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HOW LONG WILL | BE IN THE STUDY? (08/29/11)
HIZEDSSVDOHIBIZOMRICBEMTEIDTLEDIMN?

You will receive chemotherapy as long as there is evidence that you are benefiting from the therapy and
are not experiencing unacceptable side effects up to a total of 8 treatments. If you choose to receive
bevacizumab, you will receive this therapy in combination with chemotherapy. If you appear to be
benefiting from treatment and have reached a maximum of 8 cycles of chemotherapy, you will receive
bevacizumab as long as there is evidence that you are benefiting from the therapy and are not
experiencing unacceptable side effects. You will be followed by your study doctor for the rest of your
life. You can withdraw from the study at any time.
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CAN | STOP BEING IN THE STUDY?
ABRANOBMERMY PHEEMTEETN?

Yes. You can decide to stop at any time. Tell the study doctor if you are thinking about stopping or
decide to stop. He or she will tell you how to stop safely.

T, CORBANOSIME, WDOTHOHDIENTEET, ZMERUPHEVERDN
Teb&, Eld, PHLHIEFROALER, HEEMICTHRS LS, BIEMIYER
2ICHREPIETESLSFHAZWELET,

It is important to tell the study doctor if you are thinking about stopping so any side effects/risks from

the treatment can be evaluated by your doctor. Another reason to tell your doctor that you are thinking
about stopping is to discuss what follow-up care and testing could be most helpful for you.

HEBRADOSMEZRYPOHIWEEZTWBRZ LEHLEIENHIBHEMICIEADDIE. BEIC
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The study doctor may stop you from taking part in this study at any time if he/she thinks it is best for
you; if you do not follow the study rules; or if the study is stopped.
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ETNDPRELEBDNS L EE. HIEEMOHEICKY., HERAOSMEPLPHTIVELELS D
EBHYET, ARORFY ZLEZTFHo>TOWELETRENMEEPEREOOGOASPIEITAES
AR bEETY,

WHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM BEING IN THE STUDY?
(06/22/09)(10/01/12)

CORRICBMITBETHEIHEHERPYRIICE, EDLIBHDBHYETH?

You may have side effects while on the study. Everyone taking part in the study will be watched
carefully for any side effects. However, doctors don’t know all the side effects that may happen. Side
effects may be mild or very serious. Your health care team may give you medicines to help lessen side
effects. Many side effects go away soon after you stop taking carboplatin, paclitaxel, gemcitabine and, if
applicable, bevacizumab. In some cases, side effects can be serious in that they can be long lasting, may
never go away, may result in hospitalization, or may result in death.
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TS5F. FAVIEVY, FREAN IR TDHBE£EILDHSH ETHOMICEHELET,
UL, ZFWAAENTIRHUETS, B EA- Y. ARSBRELLo2Y ., KA
WY, FEBFEICEREBHUET,

You should talk to your study doctor about any side effects that you have while taking part in the study.

MRICSMLTWSBICRASHPOBUERNE Z > /581013, HIE/IOBESEMETHEL
B85 I EMRUTT,

Carboplatin:
HAWKRTSF

Likely:
e Low white blood cell counts - this may make you more open to infection
Low platelet count - this may make you bruise more easily and bleed longer if injured
Low red blood cell count which may cause tiredness, shortness of breath or fatigue
Fatigue
Loss of appetite and weight loss
Diarrhea, constipation, nausea and vomiting, and abdominal pain
Skin rash
Changes in taste
Changes in electrolytes in the blood such as magnesium and potassium
Decrease in kidney or liver function
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Hair loss
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Less likely, but serious:

Numbness or tingling in fingers or toes

Ringing in the ears and hearing loss

Allergic reactions

Chills and fever with aches and pains

Sores in mouth and throat (that can lead to difficulty swallowing and dehydration)
Altered vision

SEEREVNDS. EVEHER
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Rare, but serious:

Seizures

Secondary cancers such as acute leukemia which may be fatal
Kidney failure requiring dialysis

Deafness

Death

EBICENLD, EVEWEA
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E< 3
ET

Paclitaxel (Taxol):
No2VSEEN

Likely:

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

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

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

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

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.

