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SUGGESTED PATIENT INFORMATION/INFORMED CONSENT
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TITLE OF RESEARCH PROJECT: A PHASE IIl RANDOMIZED CONTROLLED CLINICAL
TRIAL OF CARBOPLATIN AND PACLITAXEL (OR GEMCITABINE) ALONE OR IN
COMBINATION WITH BEVACIZUMAB (NSC #704865, IND #113912) FOLLOWED BY
BEVACIZUMAB AND SECONDARY CYTOREDUCTIVE SURGERY IN PLATINUM-SENSITIVE,
RECURRENT OVARIAN, FALLOPIAN TUBE AND PERITONEAL PRIMARY CANCER.
NCI-SUPPLIED AGENTS: BEVACIZUMAB (NSC #704865, IND #113912) (10/01/12)
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PRINCIPAL INVESTIGATOR:

URICHEIFTERCOMEDELEARS :

YAFTOER (GBRE) : BEAOESRBETREISALIEVIERLEEA,

GENERAL
—REIR

This is a clinical trial, a type of research study. Your study doctor will explain the clinical trial to you.
This consent form explains why this research study is being performed and what your role will be if you
choose to participate. This form also describes the possible risks connected with being in this study.
After reviewing this information with the person responsible for your enrollment, you should know
enough to be able to make an informed decision on whether you want to participate in the study.

ChIZBERSEREWVD HR] TT., BEEBRORBICONTIE, BHEMEY HLEICH
BALNV=LET,

COREHRAXETIE. SEORARORBER. TLTSMTIIEEDHLE/DRECDND
THALET, £, COEHBREMICEELTRCUBAVRIICDVWTHHRBALET,
BENERSBRICEMTINEINDICHARTIALZOARTEEAL., BRICBMTEINE
SMICDOWTHIALIBERES/-LTREITESLIIC. THICBBTIVNENHYET,

Clinical trials include only people who choose to take part. Please take your time to make your decision
about taking part. You have also been told that you have the option not to participate. You may
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discuss your decision with your friends and family. You can also discuss it with your health care team.
If you have any questions, you can ask your study doctor for more explanation.

BARRERIL, HABRANOBMICREESNEADHEMRELTVET, BMEhBENED M.
R Z DT TREILTTFE O, BERSRICEAZMULAENEWIBIRBDY FT, TRARD
RIE. HANME, BRICHIEHOTVWSERRS v 7ICHRENEDBLNTLLD. BLE
BAZTETNELES, HAEMETERNREE,

This study is being carried out under the sponsorship of the Gynecologic Oncology Group (GOG); an
organization dedicated to clinical research in the field of gynecologic cancer. The GOG is funded by the
Federal Government through the National Cancer Institute (NCI). The GOG will also receive support
for this study from Genentech.

COREIIBBAEDBABEOEEMREEMICTED. WABRBEIIV—F (606 ) BE
BTa3bDTY., G0G (ZTKEEIIFEHARKRE (NCI ) Z28BLTTAYIBEFANSBLEH%
ZUUTWEYT, F- OCRIOERBRERETHICHAEVDS RTINS BHBIEERT
TWET,

You are being asked to take part in this study because you have ovarian, fallopian tube or
peritoneal primary cancer that has come back after your original treatment.

HITFIIRE. NER. FLIRREEREORYIOABBRERII-RITHRIMPBRLEC
EMS, TORBANDEBMESFAWVLUTWET,

WHY IS THIS STUDY BEING DONE? (08/04/08) (06/22/09) (08/29/11) (12/19/11) (10/01/12)
COMERRMDEDHICTDODhZDTTM?

Standard treatment for your type of cancer usually consists of two chemotherapy drugs, carboplatin and
paclitaxel or carboplatin and gemcitabine, which are given every three weeks for a total of six treatments.
Chemotherapy is given to control the growth of your cancer and to lower the chance of it coming back.
Treatment with chemotherapy has been found to be effective, but long-term cure is uncommon. Many
patients will eventually develop recurrent cancer and need additional treatment.

HIRIEDEIBRODSY A T HERENLZABFETE, BE. DIVKRTISF NS+
‘. EREBANKRTISFLETLLHIEEND 2 DD EREEE 3 BILICEH 6 H
BELEYT, BOBEEZMNA, TOBRIVRAIZETSEIENTLEREETVET, 1t
FEECLDEEPBEVTHD B> TOETH, FhICK> TREAMGERENSS =
5ENBTLEBENTYT. FLDHEEF. WThERSERSh, EBMOBRSUEICIY
£7, |

A newer drug, called bevacizumab, has recently been approved by the U.S. Food and Drug
Administration (FDA) for use in combination with chemotherapy in patients with colon and lung cancer
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that has spread to distant sites in the body. The bevacizumab being provided in this study is for
investigational use only and is not the commercially marketed product. The commercially available
bevacizumab is marketed under the name of Avastin.

