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GYNECOLOGIC ONCOLOGY GROUP
BARBEHSSIV—-7 (GOG)

SUGGESTED PATIENT INFORMATION/INFORMED CONSENT
(EZR) SERASAXE / AES

TITLE OF RESEARCH PROJECT: A PHASE Il 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)

NCI Version 07/12/13

TSFFRESHEOBRPEE, EREERESLURSEICHT 2 ZANEBEEREFHOE
. BEOAINRTSFENIUSFRIVIERLZTASTED) DFBREEICANY
AR T2 HRAEBEREL LU TERLABRDEVUERET 55 4 ALE NBLEEEERS
BR

NCI ICk BEEFIRMEL : AN X (NSC#704865, IND#113912)  (10/01/2012)

NCI Z&z28 : 07/12/13

PRINCIPAL INVESTIGATOR:

LRICHITRZOMEDEERRE: BR EF—

TAETOEE (EBR) : BFOERBATRISASIEVIERALERA,

GENERAL
—RE9EIR

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.

ChIZEBEHREWD TR T3, BERSBOARBICOVTIE. BEEMLYHAICH
BAN=LET,

CORERANXETHE. SADOHEOREERH. TLTSMTIHBEDHA/DEFIICON
THBALET, £, COHABRSMICHEL TREIVUBBURSZICDWTHHALET, H
BEDNERARICBMTINESINICHRTIAECORNTEZERL. HRBRICBMTINE
SMICDNWTHHABEHRES/- L TRETESLSIC. THICERTHIVENDYET,

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
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.
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BAREHERIE. ARNOTMICABRENLADHERRELTNET, BMENZIHES DL,
BEZMTTRFLTTEO, BRABRICEABMULEVWEVWSBRBHUET, JTRARS
RIE. HBNE, BRICHEO>TNBERRY v 7ICHBKENDIDHLNVTLLD, BLE
BAZEVWELLS, HEEMETEENRLEE,

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.

COMRIEWARDBAERDERAREENICITRS. RARESEI I —7 (606 ) B
BT 56DTY, GG (FREEIZEMEM (NCI ) ZBLTTAYNBRAMSREEM%E
BIITOWET, /. CIECDFHBRERETHICHLEY IR TYIDSBREERT
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.

HIIIRRE. HEE. FLEERAREEREBORVOARAREZITERICHESISERLE
CEMS, CORBAOBMEBBENLTNWET,

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

CORARBEMDEDICTONBEDTITH?

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.

HEREDELOBRDY A FICHT HEENTAETIE, BE. WWKRTSFrENsVE5F
IV, FEEANKRTSFUOETALIE T END 2 DOLREREEE JBTLICFH 6 E
BELET, BOHMHEENZ., TOFRYRIZETEESEMTELREREEZITOET, 1t
FREICLDABABEPENTH S L EDO>TOETH, ENICL > TREANAGEES b
HEANDILRBENTY ., 2<DHFER. WThBRESHEDRSh, EBMOBRDPLEICTY
£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
that has spread to distant sites in the body. The bevacizumab being provided in this study is for
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investigational use only and is not the commercially marketed product. The commercially available
bevacizumab is marketed under the name of Avastin.

ANV AR TERENDH L WED, b, KERESKEERB (FDA) OEDEZT. BHh
FERMIICESEBR U TOWABRBESLIUVHEESICHL T, E2EEEHBLTANSC .
MTEBDLEIICHRVELE, SEIORBRTAHAEEINTLWBAIANI XTI (ZHEENICE-T
FEHENAHODT. TETHELTWAERTEDYEHA, FBLTOBANLXTTD
mRalk. TPNARFr] T,

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.

ANDZXTTZ. MEARMAREERERF (VEGF) OEIZ2L2E TR ELTHRERBTS
EEZOLNTWET, VEGF (FEBEEICK > THESNS Y U NIBEDO—ET,. BEPLPZFOEED
MEL G TRESHEBOBBEHRET S EPHYET, BRULPEECEREBRES
BEEWRICEEEINEEBERERARTIE. AN T HEBTESEhELE, BEL. 62
ADBEDOS B 18BTHW/IL. 9B TIIP < EH 6 MABULEELUETATLE,

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.