Hair loss

Muscle weakness and muscle loss

Muscle and joint aches

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

HEOE VEER
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Less likely, but potentially 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.)
Irregular heartbeats

Heart attack

Nausea and/or vomiting

Diarrhea

Fatigue
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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

HER VD, BREICASAEERSSH SEIER
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Rare, but serious:

Liver failure
Swelling of the brain
Seizures
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e Death
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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 docetaxel]

BEENORT U F—ZEZERALTHEENSBRLNNIVIFENICHTIEEDT L
WFE—RIER®. "o VIFEIDORIEBVEERDILIBFERDD TELLUONMSRIR
L7=iga. RE2FEI (9FVYT—N) 2RO USFEIDRDYICERTZZEN
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WICHRDH D EBRDLO>THWET, RESdFNMEINRIVSFRIEFEUEEDS
HICBEL., WSDMEWMIHEHODD., —iRIICIINROI VS FILELUML > =BIER
BHUVET, NoUSGFEIERELER. REIdFRIVEFERDS TEPLUNES]
EFRITIEMVAEN—AT. BMBRKEBELESEEHRITEBH Y., BREFEOCEED
FEIEBOYRIBENEBAM>TWET (TEBR) . T, EBEATNOY
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RIGIIEBCEHRNWABNDS S L»B3 T &> THET,

Docetaxel (Taxotere):

e e o i) 2

Likely:

o 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

¢ 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.
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Hair loss

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:

e 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.)

e 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.

e Irregular heartbeats

e Heart attack
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Nausea and/or vomiting

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
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Rare, but serious:

Liver failure

Swelling of the Brain

Seizures

severe allergic reaction resulting in development of a rash, difficulty breathing , and low
blood pressure

FERICENLEN, BAEAEER

R4z

FHDBEXR

(FOhARME

%, SRR, ENEZSIEETEELT VILF—RIG

Gemcitabine: (10/01/12)
FhLEY E

Likely:

Low white blood cell counts that could lead to infection
Low red blood cell counts that could cause anemia
Mild nausea

Fatigue

Hair loss

Numbness or tingling in the hands and/or feet

HEOSWEIER

B IMIRER A (T L D Rk
TR IC LS EM
BEOHER

RRE

FROLUN. VY TYR

Less Likely

]

Flu-like symptoms such as fatigue, muscle aches, fever lasting 1-2 days after gemcitabine
treatments

Infection requiring treatment with medicines

Low platelets that could lead to bleeding

Nausea and vomiting

Diarrhea or constipation

GOG-0213_IC #FRAR_ver.8.01_20141114

— 262 —



GOG-0213
Informed Consent
Page 21 of 37

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) (09/29/14)
ANART

COMMON, SOME MAY BE SERIOUS
In 100 people receiving bevacizumab, more than 20 and up to 100 may have:
o High blood pressure which may cause headache or blurred vision

HERBOLS, BLVHOZSULEER
RN AITHREEBE 100 AR, 20~100 NIRRT HRIEEED Y
o HRBCER (BB IALLDICHD) E3ZRTIFEOSME

OCCASIONAL, SOME MAY BE SERIOUS

In 100 people receiving bevacizumab, from 4 to 20 may have:
Anemia which may require blood transfusion
Low white cell count that may increase the risk of infection
Infection, including collection of pus in the belly or rectum
Abnormal heartbeat which may cause palpitations or fainting
Pain in the belly, rectum, chest, joints, muscles, or tumor
Low appetite, constipation, diarrhea, heartburn, nausea, vomiting, or dehydration
Internal bleeding which may cause black tarry stool, blood in vomit, coughing up of blood, or
blood in urine
Bleeding from other sites, including the vagina or nose
Blockage of internal organs which may cause vomiting or inability to pass stool
Sores in mouth
Allergic reaction during or after infusion of bevacizumab which may cause fever, chills, rash,
itching, hives, low blood pressure, wheezing, shortness of breath, swelling of the face or throat
Delay in healing of wounds or spontaneous opening of wounds
Weight loss, tiredness, or dizziness
Damage to the jawbone which may cause loss of tecth
Headache
Numbness, tingling, or pain in the fingers or toes
Hoarseness, stuffy nose, or cough
Blood clot in limbs or lungs which may cause swelling, pain, or shortness of breath
Leakage of protein in the urine, which can rarely lead to damage to the kidney

HEREVS. BEVWHDESUEIMER
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BM-HMELBEETHIELHHUYET.
HIBRBOBED-BED YRV EBPTLEBHYET,
BE-BECHICIRSBESEBHYET.
© TRAZLHR-BBPRHESIEECICLBHUET,

GOG-0213_IC #ERAR_ver.8.01_20141114

® 6 o

— 264 —



GOG-0213
Informed Consent
Page 23 of 37

HBEZENS, BLVSOESLEMER
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RARE, AND SERIOUS
In 100 people receiving bevacizumab, 3 or fewer may have:

@ Clots in the arteries, causing stroke (which may cause paralysis or weakness) or heart attack
(which may cause chest pain or shortness of breath). This risk is significantly increased in
patients who are elderly or with history of diabetes

® Heart failure which may cause shortness of breath, swelling of ankles, or tiredness

® Bowel perforation (a tear in the bowel) that can cause pain or bleeding and require surgery to
repair

@ A tear or hole (fistula) in internal organs such as the nose, throat, lungs, esophagus, rectum, or
vagina. These conditions may cause serious infections or bleeding and require surgery to repair

® Flesh-eating bacteria syndrome, an infection in the deep layers of skin

@ Bleeding in the tumor, brain, belly, or lungs which may cause confusion, blood in stool or
coughing up blood

© Brain damage which may cause headache, seizure, blindness (also known as Reversible
Posterior Leukoencephalopathy Syndrome)

© Kidney damage which may require dialysis

ERICENT, BEVEEA
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Additional Notes on Possible Side Effects for Bevacizumab:
@® Risk in children or adolescents: abnormal bone changes which may interfere with growth.
Risk in pre-menopausal women: more likely to develop menopause when taking bevacizumab.

RN XTI THHERDHSBEMER & L TRINDEEHIA :
e FHPHELEDURY ( BRREGITFHLOIBRBABILEDS.
BBHOLEDYRY : ANITTREERITTNSE. AREETESEHFEEESE.

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
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.
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UDBRIIEFLAEHY EEAM. —RBIC. TOU RS (F{LRERBHMEIBROFRHTH
BENBURIZLASLEEZONTUNET, BERIFEE. TNOSDQYRIPFHETA
SHEICODWTEXEMPSHBLHY ET,

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?
BEIARICEMT S EMAMEHARIEMBDUETN?

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.

CORRICBEMTEHLICE ST, BEREELOAY Y bBHEINESI HEFDY EHA,
COHRICEMT B LTHLBIEDREEMAD L EMNTESILBLNEBAD, BEET
S2EICHBDPPDOSTHRIRPBLLTHAERBHY ET, #HRICH LTI, HREROZMHY
EPEICOVWTHLABHRSFROBEICRIUDIERS DD LN AV Y MIHUET,

WHAT OTHER CHOICES DO | HAVE IF | DO NOT TAKE PART IN THIS STUDY?
(10/01/12)
L EDEHBICENLZD 275, BICEALRERBYSYET D ?

Your other choices may include:
e 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.
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.

CORRICBMENAVNGE. UTORBREZRRTDENTEET,
- BERERICEABMETIC. BADEBRECTTERTS, ChICE. AILKRTSFEN
UG FENEEBTALALIE OHAREDSSENET,
- fEDERKEERICEMT S,
- HEEBRTSARE (BN T7 LHEEINDB) 2RIT5,
- BENSAREABITDAL,

CDEBANOBMERDBHIC. CNOSOBRRICOVWTHEHEMELKELEDTLKES
AW

WHAT ABOUT CONFIDENTIALITY? (08/04/08) (06/22/09) (12/19/11)
BABEBEBEDLS CRFShETH?
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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 IE. HIEDEABREFDIENEL. £, BELEDTSANS —EFET B0,
COMEFRICRESNDT —FEHEOEZFCEAEEETDHIEREHR L/~ L THYUE
WET., LHELENE, TRTORBRIBERIETESHDTEDOY A, HELOBE
SFO—EBIE G0 AEB. GOG HEtT—F o —. HBHNE 06 BNV I~ XK SN, [EEP
BELESHBREZRBSHE TN ELEEET, *°
S AATOEE BR) : AT, KE 06 "\BESL£EDF1HD N IEH7/=8IC. 606
Japan A—F 4 F—F 4 YTt H— (ILEAZEEKHAREE BERBI-F4%—7F
4 VUE) DENESBESORBERBIETOAEEEET,

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.

EH(C, REBEREERRE (FDA) CXER@EHLSEWE (DHHS) OZ 0O, MR
FFRF BN THRIEORERBERBET CEPHY ET, o JORRNSDERIL.
AEBREOADERFATHRMEDS H D BEOBAFERECIREENS I LHHUET, GG
DTF—%" REUEEZSUCIEZESR OMB) TlE. St (FEER) LEELFEER
(SAEs) FREDHEICBEZBLET.

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.