RN ZXRT ERIENZFHLNWED, B, KEEREERE (FDA) OEREZ(T. Bh
FEEMIICESEB L TOAREESIUMEBEEICHL T, kEEEEHALTANSZ .
BTEBHLOILKYVELL, SEDHBRTRHAESNTLAINS XTI EMRBMICR- T
ERZENSHOT, MigTHRELTWSERTREDY LA, FOBRL TSNS ZXITD
B, TPNRF2) TY, *

"AXTOEE(ER) : BFTE. HETHELTNS ITHRRF) 2EBLET,

Bevacizumab is thought to work by blocking the effect of Vascular Endothelial Growth Factor, (VEGF)
a protein made by tumors which can stimulate growth of tumor cells as well as blood vessels in and
around tumors in some patients. Bevacizumab has been given alone on a clinical trial for patients with
ovarian and primary peritoneal cancer whose tumors have recurred (come back). Approximately 18%
of the 62 patients’ tumors have shrunk, and 39% have not grown in at least six months.

AN XT3, NERRMBRIBIEET (VECF) OBMEZLL2EITHLTUHRERETS
EBZOSNTWET, VEGF FEBFICL > THESNS S NI BED—IET, BECLETOERAD
MEEFTEEZHERBOBELRETSLBHVET, BRULNBECRRBEERE
BEEWRICREENAHBERSARTIE. AN XTTPEBMTERSShE LA, BEL. 62
ADEBEZEDS BH 18%THMNL., 9% TRILESEH6DPABLULERBLETATLE,

In this study, you will be able to choose whether or not to receive bevacizumab with your paclitaxel and
carboplatin or gemcitabine and carboplatin treatment. If you elect to receive bevacizumab, you will
receive it every three weeks beginning with the second cycle of therapy and you will continue to receive
bevacizumab alone after therapy every three weeks as long as there is no evidence that your tumor is
growing or you experience unacceptable side effects.

COHBRTE., @RIV EFRIVENANVKRTISFY, EFLEETFLAZE EAhK
TSFUDEZBRBEICMA. ANV XAITDIRGEZRITEINEOINEBIRTEIENTEE
T, HRBIEBANXITDBBRERIRLEBEICE. BHKESLZ LY. FBETERN
SOBEMERNERESET. 2YM S INBDBRENS JBEONOUSFRILEANKTS
F U DCFEFEICMATANS X785 0. TDH., HFEEELE L TANS X TEM
N5 %# IBEBICRITBREIRVET,

The primary purpose of this study is to determine if a second surgery to remove tumor followed by
chemotherapy can increase the time that you remain disease free. If your doctors feel that you are a
good candidate for the second surgery you will be randomized to have surgery or not.

COFHBROETELBNG. BHEENMVURKRS 2 BEBDOFMHRICIETEZITILICLST,
HIRIDBFBEZERTHENTESINEDINEZRTSHILTY ., 2 BBDOFHDE
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HBTHDEEUEMDPHETEHE, [SUFAME] EWDFERICES T, FHEBTEZ2NSE
(FaWbhoWTFnMICEIVFIFShET,

Randomization means that you are put into a group by chance. A computer program will place you in
one of the study groups. Neither you nor your doctor can choose the group you will be in. You will
have an equal chance of being placed in either group. If you are randomized to receive the surgery it
will be performed before you are given chemotherapy. Chemotherapy will not be given until you
recover from the surgery which could take up to six weeks.

SVFAMEER. BBITN—FICEHNCEVMTSZETY, AEa—9—-D70I5
AICEH T, BBRINVN—TO5500WTNDICBEYRFILET, HEEBEDTIV—TICA
BMICDOVTIE, Hal-bEYEMOBRIZENTEEHA, EDTN—-TICEUFFITON
BUEMBRLUTY, SUYYAMETERERIEZLDICABAIZ. (LPEFEEZITBH
CEHREFTVET, FHHSEETIETEELE 6 BRIZEM DY ETH., FNhE T
BExEFTbhEHA.

Another purpose of this study is to test samples of your blood, some of your tumor if left over from a
previous surgery, and some of your tumor and normal tissue if left over from surgery performed as part
of this study. The purpose of this research is to determine if this testing can be used in the future to
determine which patients may respond to treatment, have side effects or have a good prognosis.

CORBROHS 1 DOBMNEF. K. LEOFHTURLZEFSZ> TOSESIET0—
B, COEBRO—RELTITD FHCRINT HEE & IERARIE > TOSHIB8TET0—8
ERBTHILTYT, COWMRODBNIE. EOBEMWRRICHRETRT D, BHFRAZELS
. FRRFLABINDEFARZILHIC. ThODRBFEVFRFIATE S0 ED hEHER
THELLHYET,
" EATOERE (GBR) : BFOERRME. AR MBAZEDATIBIOMRICIISML
A,

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY? (08/29/11) (12/19/11)
CORBRICAMADANEMTHDTIT M ?