CORBTIE. BALENRZVSFRIVENNKRTSF Y, £RETLSE EHIR
TSFUDIEEREICNA, RN TDREEZITEINEOINERIRT I EMNTEE
T, BIBEBAN AR TORBEBRIRUAIGEICE. BOKRELEZHLY., FETELZL
LKOBEMERMSIREDET. 2 UM VINBOBRENDS IBEONRIVSFRINVEAIKRTS
FODIEFEERICMA TN AR TE2/E L. TOE, #IFEELE UL TANS XTI THR
D5 JBEICSBIFRZZLICHEYET,

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.

CORBOEELENE. BEEZRYKRLS 2 BEOFHBRICMEZREZTOILICLLT.
HEREOERPEBZERTII LN TESNES PEHMTHLTY ., 2 BEDFMOE
BTHHLBEHEMPHETIEL., TS5 ALK EOWDSFRICEST. FiffeRT50%
FROUPDOVNTAPICHIVMITONET,
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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.

SUFAMEEER HBBITIIN-TICEBNCEVFITSIETY, AYEa—49—07ns >
AlCE>T, EBIN—TD5500WTNADICEVFITLET, HBEDEDTIL—TICA
%’)733“ DWTHE, HEcHEHEMOERN LN TEE A EOTIL—TICEIVRFITON

AREEDRLTY., XY LMETFRZERITEL DI GEE. (LFEEEEZ(TDH]
yiﬁ‘ﬂ& TOWET, FMinoEETIETEELT 6 BEIFENMNY ETH. EhETERE
BEETDODhEEA.

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 lefi 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.

=§:0lE4E Jm,& ugﬁw%ﬁf [t

V *’E:&"C‘OD,E-@(;E‘EE) BAQESEBEL. B8 NEEERTIBHOMEICIZBML
A,

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

About 360 people will take part in this study.

#1360 A DHBRICBNMT D FETT,
CHATOER : CORBROMWKREAD BRMENA. REEREBESABIUINEN
] DR TEHRPBROBIRBELAESHVEBEEZEOREFESNILARICELELL,
201 EBBLY. FHNAROBIRELGIBESEDHCEMPBRESNELE,
CICEEEE TS 360 A&L‘i FMPARDBREEELIBESEOZMTFEALT

?‘O

WHAT WILL HAPPEN IF I TAKE PART IN THIS RESEARCH STUDY? (06/22/09)
COMEICEMTDE, EAEZENHDHIDTITN?

Before you begin the study
HERFIIART
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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.

ROBEZZIITVELEE, TOERICEST, ERICTSMNVEELS EHOEEERLL
TWBDEIPEHEEBTWELEEET, ChODREEVABREDO—EHE L TERSRE
ENTLEHDTHY. COFEBNDBMEBDLT, REENTOWET, La>T, &E
ToIREBLEHLTOSIGEICE. BET SLENGVREEBEHHS 0L ERA,
CORERSIBLEFSITOET,

o 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 bloed 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.

e © o o o

RESHLUVBERE (WEHNEKSENET. ABPSENDEbHUET)
MFRE : MEkE. FE - BREIVCMAZERE IPERE. CA-125 #HXET
RIRE : RERZEHARET

FIROTTEEM DS HBIGRICIE., HRLTWVEWS L EEBPTI2MBREBEZTVET
o EE (EKG)

o RAER X &3

o CTRF¥ > EAIZIMRI EHBEBBEICTVET

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

HEBROHE —amal (FHial/LEREa) . CPAREREOME. #E  SERREOH
l

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
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.

