irritation(including hives and itching if allergic reactions)
low or high blood pressure

nausea and/or vomiting

diarrhea

mouth and throat sores

fatigue

excessive tearing of the eyes

chills; fever
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Less likely, but serious:

A slowing of the heart rate (a slow pulse is not harmful; however if you should develop any
other irregularities in heart rate during treatment, an EKG and other tests may be required.)
Fluid retention, in the form of weight gain, poorly tolerated swelling of the legs, arms, tissues
beneath the skin, sometimes fluid collections in the chest causing shortness of breath and strain
on the heart, and sometimes fluid collections in the abdomen (ascites) which can cause
abdominal discomfort, distention and indigestion.

Irregular heartbeats

Heart attack

Nausea and/or vomiting
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Diarrhea

Sores in the mouth or throat (that can lead to difficulty swallowing and dehydration)
Fatigue

Lightheadedness

Headaches

Kidney damage

An increase in triglycerides (a blood lipid) levels which could increase risk of hardening of the
arteries

Liver damage

Confusion; mood changes

Skin tissue damage if some of the drug leaks from the vein while it is being given
Changes in taste

Irritation and swelling of the skin in an area previously treated with radiation therapy
Rash

Inflammation of the colon, pancreas or lungs

Blurred vision or other changes in eyesight such as sensation of flashing lights or spots
Infection and/or bleeding complications as a result of decreased blood counts

ﬁﬁ(iﬁ;l«\ﬂ‘ BEVEMHER

® © ©¢ ¢ © © © © © o

e © o e e e o

DIREDELSES (RSB BDEFAFTETRHY FLAD. BEHBTICHDOR
BRICES58ICE, LBRVHROREEZRIZLELHZILOLNERA, )
KOSDEB-BHERLDHEEDORPE. ETHENLL A, AERMOETHNS,
BRICEHICEE £ > TRUNPLEBADGEE LY, BICEERCEEY (BK) B
FRECEZZ. HETRESIEREIT,

RER

D EFEE

ES/NER:

TH

ODOFPHEDEHS (BRAALEHSHELAY. BRKICDENS)

13\513\6@

5RiE

BHREEDRE

PUSTUESA REWSIMBEROFHIEFOEDO LR, SLUBIRE{CDOYRIDE
F

FRERORE

BRNEERE. |SHDEFH

EERE (FFSKREPICEFSOENSBNIESS)

BREDZE(L

LIRS ICHSHREREZ 2 (T /- B D RE D FIBFER

323

ABE. ORI EDRE

GOG-0213_IC X FRkR_ver.7.0_20130906

— 259 —



GOG-0213
Informed Consent
Page 20 of 43

o RELE-ITXITE. SRTHAIXPESNRZIDLODGRENLE
o MERKEVICE > Tl ERIETNAELAEDOHM

Rare, but serious:
o Liver failure
o Swelling of the Brain
e Seizures
e severe allergic reaction resulting in development of a rash, difficulty breathing , and low
blood pressure
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Gemcitabine: (10/01/12)
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Likely:
o Low white blood cell counts that could lead to infection
Low red blood cell counts that could cause anemia
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e Mild nausea

o Fatigue

o Hair loss

o Numbness or tingling in the hands and/or feet
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Less Likely
o  Flu-like symptoms such as fatigue, muscle aches, fever lasting 1-2 days after gemcitabine
treatments
e Infection requiring treatment with medicines
e Low platelets that could lead to bleeding
e Nausea and vomiting
e Diarrhea or constipation
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Mouth sores may occur; you will be given treatment to make them more tolerable. Mouth sores
improve over time.
Abnormalities in the blood tests that measure liver function

.Fluid retention in the feet, legs, and weight gain

Kidney function abnormalities, with the appearance of protein or blood in the urine
Rash may occur, involving the body and/or legs.
Changes in taste, or a metallic taste
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Rare but serious

Confusion, hearing problems, heart failure, abnormal heart rhythms, high blood pressure, low
blood pressure, blood clots in the legs or lungs, bowel obstruction, bleeding, severe infections
leading to death. The relationship of these events to the administration of the chemotherapy
drugs has not been proven, since all patients who have received these drugs have underlying
cancer, which may cause some or all of these effects by itself.