About 360 people will take part in this study.

360 AP ZOFBRICBMT B FETT,
*AFTORE : CORBOMRERD BRPRSA,. EREBESAS S VPES
] DR TCEHRRAROBREEESHEVBEZFTOBIPREEINEARICELELS,
2011 ESALY. FHSARORBIRKEAZIBESEOHRCSNMMBRESNELE, &
CICRBEN TS 360 AL, FHPSAROBIRBKEALZIBESEIOBMPEAKT
£

WHAT WILL HAPPEN IF | TAKE PART IN THIS RESEARCH STUDY? (06/22/09)
COMRICBEMTDE. EABZENHBZIDTETN?
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Before you begin the study
AR AT

You will need to have the following exams, tests or procedures to find out if you can be in the study.
These exams, tests or procedures are part of regular cancer care and may be done even if you do not
join the study. If you have had some of them recently, they may not need to be repeated. This will be
up to your study doctor.

ROBREZRBITTWELEE, EOHBRICE>T, HRICTBMWVELELS LHOREEHLL
TWBANESIDERMES B TWELEEET, ChoDRERDPABRO—BE L TEERKE
ENTVBHHDTHY. CORBANDEMZB/HLT. REZNTHET, LENL>T, &iE
IoREBLEHLTLBBAILE. BET ILESBVRAEELHIMBLNERA,
COFIBRSELEMSITOET,

e History and physical examination which will include blood pressure measurement and may
include pelvic examination.

e Blood tests to assess blood cell counts; liver, kidney and blood clotting function; blood mineral

levels; CA-125 levels.

Urine test sample for urine protein level.

If able to become pregnant, a urine test sample to make sure that you are not pregnant.

Electrocardiogram (EKG)

Chest X-Ray

CT scan or MRI scan will be obtained prior to treatment.

o FBESLUBEARE (MEMENEENTT. ABHEENILbHVET)

o IMAFRE : MEK. FiE - BRSLUVMAZEREE. MPERHE. CA-125 2HARET
o RIRE . RERAZHAXRET

o MHIRDTEEMMSHBIHEAICIE. FRL TWVEWZ L Z2ERTIMBEREEZTVET
o LEER (EKG)

e MER X %R

o (TRF+¥E/AITMRI ZAEMBHBAICITOET

During the study — Pre-Treatment (Prior to Surgery/Prior to Chemotherapy), During
Chemotherapy Phase and During Maintenance/Surveillance Phase

HERORE —amal (FRal/(CEaEa) . (CPRERBOMABE. ¥/ ERBREOH
i

If the exams, tests and procedures show that you can be in the study, and you choose to take part, you
will participate in the informed consent process. Your study doctor will answer any questions you may
have and you and your doctor will sign and date the informed consent document (ICD). You will
receive a signed copy of the ICD, and copies will be retained in your medical record and the study
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regulatory binder. Once the consent process is completed, then you will need the following tests and
procedures before beginning treatment, and periodically during chemotherapy phase and
maintenance/surveillance phase. They are part of regular cancer care.

2B, BRE. LEICEYDLENZOEBRICBMTESZEMNHBL, EMOBREBN
FULES, AVT7x—AF - E2 b (THABFRBHICEDVWVELTORE) NEEIC
BRUET, HEPHS5EIBLHEMPSEDEBICEEALAL. REBRNICHAI-LBHEMZ
BEE (ICD) ITBRL. BfFZEEALET, BREH ICD ODBELD 1 SPIHAMNBHEL.
BUODEBELRHLHEDZHREHEEART7 7MNVICREZNET,

REDFHEENTT LARIC, BEOBAT. BLUMbEiE L d#FEEH L UENRS
FHMIC, LTORBEVNESVEICRVET, ChHBETOLNAEABEO—HTHD
UETd,

e Periodic history and physical examination which will include blood pressure measurement and
may include pelvic examination.

e Electrocardiogram (EKG) and chest x-ray or CT scan or MRI scan. These observations will be
repeated prior to chemotherapy, if you are randomized to surgery..

e Detectable tumor will be measured periodically by CT scan or MRI scan.

e Periodic blood testing for CA-125 level. CA-125 is a blood test that is generally performed for
patients with your type of cancer to monitor the effectiveness of treatment.

e Periodic blood tests to assess blood cell counts; liver and kidney function; blood mineral levels.

o If you are on a blood thinner medication, then periodic blood tests to assess clotting function
will be obtained along with other periodic blood tests listed above.