GOG-0213_IC X 7RiR_ver.7.0_20130906
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28 BE. LBICLYDBENCOHRICSNTZAZEAHBEL, SMOEBEHEN
FLELS. A74—AF -2 ey b (T9SEHRREICEDWV-LTORE) NEEI(C
BUET, BHELSHIBSIBLEMSTOERBICBEAL. RRMICHA SIBLEMIT
BEE (ICD) ICBRL. BHZ2EALET, BEREFA ICD OBELD 1 SIIHA/NZHEL.
BRUDBELIIHLGI-DERESRESAR 7 7MIICREENET,

RAEDOFEHEMNRET LAERIC, AEROBAN. BLUMeEELH#RELES LUEHER S
BHMIC, UTORBELLESHEICAVET, ChERBRETONSEARO—HTHH
UEF,

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.

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.

e 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 TFHMABESLUFAKRE (MEINESEEhTHEY., ARETOIEHHYE
7).

o OERE (EKG) HLURER X #2. FAE T AF+HULLIET MR, EEBILLICKST
FEMBICE VU FFoNBIEEE. E2EERAICINSDOBBESH I —ETVET.

o MHAIREAERICDVVTIE. CTAF v EAIEMRI TEHMIICHELET,

o CA-125 OEHIN/AMKIRE., CA-125 (3. BEROBVHZAUET I /=DICHE/-LE
CEDY A TDREICHL T—RIVICTHONSMRIRETT,

o IMEkEL. BTEE &L BROBEE. MPERG LN EFET S/-DDOF N MERIRE,

o MERBFOIRFEEZZIITVWAEAE. IEOEHNAMEREICNA T, BEREE
FMET BN EMRNLMBREEZTVET,

o HMEOHENHIIHE. HIRMPRLEUZEBIIVESH D LHMITNIEL. HER
DOYEREDH]. BEICK > TRERPOMOBSTHEHREERBLET,
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o CORBROBEFRREFFINOBINICABTHESIE. FHOBRIC, BLEMIIBHIC
BELZVWCEDNIER N LPBONKY VTN EFNLET. (COBREAE
TldiTAbh i)

o BEBLICL > TFMBICHYMISA, HD. BEDBOFHTTEALYIMALL
HEICHOBASH S5, (LPRAOHIC, BAECARICHEN L &1
THEHIC. TRBIORERSTONET,

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)

BEOERBLELTINASORBELABEITDOATHEYT., CORRBRICBMLTND LW
ST EMS., REDUEIFRICEBEINET,

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.

Toxicity Assessments.

o MEBRIZEE. "NIAIXTOYEARBRBELICREL. 24<Ld 1 BEEHELE
9, B 1 EOBESVELSS(E. HEERSTETELOMA RN EHETAIEL.
HEDHFLT. HETMERAZEZITL., EHEMEL(IELETBHICZEOERERE
ZBIEDBTEET,

o BRY VINVEERNDBHOERRKRE

o BERDFME

The two possible chemotherapy combinations are as follows:
2:;BY DILEEEMFABERICDOVWTUTICHBALEY

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.

AN ARTDEEERITHEEZBIRUAEBEICE. HLELEBIRNIESICESANKRT
SFENRGUIFRIVELGTLIIE T DRERRICMA. INXTTEFTINS
HEREZ JIBGICREENET (BRNIRE) . BOKESAZYU. FBETERZNLDR
BMERDPRELGVRY. S5 6YMIIDBRERITEY, HELFRREZITITHSH
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[CHBODEVEZIGSICIE. FERIVAIIVETELT. 214 2IEMLET, oD
EE2EEDR,. Hiakld. EBHREL LY, FETELVWLOLZEHERASRET B ET.
ANV X T % IBEBICEELEGITET,

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.