Rarely, severe lung damage has occurred in patients being treated with the combination of
gemcitabine and docetaxel. In most cases the lungs got better when the treatments were stopped.
Rarely, a condition affecting the blood and kidneys called hemolytic uremic syndrome has
occurred. When this happens the kidney damage can sometimes be permanent.
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Bevacizumab: (08/23/10) (12/19/11)
AN X2T

Likely

Loss of the normal functioning of the ovaries in a woman that can result in temporary or
permanent menopause; the impact on fertility (temporary or permanent) is unknown
High blood pressure
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Less Likely
o Lack of enough red blood cells (anemia)
e Fever associated with dangerously low levels of a type of white blood cell (neutrophils)
e Fast heartbeat usually originating in an area located above the ventricles
e Feeling of spinning or whirling
e Belly pain
o Inflammation (swelling and redness) of the large bowel (colon)
o Constipation
e Diarrhea
e Heartbumn
o Bleeding in some organ(s) of the digestive tract
e Blockage in an organ(s)/part(s) of the digestive tract
e Partial or complete blockage of the small and/or large bowel. lleus is a functional rather than
actual blockage of the bowel.
e Irritation or sores in the lining of the mouth
o Nausea or the urge to vomit
e Vomiting
o Fatigue or tiredness
e Reaction that can occur during or following infusion of the drug. The reaction may include

©

fever, chills, rash, low blood pressure, and difficulty breathing.

Chest pain not heart-related

Pain

Allergic reaction by your body to the drug product that can occur immediately or may be
delayed. The reaction may include hives, low blood pressure, wheezing, swelling of the throat,
and difficulty breathing.

Infection
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Infection (collection of pus) around the rectum

Premature opening of a wound along surgical stitches after surgery

Increased blood level of a liver enzyme (ALT/SGPT)

Increased blood level of a liver or bone enzyme (alkaline phosphatase)

Increased blood level of a liver enzyme (AST/SGOT)

Increased blood level of a liver pigment (bilirubin) often a sign of liver problems

Increased blood level of a heart muscle protein (troponin I) indicating damage to the heart
muscle

Decreased number of a type of white blood cell (neutrophil/granulocyte)

Weight loss

Decrease in the total number of white blood cells (leukocytes)

Loss of appetite

Joint pain

Abnormal changes in the growth plate that may affect the growth of long bones in very young
children. This side effect appeared to be reversible after the treatment was stopped but has not
been assessed with long-term use of the bevacizumab drug.

Muscle pain

Destruction or death of jawbone

Dizziness (or sensation of lightheadedness, unsteadiness, or giddiness)

Headache or head pain

Inflammation (swelling and redness) or degeneration of the peripheral nerves (those nerves
outside of brain and spinal cord) causing numbness, tingling, burning

Fainting

Blood in the urine

More protein leaking into the urine than usual, often a sign of kidney disease

Bleeding in the vagina

Stuffy or runny nose, sneezing

Cough

Shortness of breath

Nose bleed

Hoarseness

Itching

Skin rash with the presence of macules (flat discolored area) and papules (raised bump)
Hives

Formation of a blood clot that plugs the blood vessel; blood clots may break loose and travel to
another place, such as the lung
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Rare, But Serious

Damage of or clots in small blood vessels in the kidney that can cause complications, some of
which are serious including abnormal destruction of red blood cells (hemolysis) or platelets (that
help to clot blood) and kidney failure

Collection of signs and symptoms that indicate sudden heart disease in which the heart does not
get enough oxygen. Sudden symptoms such as chest pain, shortness of breath, or fainting could
indicate heart disease and should be reported right away. Signs such as abnormal EKG and
blood tests can confirm damage to the heart.