e If you have a history of hearing loss, then a hearing test will be performed before the first
treatment and possibly during other times in the study if your physician feels it is necessary for
monitoring your safety.

e If you agree to participate in the laboratory testing part of this study, at the time of your surgery
your doctors will take a small piece of your tumor and a small blood sample that would not be
needed for diagnosis.

e If you are randomized onto the surgical arm and have any opening in the skin such as an incision
made for your recent cancer surgery, you will undergo an examination of the incision to make
sure there is no evidence of infection or healing problem prior to chemotherapy.

o THMALFRELSLUBGKRE (MEMESSENTEY., ABZETOIZLBHYE
j—) -]

o AER (EKG) HBLUVEER X #. FLE T AFrHUIE MRI, BERKICKST
FHEBCHYUMFIONBIFEE. EEEZINICThSDBREZH S —ETWET,

o REFREMEBREICDOVNTIE. C(TRFv EAEIMRI TEBMICHELET,

o CA-125 OEMARG/ZMKZIRE. CA-125 (3. ABROBFUMMEZNETH/HICHITZER
CEBDSA TDEBEICHLUT—RUICTOhSOBERETY.

o MEREL. AFIE & BIROMEE. MPERE L NI ZFET S0 OF ML MAIRE.

o MEREADIREZZITTNSIFERIE. LEOFMMAMAREICIA T, REMIEZE
FMT B0 DM ZMBREEZITVET,
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o HEBOBIENHDIES. HIAEMISTEUHEZHRTILENHS LHMTIIE, HBR
DHEARDFL. HBECL> TRHARPOMOBSTHIREERELET,

o ZOHBROERREBPINOEMICAET HHEE. FHORRIC, BLEMITZHTIC
BEBEWEBDhIBEREMNF ELVBOMBY TNV EHENMLET, (COBAEIAF
TRGEDLbhEEA)

o BUERBAILL>TFERBICHYMIEON, DD, REDEDOFHTTELUIHELRE
REICHOBLSH SI58 (. (LEFEORMC, BREECARICAEN TN 282
T5:0I1C. VIHBIORESTOIhET,

You will need these tests and procedures that are part of regular cancer care. They are being
done more often because you are in this study. (10/01/12)

BEOEBARELTINSOREAPLAREBITOATHEY., COHRICBMLTLSEN
ST ENS, REPLEBIAKRICRBEINET.

e Blood pressure monitoring will occur immediately after the first treatment with bevacizumab for
at least the first week. If and when weekly monitoring is necessary, you may do this at home
and provide the results to the study doctor or study nurse if you wish, as long as the study
doctor feels this is safe and practical.

e Periodic urine test samples for urine protein level.

e Toxicity Assessments.

o MEBEF. INXTTDYEBBREELICREL. 2a<Ed 1 BRIIIHARLE
¥, 8 1 BOBRBHSLELGIGSE. HEIEMHBELTS LOMZANEHET I,
HEEDFLT, HETMEMNEZT., HIAEMEIEIFEMCZOERZE
ZBEHBTEET,

o Y UINOBERANDI-HDEMNIEIRRE

o EBERDF(E

The two possible chemotherapy combinations are as follows:
2:8Y O{LEEREHRAREICDWTLITICHBLET

If you choose to receive bevacizumab, you will receive the standard treatment of carboplatin and
paclitaxel or gemcitabine IV with the addition of an experimental drug called bevacizumab given every
three weeks (IV). You will continue to receive this treatment for a total of six cycles as long as your
cancer does not get worse and you do not experience unacceptable side effects. If your cancer goes
away while you are receiving treatment you will be given two more cycles of treatment up to a possible
total of eight cycles. Following this therapy, you will continue to receive the bevacizumab every three
weeks as long as your cancer does not get worse and you do not experience unacceptable side effects.

RNV ARTDIEEERITBEEBRLEBEICIE. HREIIBRNESICEDHIVKRT
SFLENIUIFEINELRTLALIE DEERBRITNZ. INXTTERENS
GOG-0213_IC XI7RAR_ver.8.01_20141114

— 277 —



GOG-0213
Informed Consent
Page 8 of 37

HAREZ JBEBICEEEINET (BRANRE) . BOKE<LEY., FBTELRWNLD
BWERDRELUIBWRY. G5t 6 Y1 I INDERBRERITET, &)rﬁ_ 83 ﬁi&%b‘ruéf‘aﬁl
CHIEEDRBPEZAIGEICIE. RERSYAIINETELT, 24 0EBMLET, O
{LPFEEDER. HEflE. BHEKES< LY, %’Fﬁ’c%r;t\ct5f;§i11’ﬁmbf%$?'6$‘c‘\
AN AR T % JBEICHEELEITET,

If you choose not to receive bevacizumab you will receive the standard treatment which is carboplatin
and paclitaxel or gemcitabine given every three weeks IV (intravenous). The study drugs will be given
every 21 days (one study cycle). (Gemcitabine will be given on day 1 and day 8 every 21 days.)You will
continue to receive this treatment for a total of six cycles (18 weeks) as long as your cancer does not
get worse and you do not experience unacceptable side effects. If your cancer goes away while you are
receiving treatment you will be given two more cycles of treatment up to a possible total of eight cycles
(24 weeks). After treatment is stopped you will be observed for signs or symptoms that your cancer has
come back at which time your doctor will discuss with you the most appropriate next type of therapy.

