GOG-0213

APPENDIX V
CARBOPLATIN DOSE CALCULATION INSTRUCTIONS

1) The Cockcroft-Gault formula will be used in GOG trials (not the Jelliffe formula).
2) Conversion of IDMS creatinine levels to “non-IDMS” values will not be permitted.

3) The carboplatin calculation tool on the GOG website has been updated. A legacy carboplatin

calculator (using the Jelliffe formula and IDMS to “non-IDMS” conversion) is also available, if needed

for dose modifications (see below).
Dosing of Carboplatin:

1) The carboplatin dose will be calculated to reach a target area under the curve (AUC) according to
the Calvert formula using an estimated glomerular filtration rate (GFR) from the Cockcroft-Gauit
formula.

2) The initial dose of carboplatin must be calculated using GFR. In the absence of renal toxicity greater

than or equal to CTCAE Grade 2 (serum creatinine >1.5 x ULN) or toxicity requiring dose

modification, the dose of carboplatin will not need to be recalculated for subsequent cycles, but will

be subject to dose modification for toxicity as noted in the protocol.

3) Carboplatin doses will be based on the subject’s weight at baseline and will remain the same

throughout the study. However, the doses will be recalculated if the patient has a weight change of

greater than or equal to 10% from baseline.

4) In patients with an abnormally low serum creatinine (less than 0.7 mg/dl), the creatinine clearance

should be estimated using a minimum value of 0.7 mg/dl. If a patient is currently being dosed using

a creatinine value less than 0.7 mg/dl, adjust dose with next planned treatment.

5) For trials where patients enter and are treated within less than or equal to 12 weeks of surgery: Ifa

more appropriate (higher) baseline creatinine value is available from the pre-operative period
(within 4 weeks of surgery date), that value may also be used for the initial estimation of GFR.

CALVERT FORMULA:

Carboplatin dose (mg) = target AUC x (GFR + 25)

NOTE: the GFR used in the Calvert formula should not exceed 125 ml/min.
Maximum carboplatin dose (mg) = target AUC (mg/ml x min) x 150 ml/min.
The maximum allowed doses of carboplatin are:

AUC 6 =900 mg
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AUCS5 =750 mg

AUC4 =600 mg

For the purposes of this protocol, the GFR is considered to be equivalent to the estimated creatinine
clearance. The estimated creatinine clearance (ml/min) is calculated by the method of Cockcroft-Gault

using the following formula:

Creatinine Clearance (mL/min) = [140-Age (years)] x Weight (kg) x 0.85
72 x serum creatinine (mg/dl)

Notes:
1) Weight in kilograms (kg):

a. Body Mass Index (BMI) should be calculated for each patient. A BMI calculator is available at
the following link: http://www.nhlbisupport.com/bmi/
. Actual weight should be used for estimation of GFR for patients with BMI of less than 25.
c. Adjusted weight should be used for estimation of GFR for patients with BMI of greater than or
equal to 25.
d. Adjusted weight calculation:
Ideal weight (kg) = (((Height (cm)/2.54) — 60) x 2.3) + 45.5

Adjusted weight (kg) = ((Actual weight — Ideal weight) x 0.40) + Ideal weight

e. Ifa patient with BMI of greater than or equal to 25 is currently being dosed using actual weight,
adjust dose with next planned treatment.

2) The Cockcroft-Gault formula above is specifically for women (it includes the 0.85 factor).

At the time of a dose modification for toxicity:

1) If the creatinine at the time of a dose modification is lower than the creatinine used to calculate the
previous dose, use the previous (higher) creatinine; if the creatinine at the time of a dose
modification is higher than the creatinine used to calculate the previous dose, use the current
(higher) creatinine. This will ensure that the patient is actually receiving a dose reduction.