ABERRERICDWTIE., KEDEITHE o Thitp//www.Clinical Trials.gov [CBEENET, D
D7 YA MIBAEZBETESBRIIOY FHA, BREBEROEZEVNENBEHEINETOT.
WDOTHIRERTEET,

Authorized representatives of Genentech, the manufacturer of the drug being tested, may also see your
records.
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PrarTuott (FREREESE) OERESAONIEARED. HLLOREERSC
EMTEET, **
*AARTOERE (GBR) : BFETH. COHRBRVFELEHBEICKSAIPBOHNTE
RENBBEICR. KN AXTOAFEARFZLETHIPAUROBLEESLUE
FEBROBRGRES. HREOBHEEREMNETIEENHY £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 DAHDOTT, CORBRDT—F(3. ¥R, ABSWAERRTIOD o) MTHERATSRE
DICHDRAREICRUSNESLBHBVET, COLSLFE, EORREBELBEDOBAE
BEeRBICLTBEK ZLECRABLAITNIRY £HA.

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

MRERVEIRENACVZRTERESNAEVTHIHES. BLEOFTPESHICEDLOA
HRPEEND LEHY LA,

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.

GOG (¥, KREEIEHEMAR (NIH) HoRBREFMATEXMENTNET, EOMBAEC
&£oT. GOG (F. EIBHFAELFMOENFHREICEVTERRPCEZDRDOERIILLTH
BI-DEANERSEFIICATENZNLD 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

BERFIMAEE. HLHLEEBFOIEPCOMREHBALLEDEDYICDNTOERE. H
BIePHRBIORESBENICABTIDOZEBELTEHHDOTEHY ERA, RIREE. ER
B, TOHRDOANDS. ARBEREZTMSLHICHELDEBEEBRBTLHIHE. BRER
HMEAAEZEZEALT. HALOFRIZEHEELEZADSZLQATEEEA.

[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.]
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(BRROBEIEMICHT 2 EEFER | KEFREEIBUE (DHHS) TIE. HIPAA TS5A4N
—RAUDEH SR EROBUEMSMLT DL ICRMLTNET., BROAHICE> T,
BmTORRH L ERBEED—HMELTONWTNODOETREEINSZ LICRUET, )

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

You and/or your health plan/ 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).

COBKHBRCOPE—EHHSIVWERETORRAE, HELIBFELEIFRRICK > TELD
hBZ &IV ET., PICE. BRERICEMLLESIRREVS DN ENI LDH Y
Y. FROZIDNSERAICONTIE, FREJFICSHVEDELLZT N, HETZDRE
DEFICETOTREELBDIITRTOREARH. BLUHCHRIERIT. HLLIEHOZI
WEEELAYET., COBRKEARICBMT S LICKYRBRIUDSEETIHEEL, BEOH
AREICEXRTRRAICHRSZEBHYET,
*TAFETOEE BE) : ChiIZKEORRTY., BFTE. BEEROBIELZVET,

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
NCI’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.

HEECHEEDIBHENPANXTTEZSUABELHEIRLUEES. NCI @ the Division
of Cancer Treatment and Diagnosis S WO EBENZOHBDEDICAN AT TEEMET
RILET, LHL. TOHREEZEFEEZONS LY HEBDICREICOAE>TIRATS
CElCEoeBAE. NCI ICL B BERMPSEELERS IESHYET., CDFE. BEEM
[IEEEENSOEBMODEOAFAEICDODWTHALLEELEN. SALEFEDOIINNEK
HENBAEEMSELET, *®

* QATOEE(ER) : CHIKBORRTT, BETIE. NCI ICKEEBRIRH#FETIEL

<. TROFZNRRAF U 2ERLET,

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.

Hixfzid, COHRBRANBMI B LICHLTIMWERITH I LBHYE A, LSS
BEZIRERICHLUTIE. EREBADTRTTEHY FEAN—BSZIDNET, *
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YAFXTOEE(BR) : AROEREEE. CHTIRBEROZI VIS Y SHA.
2013 F 11 BICAND IR T BMERBEISICAED LAICCORBICEML. NCl [c&3E
RIEEECTARAEERBLUABREIFICOWTIE., BBRBEEATEICHD I &L,
BCBESBETINEETATIENTI BBV 40,000 @ (NN X THEE
BaAOLNWAD#H) %2 TEEBEE) LLTHEXZIWWELET, Shildicid rsm
BHE] FOSBENLEBZIWETEILIEHYEEA,

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.