ANV AT DB ERITIEWC EERBIRUVEBEE. AWKRTSFENsUSFRIVE
EZT L E D 3 BBORIKARSICLSFEARERTET. HREEZ. 21 8 (F
BRYA71E) BICEREENET, (FAYSEVI21 AEBIC1 HEL 8 ARICERES
nEd, ) BOELELTESY. D, %’Fe?%mc\lic‘:U)mlWFﬁil/JV&U’hli CDBaRE
Bt 6 A4 (18:BR) BUKRIFTHEICRVET, ABPICESERI NS, S8 Y
A2 45BR) [SETHET, ES5X2 YAV IDEMBEERITET, AERTHRE.
BSERELULBERECERSRD SNAVWHEBRBOELET, BRBICE. ROBREOR
HEL/BFEICDWTHEAEMDS THAWVELET,

You will be asked to give permission to provide two teaspoons of blood for this research study. This is
not part of regular care and is being done only because you are in this study. You can still participate in
this study if you do not give permission for your blood to be collected and used for this research study.
If you are randomized onto the surgical arm you will be asked to give permission to provide additional
specimens for this research study including four more teaspoons of blood, samples of your tumor if left
over from a previous surgery, and some of your tumor and normal tissue if left over from surgery
performed as part of this study. You can still participate in this study if you do not give permission for
your specimens to be collected and used for this research study. For more information on this optional
research, please see the last three sections of this document. One section provides general information
about the collection and use of specimens for research. Another section describes specific information
about the use of specimens for this research study. The last section focuses on issues regarding the use
of your specimens for future research.

Hizicld. COBBERRDEHICRAT—2 2 FEOMBREDERFEEROONET, hid
BEOEERO—ETIRELS., COHRICBMLTWS LN TETHARLKHENSHD
TY. COFERROAED ICOROEMPEAZRFELESTH., COARICBMI S L

ITEET, bLBBLLEN. FEBRICS Uy YALBFEZNhES, COREHRREDLEDHIC
EMTREARBICONWTBEVLWWELET : 77— 4 RE0mR. LFIOFMHTORLAE
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BESE-> TWBIEAEFOHREY TV, CORBRD—EBL LU TRETSFHTHENT S
BB LVCESHEIEB> TOWBIBSETD—E8, COREBMED/LHICIREDREOER
EARABLAESTH, COFHBICBMTHILETEET, COMNMRARICETIHL MR
[CDWTIE. COMRBAEDRED 3 BEEZTRBLUTLEZ, ZOBRYIOETIE. BHEDE=DH
DREEMEZOERAICOVNTO—RULIFRERHBLTOLET, ROETE. COBEH
KD=HDREERICOVWTOEANIBFREFRBALTVET, BROETIE. FRomx
DD ICHIE-DBREDERICETIBEEROICHBALTWET, ¥

SAXTOZEE GER) : BXRDERBEI. BELNBEERTIHBSOWMEICITISBML

A,

QUALITY OF LIFE
EEFDOHR

We want to know your view of how your life has been affected by cancer and its treatment. “Quality of
life” looks at how you are feeling physically and emotionally during your cancer treatment. It also looks
at how you are able to carry out your day-to-day activities.

BLETORBICE>THILBI-DEFBEDLSBHEERIT/-OMERZF VWV EBNE
T, TEFDOHE) OETIE. BOERED. HEENEEY - LDEBMICEDLDICRLTIVS
NSEBLET, £, KL PEHEEZTEEOLSICBL I ENTEROMTONWTHH
~RET,

This information will help doctors better understand how patients feel during treatments and what
effects the medicines are having. In the future, this information may help patients and doctors as they
decide which medicines to use to treat cancer.

CDFERICEH- T, ERNL. BAEPICBEEZEDLDICELIDMN. FEEFILEDEILEHDE%E
BIFLTWAONICDNT, LYVE<KBRTZILICARVET, 9Kk BELEMMSEDES
BICEDELEFERTEINRDABIC. COBFBMBRICIDCENDHUET,

You will be asked to complete a quality of life questionnaire at the following time points: prior to
starting chemotherapy, prior to cycle 3 (6 weeks after starting chemotherapy), prior to cycle 6 (12
weeks after starting chemotherapy), 6 months after starting chemotherapy and 12 months after starting
chemotherapy. In addition if you are randomized to the second tumor reductive surgery, you will be
asked to complete this questionnaire before your surgery. It takes about 10-25 minutes to fill out each
questionnaire.