2) Ifthe dose of carboplatin {(mg) at the time of dose modification, is higher than the previous dose
due to the use of the Cockcroft-Gault formula [when the previous dose was calculated using the
Jelliffe formula and IDMS to “non-IDMS” conversion (if applicable)], use the same method that was
used to calculate the previous dose [Jelliffe formula and IDMS to “non-IDMS” conversion (if
applicable)], to calculate the dose of carboplatin (mg) at the time of dose reduction. A legacy
carboplatin calculator is available on the GOG website for this purpose. This will ensure that the
patient is actually receiving a dose reduction.
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B A, FENS 359 A LAY salvage [EFFEIEIZEIT 5 S0k C—iXIc R E ST W A HIR &
FEI>TWE, ZORBOL ) —2>OEB TR ERIE. ZROFITATIC salvage (LFREE =1
RN - BEDOHEREZMEOAFMRTRE (484 1 A) N, FiBREZ T -BEOLAEFHM T
il 249 W A) ZREL LESTZ EThHoTe, X HIT, salvage BIEDEFERNZ FINE = 1T 72 8
FZORLF 40% P EREE S EUEEAFE L L, BiEEZ NV —7TlIb T 15% Th o7,
HERTARET, ROEEZT =77 FFaFRAIOa—RZB) U 8E & ZIRBFITRNCIES T
F T EHMANOIRREZ T -BEOWE & L AFRRITED U < 7% < salvage (LFRIERTIZ ZREY
JEERETF N E ST a2/ NV —T7LIREERBWVERTH -7, B, ZDOREIX salvage /b5
FRIEIC L A EBEN BRI 2B R TA 2 Lchd EBbh s, e, FNo&EE, kK
FEB T 2 3 A D RTOEEL D salvage LR X O salvage (L5 IEIC £ A TREEEIG IC i L7 iR
FHEOEWRBIMBANCRET S Z Lk, TOBROEFEOT ¥ o AEREEBR I FREERS D, Sl
S5 X MERBEOMRN T OFRPEMNITAHZ L2 X > T, B35 LRI B O A F TR
ZRIPICEET D 2 LR D500 Lt

2.3 PHAESEEOHEGRAOBIL (10/01/12)

BREBIEEEZZITH I EDNEZNICEIGE SNDIFEAEDEE T LFREEZHEIND Z LI
b, ZTHET, BonifiodEs (= MRV K, VRY—</)b RZXIAET Y MRT DR
) IOV TZOIEET TORENPERICAR INTEL, 6T, ZOMDW DO IEHKIIHF
FENTBVERERELZETAHZ EBPTIESN TS, T OFRIEHNIN 2 WIEEE T ToE
YRR L LT RICEA SN TV 3T VAL 7o F AR AVOND, IR E b7 67 7]
BEMEDN B AL FBEEBIER L T T, BRfIZE VL BB LTIV E R E LY
EHMIZZEES LTS, ZHbhpbbd, ZOHFENEFMBOBANLEBICEOREDR
ZHTIEH L TVDOMNIODNWTIEARPTH B,
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XS BEIL. BRREPBDO N BEICK LT, EOEFE IXEAGFHAZNED D00
ZLEOXIICHT A0 THD, L OERERX, IREDOIYFTE LTHRED front-line /"*J????(ﬁ@
BB EZS2EZII L TW5D, 6 7 AU EEROEE T, —RIZ, 77 FFHEANC X 5 EIRERICK

e Al &#%6&%&%%60_@@$T177?%$ﬂ%%w6 EOREIT, %ﬁ%ﬂ
THEERZITHABFICEUTAEREZ2 L6 L C0 5, BFEHEN L v EHEIC RSB LT
W, —REE S UCRITREIREICELT 2 77 T8 & Z 0 U BIAIGEREIEIC L BTN K
AT D, 20X 5 RIRREEN EOREAFHRICEEL RIZTONTHALMNIR > Ty

BBeENEEDOT U AMERBROT — 2 BT TOENREESND -

o FRFTHU, FATEEY, VR =<)L RXYALET Y, BLURT U ZXE07% E0OHHR
DIET T FFRHFNL, T X MEBMAARBRO 7T FF8F L T, BB L OEFEH- D
BEAELIL TV D,

o TIFTREMELIXTITFIMEREOM T, ZINLOFRERNCBITAEDOETBEX
Nigholz, L LAEMRD, I FFESHERBROEBEOM TEYDRENTZD bRV MRT
HUEHELT, VRY —</b REYAELI AL ABECIIAFHNBIEESENEIT I N
S COHAITIES XD LTV, EH OO RNREORETESE £ -IIRBRT A2 (MR
FH U THRPBENZ VRS R —</b REYAESCOFHABBEZILTVS) IZBE L
TWARREMNEDRH 5,

o FIFFHHK BIOTITFFEAOHMIL, 7T F TR IEEE I L TRFICERT 2 >0,
75 FFRIKI L & 2RISR R L ST FFEAIL AREOESMEN S S LB
b, HAKRBEEFEMERROT —FZ TIEBERBICEN TS ZERRBEATHS I 20
HEATT & MEET SN A SEMITKEN T—RITHBE SN TV A HRER LTl T
ofed, LVEBRENFEFAENEL L 5 —o0F X MuE T HBERRBR T, £
DHENREBINCHER SN % &5, FAVEE L EHILRTTF L DT v F MUEEFES
BRCliE, 77T T REMORBEICB T A EEELAFRENSAINA T ZTF U BEAIL V- TN
CERETEANE B AGEHRIEESDRITFORBONSYT —RBRE L TR S do
770