BEREESRBRBHAICDODNWTSHY (ThVUEWEEE. XKEBEIPAREROD = 794 b
TEBELEEW, “Clinical Trials and Insurance Coverage” (BSFREER S1FMRERA) IC
DWTOEBREHRTAZENTEET,

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

E£hld, TU—=FAV)L1-800-422-6237 NEBFEL T, COBFRDIE—E\EBTRMALT
HHDZEBABETY, *1
FUARTOEE B : BHORMRIKEADBESAZHTRELTNET,

WHAT HAPPENS IF | AM INJURED BECAUSE | TOOK PART IN THIS STUDY? (06/22/09)
COSERICEBMITSHLICEY. BULBBRFEESRELBREFEDITSHOTLLOIN?

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.

CORBROBERELVTELCSWERNH S EENELE - LENBEEICHT SHEEEHY
FtA, BEZHOLBREIRRERIIBZILNTEXTY, BEICHISIEAEECE
HEBYVET,

It is important that you tell your study doctor, [investigator’s name(s)], 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 [telephone munber].

COBRKREBRICEMI D LICL->T, HBICHRET S EEX NSRS NDOREHENE

ErBEE. BAEM (BME ) KIEADZENEETY ., EEDFEL
TEHMP. HDNE BHAEMDBERS ) ICEBEEL TS,
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COHRBRICEMUTRBHESECLLLEZICE. BNEERED > THIREETWELEEE
T, TOBOERLEICHMDERIT, HELLERSHICKDIRILNNEZYET, COB
KRR, EREZAETILETEEEA,
" BFTOZRE (BE) : BF TR, SRBESEZLIGSORERIE. BRRAREERL
ETOT, —BBBESAOACABRLBVET,

WHAT ARE MY RIGHTS IF I TAKE PART IN THIS STUDY?
HBLHOBEKRBRICBMLUAES, EOLSRIENSARSMBICEDONTHNSDTL
&O5h?

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 médical care from our
institution.

ZOHRICBMEND N ES NI, HEEIHEFOBERTHEROSLEEN, HixkF. &M
HAINEFEMONTNTHRIRTEE Y., ARBMCARSNARTSH, WDOTHHEHAIC
SMERYPHDHENTEEY, ABNOEMERYPHTH, BARLOFARERITS
CEEBHYERA, ABRANOBMERMYPHENSLENDT, EORDIELENZITHERM
BICREBTHLEHYERA. SIERERAUBRTRBELRITVALLITET,

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.

¥k, HEEOBRBEREY CORABRNDOSNELETEPES POBRICHEEZRITTIO A
FHLWVMEROARABOEEDSHBIHSICIE. 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.

HLHDHERICERNH S EEX ONHBREESEELIFRIC. COBKARSMOR
BELERLTVWA I LICKY, BESFRETHIENENZRIBOTEHY £HA,

WHO CAN ANSWER MY QUESTIONS ABOUT THE STUDY?
HEEZOHRICHT SHOHABIICEATINEDOTLLIMN?

You can talk to your study doctor about any questions or concerns you have about this study. Contact
your study doctor [name(s)] at [telephone number].
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For questions about your rights while taking part in this study, call the

[name of center| Institutional Review Board (a group of people who
review the research to protect your rights) at (telephone number). [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.]

COMRICONWTOHEBYIBPY B LB DG, BARMCTHRILEZ L,
(BYEmME o )]

MEICBMT 5537 BSOERICHL TERSS 215813

(jBBED IRB BEEE ) ICEBEFRELTLEE N,

(IRB &, MEICEMT BAD 1EEFNERETH/-DHIC. AROBEETOIALODIT N
T7. )

BEXFEWMEEO

K4 :
B % (FRE)
EFEES

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

HoEFLWMERSMU LWL ZICE, ES5TNELINWTLLDM?
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/
o For NCI’s clinical trials information, go to: http://cancer.gov/clinicaltrials/

o For NCUI’s general information about cancer, go to http://cancer.gov/cancerinfo/

You will get a copy of this form. If you want more information about this study, ask your study
doctor.

KEEZDAMRERE BABRV—EXICBREL T ES N,
JY—A4JL 1-800-4-CANCER (1-800-422-6237) *
*RAKTOEE (BR) : 7U—FA VIIKREAMSDBRFRICRENET,
F/E Nl DD 2784 bEIZELZEE W, hitp://cancer.gov/
 EDEDRBERERDSITHONTWENENDIEER  http://cancer.gov/clinicaltrials/
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