Heart failure: inability of the heart to adequately pump blood to supply oxygen to the body
Decrease in heart's ability to pump blood during the "active" phase of the heartbeat (systole)
Heart attack caused by a blockage or decreased blood supply to the heart

Irregular heartbeat resulting from an abnormality in the one of the lower chambers of the heart
(ventricle) -

Ventricular fibrillation: irregular heartbeat that involves the lower chambers of the heart
(ventricles) that results in uncoordinated contraction of the heart; life threatening and potentially
fatal, needing immediate attention

Gastrointestinal fistula: Abnormal hole between an organ of the digestive tract and another
organ or tissue

Gastrointestinal perforation : A tear or hole in the stomach or gut that can lead to serious
complications and may require surgery to repair

Sore (ulcer) somewhere in the digestive tract

Serious, life-threatening allergic reaction requiring immediate medical treatment by your doctor.
The reaction may include extremely low blood pressure, swelling of the throat, difficulty
breathing, and loss of consciousness.

Leakage from stomach due to breakdown of an anastomosis (surgical connection of two
separate body structures)

Bleeding in the brain

Stroke caused by decreased blood flow to the brain

Abnormal changes in the brain that can cause a collection of symptoms including headache,
confusion, seizures, and vision loss associated with MRI imaging findings (RPLS)

Sudden decrease of kidney function

A condition in which the kidneys leak a large amount of protein into the urine that can cause
complications including swelling and kidney failure
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Abnormal hole between part of the urinary system and another organ or tissue

Abnormal hole between the vagina and another organ or tissue

Abnormal hole between the lower breathing tube and the body cavity that surrounds the lungs
Bleeding from the lungs

Hole in the wall that separates the nostrils of the nose

Abnormal hole between the breathing tube (windpipe) and the tube that goes from mouth to
stomach through which food passes (esophagus). This is life-threatening and potentially fatal.
Blockage or narrowing of a blood vessel (artery) that can cause damage or loss of function
including a heart attack or stroke
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Bevacizumab is an experimental drug. Possible side effects of bevacizumab listed above are based on
studies of bevacizumab in humans. These side effects may be a minor inconvenience or could be severe
enough to be life threatening or fatal. In addition, there is always the risk that you could experience
other presently unknown side effects. You will be watched closely for any side effects and if serious
side effects occur the drug will be stopped and you will be treated appropriately.
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Bevacizumab affects the growth of new blood vessels in the body. It is hoped that by stopping the
growth of new blood vessels in your tumor, Bevacizumab will stop the growth and spread of the tumor
itself. Bevacizumab may affect several organs (or parts) of your body, in addition to the possible effect
it may have on your tumor. The following side effects have been seen in clinical studies and may be
related to the drug: headache, protein in the urine which may indicate kidney damage, surface and deep
vein blood clots and blood clots in the lungs, fever and chills, nose bleeds, high blood pressure.
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In other research studies using bevacizumab along with chemotherapy drugs, patients have experienced
abnormal liver function, specifically reversible, marked increases in liver enzyme levels (bilirubin and
transaminase). It is unclear what causes this abnormality. It is possible that when bevacizumab is
administered with chemotherapy drugs that the risk of side effects involving the liver are increased;
other additional side effects may also occur when bevacizumab is given with chemotherapy drugs.
However, it cannot be ruled out at this time that bevacizumab administered alone may cause these
abnormalities.
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A few patients have experienced “bowel perforation” and “bowel anastomotic dehiscence”. Bowel
perforation occurs when an opening exists in the bowel wall allowing bowel contents to spill into the
abdomen. Bowel anastomotic dehiscence is a breakdown in the surgical connection between two pieces
of bowel. These events can be life-threatening. In addition, there have also been a few reports of
surgical wounds healing slowly or poorly. We do not know at this time if these side effects are related
to treatment with bevacizumab or if they are due to other factors such as worsening of the patient’s
cancer, chemotherapy, or previous surgery or radiation.
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Patients treated with bevacizumab have experienced problems with internal bleeding. Usually this has
occurred at the site of specific tumors, most notably lung. In rare cases, patients with lung cancer
receiving treatment with bevacizumab began spitting blood which resulted from fatal bleeding in the
lungs. If you note bleeding from your gums, in your stool or urine, or you develop nosebleeds, you must
inform your doctor right away. You will be monitored with blood tests if indicated by any sign of
bleeding, and your treatment with bevacizumab may be stopped if any significant bleeding occurs.
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Neutropenia (decrease in white blood cells) is a common side effect of chemotherapy drugs; the
incidence of this event may be increase when bevacizumab is added to chemotherapy. In some clinical
studies of bevacizumab plus chemotherapy, there was also an increase in neutropenia-related fever and
infections, including rare incidents of infections with fatal outcomes.
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Reproductive risks: You should not become pregnant while on this study because bevacizumab can
affect an unborn baby. It is important you understand that you need to use birth control while on this
study. Check with your study doctor about what kind of birth control methods to use and how long to
use them. Some methods might not be approved for use in this study. Women should not breastfeed a
baby while on this study because bevacizumab can affect infants. Also, because bevacizumab remains in
your body for weeks to months, you should continue to avoid nursing a baby for at least six months
after your last dose of bevacizumab.
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Precautions will be taken to try to prevent side effects from occurring, and medicines are available to
treat many side effects if they do occur. For example, you may develop signs of an allergic reaction
during any given treatment with bevacizumab, which could be severe or life threatening. The symptoms
of the allergic reaction may include: rash, sweating, swelling of the skin, itching, change in heart rate,
difficulty breathing, low blood pressure and abdominal, back, arm or leg pain. If these symptoms
develop, you will be treated promptly with medications to control the allergic reaction. You may need
to be put into the hospital if the allergic reaction becomes severe or life threatening. For any further
treatment with bevacizumab, you will receive three medications prior to each bevacizumab treatment to
try to prevent an allergic reaction.