RNV ARTDREEZIFTRBNWIEZBIRULEBRE. ANKRTSFERIUSFEIVE
ERITFLAIE D I BEORIRNREICLHFERFERZTET, HABREEG. 21 8 (H
BYA )1 E) BIRESEhEY, (TAVSEV(Z21HEIC1 BEL 8 AAIKRES
hEY, ) BOBLLTESY. D, FETELRVZEDREAMSLZINE. ZOREE
BFte a2 (18:8R) RIFHIBD LAY ET., BEPICENERTNIE. 858 Y
A2 2458H) ICETBHET, SHIC2 VM VIIDENABRERITET, ARETRERE.
EBUPBRULBERCERSZED SNAOMRBHREBVAELEYT, BERCE. ROBRBOR
HBE L RBEICDWTHEYSEMS CHAWNELET,

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.

bEER. CORERRD/LHBICAT—2 2 FROORREBOBHEEROONET. Chid
HEDERBEO~RCIIEL., COHRBRICBMLTNSENS CETHECKEEZNSHD
T, COREREOLD COBORROEAEBELAL TS, COHRCBMTSL
FeE%d, blLdbHiadt, FHBICS O YALEEESNEDS, CORERROLEDIC
ﬁﬂﬂ'@#&ﬁkﬁﬁ*kﬂhfh@tw\ﬁ_bi? 27—/ 4 ﬁﬁ‘@lﬂli& l«i“‘l@?ﬁ’@ﬂ]ﬁbf;

ﬁ%&.&:ﬁiﬁﬁﬂ%mﬁv'ﬂ‘éﬁ’“ﬁ%@ ’,’fia c.o);ﬂiﬁiﬁfn@ﬁ_&buﬁl.*@%ﬂ%’ﬁﬁ
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ZRBLASTH, CORBICBMTELEITEET. COMNBAEICETHELNVER
[EONWTIE. CORAEORED 3 ZEBRLTIEEN, TORVDETIE. BREOLH
DIRFEFEMEZOERICDOVWTO—BHUAFEREZRBL TVERT., ROETIE. COBEH
ROZHDRGERICOVTOEANAFREHRAL THET, REOETIE. FROHR
DEDHICHEDBREDERICEATIMEEZRLICHBELTWET, ©

*2 ggszﬁ GER) : BROESRMBAR. BRLNAEERTIBSORARICIESML

QUALITY OF LIFE
£R/OR

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.

BLEEDRBCL >THRILDEBRNEDL S EHBERITIEOMPERZRANVEOERNWE
¥, TEFEDOH] OETIE. BOBEP. HLELPFEHN - LEMICEDLS ICELTIVS
MTEBLET, £k, HELPARERELEDLSICEUIENTESDNICDONTHHA
NET,

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.

ZOBRICK - T, EfME. BAEPICBEIEDLSICRERLDIDN, BEIEDLILEHRE
BIELTWBDOMNICDNWT., KU LLKBETHZLICAVET, 9k, EFLEMMSEDS
BICEDEZFERTINRDBERIC. COBRBRICIDZEMNHYET,

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.

HxE. LTOBETEEFSOEEBREDITATHDIEBICRBATALIICKkOONET 1k
SEURBART. 3 VA 2B DR] (L2EERRMNS 6 BREE) . 6 YA ZIEDRT (L2
ERBAMS 12 :88%) . {LPEERBNS 6 H Bk, {LFEEEEBMS 12 hAR, &5
2. BfEABkiICk->T 2 BEDOESHARBNMNEHRICHUMITONSIERIE. FHAICZOE
&3%@?&;@5@(3&)\-&%;5(;:&@ ShEd, 1 BIOEBEDRAICIE. ¥ 10~25 &
FEMMY o

If any questions make you feel uncomfortable, you may skip those questions and not give an answer.
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BALKBEVWEHEDPHSEEE. TOHEBICEASLERHYEEADT, ROEMICEA
TR, 4
Study Plan (08/29/11)(10/01/12) (08/19/13)
HERETE

Another way to find 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.