SR, LTORSTEEOHARAROITARTORBICEEATSILIICKROONET ik
FEGERRAT. 3 YA I BOR (LERERRMS 6 BEER) . 6 Y1/ BDOHET (k%
BERBM S 12 BE%) . LEEEFREN,S 6 HAK. (LEEERBNS 12 hA%K, &5
(. BEKMLICL>T 2 BEQESBRB/NFRICHUMIISNDIIGSE. FHAIICOHE
E?%@T&;glﬁﬁlﬁa)\?‘éetﬁl:ﬂ?&b BNEY. | OHBROEALIE. $10~25 9
EEMMUYET,
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[f any questions make you feel uncomfortable, you may skip those questions and not give an answer.

BALKBVWEHBESH 55813, TOHBICEZADHLEEIHY EFEADT, ROEBICEA

TTFEUY,
Study Plan (08/29/11)(10/01/12) (08/19/13)

ALERET

Another way to [ind out what will happen to you during the study is to read the chart below. Start
reading at the top and read down the list, following the lines and arrows.

HAEBRPHLELIAPEZLIONEMD DO —DDHEEF., ROFvY—bEHLIETY,
—BHEDOSHEARD. MERMTHE > TROTFICAN D THRATHEET,

Women with recurrent ovarian or peritoneal primary cancerwho
have a treatmentfreeinterval greaterthan 6 monthsand
are candidatesfor cytoreductive surgery

v

Patient chooses a systemic treatment with eithen:
a} carbopliatin + paclitaxel or
b} carboplatin + paclitaxel + bevacizumab
¢} carboplatin + gemcitabine or
dl carboniatin + gemcitabine + bevacizumab

\

Randomize surgical treatment
1

- —1
Cytoreductive No
Surgery Surgery
L ]
L
Begin systemic treatment with carboplatin + paclitaxel +/-bevacizumab
1 Begin systemic treatment with carbopiagti{n + gemcitabine +/- bevacizumab

BERMBEE, EREERETELSFIBRES
6 HBAUEHY, FHMEITHLIRE |
X
LTFToWTFnhrneEaEE#RT S .
A AIWRTSF oo UsEwI
b) AWK T SF ANRTUZF IR AR T
OANKRTSF AT L IE Y
A ANRTSF AT A FEARNSART

v
FHICEY 554 At
v
v v
ERHRFH FHrmL
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Bevacizumab 15mg/kg

experience unpleasant side
effects up to 8 Total
Treatments.

Chemotherapy

Regimen* Schedule Maintenance Regimen
Paclitaxel 175 mg/m’ Every 21 days until cancer Bevacizumab 15 mg/kg every
Carboplatin AUC 5 goes away, gets worse or you | 21 days until progression or

toxicity precludes further
treatment.

Paclitaxel 175 mg/m’
Carboplatin AUC 5

Every 21 days up to 8 Total
Treatments

None

Gemcitabine 1000 mg/mz
dl & d8
Bevacizumab 15 mg/kg

Every 21 days until cancer
goes away, gets wWorse or you
experience unpleasant side

Bevacizumab 15 mg/kg every
21days until progression or
toxicity precludes further

AIWKRTSF> AUC 5
RN AT 15me/ke

HBET, 21 BELEBA
Tat 8 EDRE

Carboplatin AUC 4 day 1 effects up to 8 Total treatment.
Treatments.
Gemcitabine 1000 mg/m2 Every 21 days up to 8 Total None
dl & d8 Treatments
Carboplatin AUC 4 day 1
LEHE+ XoZa—=N B
NoUZFEIV 175 BIBE<1ES,. EPELLYT | BOETH L IFEER
mg/m’ 5. EREAFREEERD | [CL > TENLIEDORBREN

FAREEIBET, Y
X% 7 15 mg/ke % 21 B

NoVEFEIV 115

2 BBICRATA 8 E

&L

RN X T 15me/ke
HAIWVKRTSF AIC 4
(188)

iHHET, 21 BBICEK
"8 8 EIDAE

mg/m’ DEFE

ANKTSF> AUC 5

FALHZE 1000 B Rd, ENELT [ EOETHLLIIBEHFA
mg/m* (1 HB&L 8HAB) 3. FEFREZEMERD | ICK > TENLIED RED

AUREE BB ET, "N
A7 15 meg/kg #21 A

ThHELT 1000

mg/m (1 BE&L 8 BE)
ANKTSF > AUC 4
(1 BE)

21 BBICERATAI 8 H
F-F

A4V
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HOW LONG WILL | BE IN THE STUDY? (08/29/11)
IEEDLSSVWOHBICOMRICBMTEIDTLEOIMN?