BERERARICH<SHICTFHIEENBRONET, HLANEASEABZEETH, BETEZKD
BMERERBETHENTEET, FIZIE. MBEDANS AT TICLSaEBEPC. BE
DFEEIZEFICBHLAUEEOH A7 VILF—RICOERERSEEZI N LIEHAL. TLI
F-RIGICEARDLOBIERSESENET : S, BTF. EBOLH. M, LAMD
ik, EE%, ENESLIVCES. 5. BICHEDOR . CNODERDSRNZIGE.
FUINF—RICEHADETECHICAEBEEZRITHEICRVET, TUINF—RIGHEE
T30 FLEFEEICEHDLAIEREICAZGESE. ARTIVENHINLDBLAERHA, N
NURARTICEBDEFNLUBDARBEDEDIC, ANVARTICLBREERNICTUILE-RIG
EFHTREHDIDDESEEINET,

Although there are no planned major operative procedures specified in this protocol after initiating
chemotherapy, surgery may be indicated if you develop certain conditions such as a bowel obstruction,
abscess or other infections, or symptomatic tumor recurrence. Since bevacizumab affects the way new

GOG-0213_IC ##RAR_ver.7.0_20130906

— 269 —



GOG-0213
Informed Consent
Page 30 of 43

blood vessels form, delayed, abnormal or incomplete healing may occur if you are taking this agent and
you undergo surgery. Depending on type of wound healing complication, the recovery from these
complications may take weeks to months and may require additional surgery. It is usually recommended
that elective surgery be delayed in order for your body to clear this agent. However, this may not be
possible based on your condition. Although little information is available to accurately determine the
risk of wound complications from surgery once receiving chemotherapy and bevacizumab, it is generally
considered increased above the risk assumed from surgery during chemotherapy alone. Your physician
will inform you of these risks and the timing for intervention if necessary.

{LERERABRRICECOHRORBHEZCHARLR SN ERELFHOFERH Y EBAD,
REAE. IRE. TOMORLE. EREBEFOBRLEEOEEDRRIENSGZSE. FH
BREBICEDZEDBHYET, ANITTEHLVMEOERFEICHEEZRIFT LM
5, COEDEEPICFMERZITE L. BIEDRENSENLY. DESWWDPEPOEY. &K
RRICAS>AEVTHRENDSHY T, BIEBREHEDS M 7ICL>T. ThoDEHHE
NOEDEBICIEBENSHEHNBLNEHLbHY. BMOFMBLELLIEEOHYE
9. BEE. GADSCOEN LK BHIETEIROLNFMIIERTEHLZ2HDTNE
7. LML, BRICK>THEHEMT D EBNTERMEEDHY FT, EEFRELANDX
RTDUAREER I LDPHBIEE. FHOBUEESHEDNDY A/ DERELEIYHLICH
UDERIFLAEDY EBAD, —NIC. TOYR (HMeEREERIAB PO FHTHE
BEENBURIZLRASEEZSNTVEY, REGQGSE. ChoDU R PFERETE
SHHMICOVWTIELEMMSRAMNDY £,

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?
BRERICBMYT B LANFHLELDBHYUETH?