HBRPHALICAPEZDIDDEMDHS—DOHFEE. ROFv¥— bR UL IETT,
—BLDPOFHARO. BMERHICE > TROTICAD > THRATHWEET,

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

¥

Patient chooses a systemic treatment with either:
a} carboplatin + paclitaxel or
b} carboplatin + paclitaxel + bevacizumab
¢} carboplatin + gemcitabine or
d} carboblatin + aemcitabine + bevacizumab

v

Randomize surgical treatment
]

— —
Cytoreductive No
Surgery Surgery
— i

i
Begin systemic treatment with carboplatin + paclitaxel +/-bevacizumab
or
1 Begin systemic treatment with carboplatin + gemcitabine +/- bevacizumab

BROBE. ERMEEEECEAREE
§HALESY. FHBLCHDEE
X

UTOWFNHrOLEAEEEIRTS
A AINRTSF o ANIUTEEIL
b) AWK T SF ARG U ZFRIARNSXTT
OANKRTSFoATALTE Y
) AVIRTSF AT AT EARNSITT

v
FWIcBT 3> 9 Ak
v
¥ v
BB T FHaL
I ]
¥
ANRTSF ARG Y IFEIN+/~ XN XX TOEEEEREA
GOG-0213 =73
ANRISFATLLEIE S +/— KN XX TDEEBFERR
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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/m2
dl & d8

Bevacizumab 15 mg/kg
Carboplatin AUC 4 day 1

Every 21 days until cancer
goes away, gets Worse or you
experience unpleasant side
effects up to 8 Total
Treatments.

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

ANKTSF AUC 5
NN X7 15me/ke

HHET, 21 HEICEKX
THE 8 BDRAR

Gemcitabine 1000 mg/m2 Every 21 days up to 8 Total None

dl & d8 Treatments

Carboplatin AUC 4 day 1

1LEHE RoZa—=N i b

NROYEZFEIV 175 BE<E5. BHELT | BOETH L IFEEA
me/m’ 5. EEFARRZEWERD | ICX > TENLIEDRERDL

AAEEE DX T, "ANY
A7 15 mg/ke # 21 BE

NOUEZFRIV 1715

21 BEICHRATA 8 E

A4 W

meg/m* 1 BEE 8 EHH)
AN X7 15me/ke
HWWKRTSF > AUC 4
(1 88)

5. EERBRRGEWERDS
HHET. 21 BEICEK
THi 8 EDaRE

mg/m? DB
ANKTSF> AIC 5
TFAEZEZT 1000 BE<1E5. BOELLYT | EOETH L HFEER

&> TENLIEDBED
ARARELIEBET, ANV
A%7 15 mg/ke 221 BE

FAEZET 1000
mg/m (1HB&L 8 HE)
ANKRTSF 2 AC 4
(1 HE)

21 BEICRATA 8 E
DERER

=L
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HOW LONG WILL I BE IN THE STUDY? (08/29/11)
HIEEDSSVWDHBCOBMRICBMTADTLLOIMN?

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.

CORBEDMARLSEN. D, FETELOVEMEASHETWWINWI EPASHTHNIL.
RATHEE 8§ AETHEL TILEREERITHILILHBVET, AN TDESERT
BIERBRUAEBEICE. XOUSFRIVEANKRTSFODILERELHBLTEREE
RIFIHEICAVET., ZATHG 8 BDHRSISEL TARDMRDSASNTINSIHFEICE.
TDBRBEDMRMBH SN, D, FRTELRVEWERASBETWEWRY., HELEANY
ARTEHFFREL LU THELTRUEY, HERMS INDHS T > LHA-DRBEHRE
TWEYT, HBEEEFVDTHIOFERZHRTHENTEET,

CAN I STOP BEING IN THE STUDY?
HREANOBMERY PDBEMTEETM?

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.

(F, COEBRANDSMIE,. WOTHPDHHIELPTEXT, BMZRYPHIEWERDR
k& @ PHBILEROLEEG, BEEMICTAR LI, BHHEMIVE
ZCHBREPIETESLSHAZVELET,

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.

ﬁ§K®§MéHU¢wtu&%iTUé:té%ﬁt@%@%&%mﬁiéwu‘%ﬁm
JUECREMER/ARRICOWTIEAEMOSRITTSAETETHEETY ., £/=, PikiE
DROBEEEBREBICOWTHELAED EDICHKTEZETY,

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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TNPRELEBONS L EE. HIEMDHBRICL Y, HRADSMEPHTIVEEL S
EBHYEY, HBROREY JLETFo>TWELEITRMEEPHRZOHBDMH LT 2
BAbBRKTT.