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.

COBREBEEONRLSHEN, DD, FETELVREASETOWEWI EPASHTHNII,
RATA 8§ BETHEEL TEFREERITD LBV ET, N XX TDREZEZT
BEEBERULBEICE. XOUSFERINEANKRTSFrOERELHALTREE
RIFBIELIHRVET. HERTEHE 8 BDREIEL TAEOMRDH SN TNSIFEICIE,
FTOARFEDONRDSH SN, HD. FETELVEIEASETOWEORY, HElEAnNy
AXT & HFREL L THEL TRITEYT, BAEEMB AL ST > LHIELOEEHEE
fTWEY., HELEFEVWDTHIOHAREFRT D ENTEET,

CAN | STOP BEING IN THE STUDY?
ABRNOBMEMY PHBHEMNTEXTN?

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, COHABANDSMIE, WDOTHPHEIENTEET, SMEMY PHEEWERDR
elE. LI, PHBILERDAEER. BEEMICTHRS LS, BHEEMIYE
2CHRZDPIETESLIHBAZWVCLET,

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.

HEBADSMERY ©HIENWEEZTWA I EEHLNOEYEMICEAADIE. ABEIC
JUECHEMER/AHBICDOVWTIEYEMOSRIT TSI L TETHEETT, £/, PikE
DERDBEEEREICDOWTELED EDICHBARNEZETT,

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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TAHBEL LBOND LER, BAEFONMICL Y, HRAOBMEPHTILEL
EbBYET, HROREY ZEEFoTOLLIRENEAPHRED OHRL A1
BELRAKTT.

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

CORBICBMTEETEREMEBPRPYRIICIE. EDLDHBDONHYETM?

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.

BERICE. BIERAPECSAEESHYET, HAEMSEI VS TOENERZ PR
TEHLERYEHAD, TOXIBFEERICHMA T, FBRR<BEENSTONET, BUERAIC
(. BECPHLEODPERLZBONHYET, HIADERERSY v 7K, BFAZEBHEIES
FEDICFHMICEEZERATIEOHYET, Z<ORMERIR. OV FFEIL. HILK
TS5F. FALIED, EFEEANIRTOHREZEILEDHD LTHOMITHELET,
UL, ZWAAENTRHY ETH, REBEH Y. ARBBEELESIEY. KA
ICEFEWNEY, FLEEICESLOHYET,

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

HRRICBMUTWSREICFRSPDEHERNE C 2 158 ICIE, HR/-DBESEME+HEL
B3 T EMKRUTY,

Carboplatin:
HhIWKRTSF

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

HEOSWIIER

e & & e & o o o oo o

BV -BEDE UL THBYET,

M/MREHD-F YR TEPT Ao Y, EH5DHEMPBREIEET,
FMFRBFEL- BT <oy, BUNhD LAY, D7ESHEERCET.
TR 55 1k

R%RAR, GEORD

THI. (BiE. HEXCIEH, EEF

R

BREODOZEIL

MBEPOIXSIERE (RTRVDALAPHAUDA)

BEEE. FFIRMEEDET

RE (RTOEMRITIEBDLHH D)

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

SEEE(IE DS, BOEHER

FRDI\EOLUN, LYY R

Higy., BHET

7 LF -

BheHO>ERR. BB

ODOPPBEOFES (RHPAL ZENSRBERYBRKEREECTZEMDH D)
HERE |

Rare, but serious:

Seizures

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

Deafness

Death

EEICENLZL., EVEHEHR

(FivhA

SR mEL EHFENLZDMDOHA

BHELELTIETSE
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23
T

Paclitaxel (Taxol):
IAVA L & 5]

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)

HEDSVEHER

BB -BRDPEYPT AU ET,

MMREBIED-T YR TERT Iy, UBICLBHAMBRIIZET,
FIIRFBED-EN LT <Eo/cY. Bih, EFRSLEVLET,
BENLSEEDT UIF—RI- CAXLA. BB, EREZED. £EHICEDS
AIREMDHY ET,

FROLUNCHES- BIMEETEL. BRZEPIELTHERDSHEELZNI L
BHYET, ChickUBNEY, FROKRSY VZBDHDOBHLBEINHLIAE
A,

BRE

BHET. BHARDRED

EhRfE. BAENTE

ODHRPBEDOFES (BRBAL I ENEBERYBRKIERZLEZ T EBH D)

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

GOG-0213_IC Xf&RhR_ver.8.01_20141114

— 285 —



GOG-0213
Informed Consent
Page 16 of 37

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

(EDE VD, BREICASE »BHd

o DMEAMKWHKYUICAES (RSP H>KYVICHDZEBRIIEETEHY EEHAN. 15
HEP ICHOTREBIRD A 5N IFEICE. DERCROREBENRITEILESHD DD
LhEtA. )