There may or may not be direct medical benefits to you from taking part in this study. The potential
benefit of taking part in the study is control of your disease but it is possible that your condition may
worsen despite treatment. The benefit of the study to society may be the use of information gained on
the toxicity and effectiveness of the study treatment for patients in the future.

COHRRICBMTEEICE> T, BEEERLOAY Y MEHBNED NIHMLY XA,
COFRICBMT D ETHEADRIAZHWAD ENTESDDBULNEEAL. BEET
2RICH DD L THRRSBAT SR OHY FY, HRICHL TR, HBRBAROSHEY
BYHEICONWTHBABBRPFROBECRIDAEESHEIENVI AV Y MPHYET,

WHAT OTHER CHOICES DO I HAVE IF I DO NOT TAKE PART IN THIS STUDY?
(10/01/12)
HLIORRICBMUED /5, ICEABRRBYEDYETH?

Your other choices may include:
o Getting treatment or care for your cancer without being in a study. This could include treatment
with the combination of carboplatin and paclitaxel or gemcitabine alone.

e Taking part in another study.

GOG-0213_IC @R hR_ver.7.0_20130906

— 270 —



GOG-0213
Informed Consent
Page 31 of 43

e Getting comfort care.
e Getting no treatment.

Talk to your doctor about your choices before you decide if you will take part in this study.

..@a’ﬁﬁl:%hﬂéh TGS, UTORBEZBRIRTS LN TEET,
- BERERBRCEZMETIC. DADRBECTTERITS, INICE. ANKRTSF&x
SUGFEINEERTASIE " DHRAEEDNSENET,
- fEDEBKSERICBINT B,
- SREBHTSARE @MU T LOFEND) £RITS,
- HEEBEMTAREM BTN,

CORBANDSMERDBEIC. CNOOBRBRICOVWTIEYNEMELSKTFEFLE>TLEE
(AW

WHAT ABOUT CONFIDENTIALITY? (08/04/08) (06/22/09) (12/19/11)
BEARRBEIEDOLSCRBENETN?

Efforts will be made to keep your personal information confidential, and GOG procedures may include
removing your name and other identifying information from data collected during the Study, in order to
protect your privacy. However, we cannot guarantee total confidentiality. Portions of your medical
records will be sent to the GOG Administrative Office, the GOG Statistical and Data Center, and to the
GOG Tissue Bank, to be reviewed and analyzed by physicians and other Study personnel. Your records
may be accessed by GOG representatives (This will include the Data Safety and Monitoring Board
which reviews adverse event reports to assure patient safety) and by the NCI for research, quality
assurance, and data analysis purposes.

GOG 13, HEDBEABRETFTIENEL. . HBEDTSAN —ERETHH.
COMRPICREENS TS EHAOBAPEAAEZHET S EREHBR LA LTRYER
WET, LBLANL, IRTOBEREFZRIATESDIHOTREHY EHA. HBELOZHE
FO—8BIE GOG &, G0GC HEHT—F >y —. HBMI GO6 BN INEKSN, EEHi®
HEENNBEERSETCIVELEEET,
M AETOIEGER) : BETIE. XE GG NBEFEXDIMH S MIB > /Z#IC. GOG-
Japan A=F A RX—TFT 4 I 5— (LEXRPEFFREE BREBRI-Ts -7
1 U8 DBRAEFPREFONBEEBIETIVELERT,