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

CORBICBMTEIETHEIEMERAPURIICIE. EDESBEHDOBHYETM?

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.

#TERCE. BIEANECSFIERNHY £9, HIAERMPE VB2 TOIMERAZ TR
TEBHELEMYELEAD, TOLOIAFRICHEA T, FRR<BEHSTONEY. BHEAIKC
(. BECHEBOPERLOOBHYET, HADERRS v 7. BIFRAEEREZIES
EOHICPHUICEEEZFERTSHILOHYET, ZDEMERAER. RO USFEIL. ALK
TS3Fo. FASHEV FRBANIZXITOREZLDD ETHODICHELET,
LWL, EWANAENWTREHYETS, REBBEAY, ARBBEEL Y. KA/
[CEEvEY, FEBIFECESLDBHYET,

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

HMRICSMLUTOWSEICESHOEMERANE Z 2 2HZRICIE. HAELOBEHEMETHEL
BOEPRYITY,

Carboplatin:
AINKRTSF >

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

e 6 © e © o © o o
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=1

Bk RD-BRPE VP TBVET,
MMREBED-7 R TERT LoV, BHSOHANRSIEET,
FMBREED-ENPT<BEoYU. BUNSLEY., BOESEERLUET,
RHRE

R#%BIR., BEDHEHD

THl. ER. HEFCEM, EE

R

BREDZE(L

MARPDIRSIEE (RTXRIAPHYTA)

BHREE. FFIEBEEDET

RE (BRTOEDRKRITEED LD HD)

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

BEIEND. BEOEEAR

e ¢ © o o o

FREDEOLUN, VYV YER

HIBY, EAHET

7 LIvF—Ris

BHEHOIER. BB

ODPPHEDFES (RHBALESBEETYBKEREZREZTEPDHB)
HERE

Rare, but serious:

e © ¢ o o

Seizures

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

Deafness

Death

FEBICENLD, BOEWEA

iFhvha
2R MKLE EBFENLZEDMRD DA
BHELELTEBLE
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2 1:2
ET

Paclitaxel (Taxol):
NIYEERI

Likely:

® o o

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)

HEDQSVEIER

e o6 [ ] e © © o

BMEREBGHE BRI URPT <RV ET.

M/MREED-T B TERT <oy, FBICLBIHANERIIEET,
FMIRBED-BEhY T <EoiY. BUh, BEFESLAEVYLET,
BEPSEEDT VIVF—RIc- CAELA. R, ENEEEN. £HICEDS
AREENHY £T,

FROLUNDES- BMESTEAL. EFePREUTHERSHEELGZNWIE
BHYET, ChICKUSWEY, FROKRS VEZBDHBDODBHLLEBENLBLNE
A,

BE
EhHET. BhNEDED
EhfE. BERAS

ODHPEDES (BRAL = & HREE AU BKERERE T E055)

Less likely, but potentially serious:

® © © © o

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.)
Irregular heartbeats

Heart attack

Nausea and/or vomiting

Diarrhea

Fatigue

Lightheadedness

GOG-0213_IC 8RR _ver.7.0_20130906
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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

AN, BREICASE BHd

DB YILES RBP>KYICHEDIZLBRRIBETEHY FHAN. &5
HBEDICHOFREBIRDS A ON/HEEICE,. LBRPUOBRENSZITZHNENHI N
LhEtA. )

2R

D EFESF

&S wIEL

TH

/5\ ‘5/3\ 6@

BAfE

BREEDRE

MITUESA FENWSMBRPOPEBHOED LR, SLXUVEBIRE{LOYRIDL
7

FrianEE

BENAERA. [O0ED

BERE (FEFOKRSPICERNSOE,SBENIES)

BREDZEL

LABTIC SR BEZ 2 /- B0 RIE D RIBAER P L < &

R

Kia. I ORI E DRI

ABEL-FPITS. RRTHIACPHESNRASLIBRERE

Rare, but serious:

Liver failure
Swelling of the brain
Seizures

Death
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