A2

(D EEFEE

M &R PNEH

T

15\ ‘5/3\5@;

L

BtaEORE

MUTUESA FEWDMBPRORMEEROED LR, ELUBIRBELOURID L
7

FEREORE

BRI, [S0OEH

EEEE (FAORESPICEFHSOLED SENIIGE)

BREDZE{L

LIBTIC SR REE Z S e MO RBORBERPL < &

5

K. ORI EDRIE

ARL-1FPTS. ARTHIAPERASRABLIGERELE

¢ & & o o o o o

Rare, but serious:
s Liver failure
e Swelling of the brain
e Seizures
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e Death

EBICENEDS,. BVEER
o A2
o RDLH
o (FULVNAFME
o JET

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

EENORT7 VI F-Z4ERL THEESERLENNZ2USFRIVICHTIEEDT L
NE-RE®. NOUSFEINDRIEPVBELBDELDIEFRDS FERLLUNDSRIR
Liga., FE&Feb (9FVT—Ib) Z2RX0UFZFEIDRKRDY (CERTIEN
HUET, REIFEIVINIUSFRIVERE. RERSPACERRMEEESADRES
WICHERDH B NP> THET, RESFENMINSIUSFRIVERUELREDS
HICEL., W<SDMEBEWNMIHZHDOD, —IRENICIINZVEZFEI UMK - ZEIER
BHUET, NOUSFEIELBLER. FEIFEIEFEROS TERLLUAES]
ERITENVREN—AT, BNEREELES|SRITENH Y. BREFDEED
FEBEBOURIDBSNZ EBRM>TWET (TRESH) . £, BESAT/NOY
YFLICHTBT7 VINF—RIGERLEATH., REZFEIICHTEITLILF—
RIS IEEVWABNS > L2»B &AM >TWET,

Docetaxel (Taxotere):
A e ke P | 2

Likely:

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

o 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.
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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

HEOVAER

IR D-BESE VP T <AV ET,

MR- B TERPTKEo7/2Y. FPBICLS NS REIEET,
FMIRFHED-EhPT<EokcY. BUh, EFRERSLEYLET,
BEDPOSEEDT VINF—RIG-CLAE LA, WiE, EOEZEZHFV, E6HCEDSH
BEMDSH YU ET,

FRDOLUNPRA-EMRSTEREL. ERZPE LU THERMHEELENI &N
HYET, ThICKUSW Y, FROKRS VEBDHLODBHLLEEINOLhEY
Hoo

BRE

BhHET. BANEOREY ; BAFE. R

Bih

BREOFIMIER (7 VIF-—RIEDBEIZ. CAZLACEERESY)
Em/EE /= I3SmE

HERCIEM

TH

B DR PURDFHFH

ROIEHN

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
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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

SAEEEND. EVEHER

DIBH DSBS 55 (RPBLAEDZEEIEETIEIHY FEHAND. BEHBERICHOT
BIRICA 2158121, LERCHRDIREERIILENHSDBLAERA, )
KPDEE-ER/ERCIIZIEDROE. ETHEODL <. FEHMOETIRNS,
BRICHFICEFE > TERUNPLEADEIREAZY., BICIEIESMICEHEY BEK) BE
AHRER-PRE B, HEARZSIEHERIT,

e

DERFRIE

B/ Mgt
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ODPPHEDBAS (RFALENHLL LAY, BRKICDEND)
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PPN

BR%E

BREDOREE

FUTUESA REWSMBRPORMEEHFOED LR, SLUBRE{LOYRZD L
H

FiEDEE

HENARE. SR90ZES

RERE ERMSESHICEASOENSBNEES)
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o K. T UWEEWHHZL EDRAE
o HRE-IFPITD. SRTHIAPHEIANRZDLSARELL
o MIKGEADICH > THIERI TN BHBPAEP HIM

Rare, but serious:
o Liver failure
o Swelling of the Brain
o Seizures
e severe allergic reaction resulting in development of a rash, difficulty breathing , and low
blood pressure

FERICENLL, BEiEABER

e HAZ
o RHDIEK
o (FULVNARE

o KE, WREH. EnEZSIESETEELRT VIF—RIS

Gemcitabine: (10/01/12)

FhL I E
Likely:
e Low white blood cell counts that could lead to infection
o Low red blood cell counts that could cause anemia
e Mild nausea
o Fatigue
o Hair loss
e Numbness or tingling in the hands and/or feet
HEOEWEIER
o RBIMERBURD IC K BHRER
o FRIBREGADICKLBEM
« BEOHER
o IRFHRK
o« HRE
e FEOLUN., VYUY
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
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