In addition, your records may be reviewed by the Food and Drug Administration (FDA), or other
agencies of the Department of Health and Human Services (DHHS) for research or regulatory purposes.
Also, information from the Study may be given to government agencies in other countries where the
study drug may be considered for approval. The GOG Data Safety Monitoring Board (DSMB) reviews
accumulated summaries of toxicities (adverse events) and Serious Adverse Event (SAEs) reports.
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SHIC. RERREERRE (FDA) PREREHSEULE OHHIS) OZOMO#EN. HE
ELFRFENTHRICORELBERBET DY ET, £, ZORBRNSDFERE.
FEBREOARERVTHHUENNHLBEOHAEBEICRHBEEND Z&bHY ET., 606
DTF—F" REREZFIIUIJEER DSMB) TlE. X (FEER) LEELFEER
(SAEs) HREDHMECEZBLET,

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S.
Law. This Web site will not include information that can identify you. At most, the Web site will include
a summary of study results. You can search this Web site at any time.

AEEREERICDWTIE. KEDEKIZHE > Thttp://www.Clinical Trials.gov[CIBE & E T, =D
7Y MIEAEZBETESEREIHY EHA. BBREROEXNENBHRHINETOT,
WD THIRRTEET,

Authorized representatives of Genentech, the manufacturer of the drug being tested, may also see your
records.

TxxrrTyuo (FREEERESE) OERESIONLARED. HLLOEFEERSC
EMTEEXY, *
*HETOEE (BRE) : BATSH., COERBRPIEEFHBEICLHEAZHFOBENTE
BEh3ESICE. AN AXTOBFERREERTHSHRABEOELSELSLUA
FEBRFOBREN, HRI-OBHELEZEZMETHREESHY £7.

Under NCI policy, data from this Study may be provided to another researcher at some future time for
~ use in an approved research project. If this occurs, the researcher must agree to keep individual patient

information confidential.

NCl DAHDTT, COEBOT—FI1E. F3k, ABSheMATO o FTERAT S
DICHIOMREFICRHEENDCELEDBHDYET, COXITBE. TOWRREIBEDOEANE
WMERBICLTB ZELICARLATNERZY EEA.

When the research results are published or discussed in conferences, no information will be mcluded
that reveals your identity.

MAERDPEREINACYZRTERESNCYTDHEE. HALOFITPASHITED LD
BHROSEND LEHYEREA,

The National Institutes of Health (NIH) has issued GOG a Certificate of Confidentiality, which protects
GOG from being forced to disclose personal information about you in response to a subpoena or other
request in a federal or state legal proceeding.
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GOG (. KREIEM&EERFM (NIH) HOSBBRIFIFESERMEINATOET, TOIAHEIC
£oT, GOG (3. EHBMELIMOENFHRE LSV TERRCZOBOEKRICIELTH
BICDBEABRSEFINICARENBVE S ICRELTHET,

You should understand that a Certificate of Confidentiality does not prevent you or a member of your
family from voluntarily releasing information about yourself or your involvement in this research. If an
insurer, employer, or other person obtains your written consent to receive research information, then the
researchers may not use the Certificate to withhold that information

BERBHAEE. HELEEEOIERORREHLEFLEDEDYICDNTOERE. H
RIEeHBIEORENABENICARTHIOEZBILETIHDTIIHY ERTA. RREE. ER
E. FOMRDAGY. AEBREZITMIHICHLB-DAREEEBTNSIEE, AEERL
SARAEFZEALT. HEEOFBRREEELEZASLIEITEEHA,

[Note to Local Investigators: The Department of Health and Human Services (DHHS) has
recommended that HIPAA Privacy Rule requirements be addressed by the local institution. This may be
done either in a stand-alone authorization or as part of the informed consent document, depending on
institutional policy.]

(RIEROBUEMICH T HEEHEE : KEREHSEHE (DHHS) TE. HIPAA TS5A4N
—BRUDEHIBEROBIEMDS LT HLD ICRMLTOVET, BROFEHICH> T,
BHTORRO L ERABEFEO—MBLLTOVWTNIADETREENDZLICAYET., ]

WHAT ARE THE COSTS OF TAKING PART IN THIS STUDY? (08/04/08)(08/29/11)
COBERRBRICBMTEIE, BRIZEDSSWHOMNBTLLIMN?