o . FAVEE, IVRTTFL, _RUVZATIF AL By, AVRTTF o L thig
S, EREAGFHROIEE (124vs84 I A, NP — RN : 048, 95%EHEXR : 0.39~0.61) .
FKIhRDE L (79% vs 57%, P E<0.0001), BLUOEHHFMOEE (104vs74 57 H, 95%Z4E
X[ :0.41~0.70) FEHA SNz, MEORER TILTZE T2V, EE ST 50%ITWER |
BOWTEAFERRERZR Lo 7,

q}’b%dﬂfﬁ ARG, AFHMEEDRPERIIRD0E, 757FF (BRUOZXH) &K

SHEDTFRREND D EEZONDBEICH L TT I F I =2 HALFRECHD L Bbh b,
FROIIICINLDOEEFICENTHRFIC L 52EFHRERMR b YF SN D, JFAREC
FINZEMTDIEICE>THREL SN EFHRI~OREELBRIAET H72012, T ¥ Ak
e BT OLENRD D,

231 FEZFtE
ZXHUBANL, Fa—T V) VEREROREEZEMIED L THMNERES 2 FHEOICH
ELTEMBENEEL L O TRECHBAR THS P, X7 U3 e FEZXELD
MIEANIZ X H 77 IV —IZRB L, EROFEIEIC L DIREICRIG LW EEICS LT
EEETRT, N7 U EZXBMIREEA T4 (Taxus brevifolia) OBIE /LD VT LN
AbEWMTHY ., ReEZFEATI—1 v /31 F A (Taxus baccata) DFHRIEN LIMH SN D
k&, 10-7 7B FARNy AF VIMO¥ERFERTHD, X7V EFFELE REFZXEL
DO HIE IEP BRI XN Z S i3 0D, FeZ X 0d, X7 U Z At
TEZIZ BT DEERTEME L [E U<, invitro TIEMESERXT 5,
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In Vitro &

SN A XL U B2 v oBiatt e o~y 28 L0 FoEHA
BB o WO TR L7z, B 2 3 Vil L CRsmIaME R L v i ch b (13~121%) =
EONEIBT L7228, Z OORE R, FERLATRE IR S 0 o T L SN IT R B B
PERL D@L, BLUHMIBORHHA LY ®-< H LTS Z Ehbicxr 2 X
HlZ, REZXEAd, By ha A7 OMEIIEE RIE L, BEMICESRSHEHEELESY
%52 TS O TR 2 DGR, R U Z R ADEE L RT R X 205
NPk % 3 0 BRI BIFIK & Ae > CO D REMED B 5, & O OHUEEEHI & O A 2= B
LCik, P388/DOX3. CEM/VLB 1000 38 L UNF v A =— AN A X —PH AUXB1 72 X D%
FUMERIBERIC BT R 2 v ST AASSMERERD bt 2, LM LERG, KL
NADE 7 ) AF Ui A ST 508 PR BRI R BT B F v A == AN B AR
—JRHAINIZ RO T, R 2 FRc 4 530 2R S hRro e 2, D% 0, ZH
MHPERBIU 2RI D975 A BT, R 2 3B/ 2 322SR 13 REsR
ENRPol V) Z D M INBOFTRIE. REZ XA 0 ) Z X LR
B W TIEETH D 2 & 2RI OMFIE E —F L7z 1% Mz T, BEoMEKIzB N
T AT T F AT HAEMIEL R b h otz 72 ~

< U R EEET BT B H R

Bl16 AT /) —<D< U AEEETFT/LTiE, REZXFBANRAAZ U ZXR/MI60 L THL NS
TEATIZNL - TN D I & MIERE S v i sk o A B3 "2 U 2 %0 2.7 fF 2R Lz
B, RE 4 3k 100 mgm® X, 7T F I MHHEINERE AT % second-line Y35 & LT, 23~40%
DIENECTHERIEEZ TR LT %, D0, 7 ) Z 2w AMEEEC R T 5 % 0iEk
WZDWTOMHER T, /X7 U Z X /MERLEICRd5 21 BEO R4 X%/ 100
mg/m® DG Tid, FETHERBRE 41 MBI 2B0RIT 175% Th o7 ¥, Ebic, 7%
U 2 %R VIR ST A RRO Rt X 285 Tk, FHMhv R BE 8 ATBW\T
37.5% DI DPIEI 682 Sz ¥, Invitro, invivo BLOEERT —#ic L3 &, RE¥
XEMITTFFRANE R ) XXV OYEFRIERICER T 23EA & LCHEFICEZETH
Do 8~48% D BFE T HEELF PERIB D M AE U, ikt s R EHIIREME & 72 5 2%, i
BEMET 213 &, MEHEEIZHALMC IV EEL 257, FEZ 3t/ 100 mg/m® TIEEE
ST D HTHEREREE 03 B 2 B L AW B ICB T A Wi e A Faln s S 7z, SGOT & L<
X SGPT 2N FRUEME FPRD 15 5L LEIZTA DY T4 A7 7 Z—E R EEME FIRD 2.5 f£LL
& EREIN D T REE S BE IV T, BB P ERE Y 23.8% vs 12.9% (p=0.06)
BIOEMHEICI BTN 11.9% vs 1.7% (P=0.001) & L 0 EWRARNB D b=, (- T,
Z OB IR BT 2 LW EERMETH B,