You and/or your health plar/ insurance company will need to pay for some or all of the costs of treating
your cancer in this study, including the cost of managing the side effects of therapy. Some health plans
will not pay these costs for people taking part in studies. Check with your health plan or insurance
company to find out what they will pay for. You will be responsible for paying any deductibles,
coinsurance and co-payments as required under the terms of your insurance plan(s).

CDEKRSRICHDPI—HHDINILTOERIE. HALTHEEIIRBRICK > TEILD
NBZ EICRUET, RIS, BERSERICBMUASSEIRRESSTINDNEZNWI EBHY
F9, EROSFTILDONAIHFAICDOINTIE. RRESVFICBBEVNEDLELSEZE N, HAELEDRR
DEGFICEDNWTHELEFZTARTOLEST. bLUBCAEEL2E. dAEIBEDEIA
WSFEEAVET, COBKRSRICBMTIZLICLVRRESENRIBTIHIE. FF0N
BERICHERTEHICEDIEHHUYUET, *°
* QATOEE BR) : ChiEXEORATT. BETIR. COERRRBICBMLTLA
EFOTW3HOBADKRBS (RAVYTTOEABRBLUZDREICHEIRALSN &
REEBOBIEEZVET., ANIXTTIEXE Nl HOBHETREINDDT, BF
EADEBRECERA,
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If you and your doctor choose treatment containing bevacizumab, the Division of Cancer Treatment,
and Diagnosis, NCI will provide you with the drug bevacizumab free of charge for this study.
However, if you should need to take the study agent much longer than is usual, it is possible that the
NCT’s supply of free agent could run out. If this happens, your study doctor will discuss with you how
to obtain additional drug from the manufacturer and you may be asked to pay for it.

DI HBIZDERIBEPANITTEELARBEEZEIRLAESE. NCI @ the Division
of Cancer Treatment and Diagnosis EWDEEDN ZDHEBRDIZHITAN XTI T E=EIET
RBRELET, LML, TOEHEBRELZBEZEAONS LY BIEIEIDICRIICHAE>TIREBTS
C &S EEEIE N ICKAEEREPIEEZRS IEPHYET., Z0BE. BHYER
FREZEENSODEMDEOAFAEICDODWNWTHALEFELEN. HALEFEFOZIANEK
HONDSHAREEPECET, ‘

You will not be paid for taking part in this study. The institution where you receive treatment receives
payment which covers some but not all of the costs of the study.

Hizreld. COFEBANTMT S LCHULTHINWERITH LEHY ERA, HIZLDAR
BRERTHBRICH LTI, EREAOIRTTEHY FEAB—HHIZIDIET, *7
FTHATOER BR) : BROEREEE ICHTIHBRBRAOKILNEHY £t A,

For more information on clinical trials and insurance coverage, you can visit the National Cancer
Institute’s Web site at http://cancer.gov/clinicaltrials/understanding/insurance-coverage . You can
print a copy of the “Clinical Trials and Insurance Coverage” information from this Web site.

Another way to get the information is to call 1-800-4-CANCER (1-800-422-6237) and ask them to
send you a free copy.

BERREER SEREBEAICDOWTESHMY ICRU W EEE., REEIOPAMEBEROD 2 794 b
TELEELW, “Clinical Trials and Insurance Coverage’ (BSpREXER &1RF&EA) IC
DWTODIFREHRITDENTEET,

htip://cancer.gov/clinicaltrials/understanding/insurance-coverage

Fld, 7U—F AL 1-800-422-6237 NBFEL T, COBROIE—EEHTEMLT
HHOEDHAEETT, **
TARTOEE BRE) : EHORNFRBKEADEETAZHRELTHET,

WHAT HAPPENS IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY? (06/22/09)
CORBRICEMTBLICEY. DUHBEHBRESRELHRELEIZHOTLLOIND?

There is no compensation for a physical or psychological injury, which could happen as a result
of this study. While medical care is available should an injury occur, the cost for such medical

care will be your responsibility.
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COHBROBEREVTEUSTRUELHHHENELE - DEBNBFFLCHTI4MEEHY
FEA, BEZEOLBAERBRERIBSENTEETS, BRICHTSIBEARACHR
HEBUET,

It is important that you tell your study doctor, Keiichi Fujiwara, if you feel that you have been injured
because of taking part in this study. You can tell the doctor in person or call him/her at +81429844111.

COBRKEARICBMT B EICL > T, HRICHEFRT S LEBZOSNSMOMOBREENEE
A, BHEM (BE EF-) ICEASCEMNEETYT. BEEBFELITIN. 550
(& (042-984-4111) ICEBRFBL TS,

COSBRICSML TERBENSELCALLECE, BULERED > THREHETWELEEE
T, TOBRDERLEICHNIERE. HBLLRRSUICLDIZINNERYVET, ZOB
KRR, EREZQETHLEATEEEA. *°
' AFETOZEE GBE) : BETE. BEHEFEELBAORHRIT. RERREERL
XTODOT. —BBBEZADECRBLEYET,

WHAT ARE MY RIGHTS IF I TAKE PART IN THIS STUDY?
HBLHBCOBEERREBICBNLES, DL BEINIMRESMEBICRDOEATINSZDOTL
&£5M7?

Taking part in this study is your choice. You may choose either to take part or not to take part in the
study. If you decide to take part in this study, you may leave the study at any time. No matter what
decision you make, there will be no penalty to you and you will not lose any of your regular benefits.
Leaving the study will not affect your medical care. You can still get your medical care from our
institution.

COFBRICEMENBINESI NI, HEEIHEFOBERTEROEE N, HE/kld. &M
HHAINWRFBZMONWTNTHRIRTEEY, ARSMCABESNARTD, WO THHHEIC
SMERYCHEENTEET, ABRNOBMERYPHTH. BARLOFFRERTS
CERBYEEA. ABRNOSMERYPDENOENST, TORHLEAEDBRITEHESEM
ICICHEBTHLBHYERA. SIERERULBRRTAREEBRITVELITET,

We will tell you about new information or changes in the study that may affect your health or your
willingness to continue in the study.

¥, HEEORBEREPZOHBNOSMERTINES LOBRICHEEZRIFTLOA
FLWVEERPHREABTDEENSHDHEICIE. TERVELET,

In the case of injury resulting from this study, you do not lose any of your legal rights to seek payment
by signing this form.
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HLHZOHRICHAEIH S EEZONHERBENSEESALBEIC. COBKEARSMOE
EEICERLTVS I LICLY. BESFKRETHENMENZERSIDOTEHY A,

WHO CAN ANSWER MY QUESTIONS ABOUT THE STUDY?
N OHERICHT SMDERICEATINEZDTL LD N?

You can talk to your study doctor about any questions or concerns you have about this study. Contact
your study doctor Keiichi Fujiwara at +81429844111.

For questions about your rights while taking part in this study, call the Saitama Medical University
International Medical Center IRB at +81429844523. [Note to Local Investigator: Contact information
for patient representatives or other individuals in a local institution who are not on the IRB or research
team but take calls regarding clinical trial questions can be listed here.]

COMBICDODWTOEBCRESNY I EPHDEEIE. EHEMICTHRS 0,
(Bl Eeme BE B— BEES 042-984-4111 )

MREICSMT HHEIcCBHOEFICEL TERSH 51584
(fBFED IRB EBEES  042-984-4523 ) [CBFEZEL T,
(IRB &lF. MIRICENMT BAD EHERETDILDIC, HROBEETOALDIIV—T

TY, )
BESEMGED

K& : BHF IEE
Bigke (FhlE) : BEEBTErR 4 —
EBEES : 042-984-4523

Where can I get more information? (12/19/11)

HoEFLWVERSMYZVWEERCE, ESTNELINTLLESID?
You may call the National Cancer Institute's Cancer Information Service at:
1-800-4-CANCER (1-800-422-6237)
You may also visit the NCI Web site at http://cancer.gov/
e For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/
o For NCI’s general information about cancer, go to http://cancer.gov/cancerinfo/
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