b MBI B ERME

BHEHOBUMABRB LI N1 GO T & AMUBETHERRZ EE L, RS L OERIIEE I
XI5 R ¥ e VORI ADMELZ MM L7-, GOG ##E L T Rose HAHEL, 7T F
FTEIOE Y UMERRRE FIEEEZ TN 6 7 AURNOETEER) BNRHLND
B 60 NMZBWT 224% DEFENE (BERDE SUNB IO EDE1T%) 2Rllz, =
DFEETIE K& FE/V 100 mg/m® iG-Sz, Z OFABETERE D 75%I\2 Grade 4 D1 k5
VERHERR &7 P, FBRIC, Verschraegen Bid. THHEDS D 2RV 30 ADFEH AT EE7 B
IZBWTELE 23%B L U35 7 H o EEA G P RE LR E Uiz, Grade 4 OFERIERE
LR TE A LDBED T2%THE L7275, Rose DRBR L [, &MAE (100 mgm?) @ R
YA X ENANDEETH -7, Markman 13, Z %9 MRS BE 30 AicBWT FEZF
v (75 mg/m®) ZFHMEL7Z, ZORBRT, 39 UMithid 7 V) ZXw g EnG 3 A
PINICEITT 28568 L EERINT, X7 VXX EEHZOBEARENL IV EWVEEICH L
Tk, EITL7EHE, FeE2 X AREINI N UV X2 L A FBENMTbLZ, 20O
ARBRIZBNT, 3 A (10%) OBFIZEBNRDENZBD N, BREERHDOZEL Bbin
B0, MEHEMEITET L (30%. Graded) >,

GOG-0213_Protocol_Japanese_ver.12.01_20141114

10
— 168 —



I OHERE 2R — MIB T D BB BRIRIEMHEICZE-SVW T, front-line DINEEIREIC
®TDHE XY AL TS T T RERREIEE R T D T v X MUBRRRBRSEME X, &
WHE STz, Vasey BT, R ZFvAL  INRTTF U HRBRIELEFIEED T Y X%
BN TNRTTF LB L, BT S EEEAFERE (150 vs 148 WA, NPF—RH
0.97 (0.83~1.13)) BLV 24 W ARESEEHFE (64.2% vs 68.9%., N¥F— K 1 1.13 (0.92
~1.39)) ZWELE, 1,077 N\OBEEERNZLE LEZORBRTEIEENRELLERY, FeX
FEAGHTIRL Y B2 MEEERR G (Grade 3,74 OFRRIERBA T 94% vs 84%,
P<0.001), /X7 U Zx®)N/ HINVRTTF o CIIER EEHOMREENL VR LY EL
N Tm (1% vs30%., P<0.001) *, ZHHORERICEY, FEX X2 L OEROEDHES &
WEEERHSL I, X7 U ZX L& OREMER 2 OAREERRBIND, NEFxtk
WMCHTHABRAERISBERZER 2V Ens, bbb RABRGEESOREE S
Tsmgm® &5 2 & ARET B,

24 MEHLEFERN L UIBROIRATEHL

MAAEFAL. BREEORBERLOEBLZE| & T EANRBRO—D>ThH D, BEMa: LU
EE e NIRRT NRBE~ I N SR T (VEGE) /2 & o B HAMRERTF %K
H3 a2 ik, mMEFES 7T /VRENEEL N D RN H 5, IIEEOEITE L OF#
I EE AN PRSI R R LT B W I HEL OFEHLA H B 2B, MEHRED AL F~—D
—DFBLE ERMIIBEIREOME & OMICITEERZBRPI S A Z L0 b AN L 5 mMEFHEDOE
P IEEOEIT 2 I 2 ATEEMEASRIR S5 %, BT VEGF $F1E /) 7 u—F A difkid, SE8F
RETRKREEE T T MCB W TIREOR L L T Y "RV =T E~ 7 2k k
VEGF &/ 7 a—FAHiRO b MR X BIBR T, thuMAb VEGF &FEEND, NNV X< T7iZ
DOWVWTHE, BFEEREOEBEOMEAZETLEA L LCOER, BLUOEGBEERIEEEE D
BRRETE COHMEZE LW 2 ZMEE LR E S O AIC X 2 AT TR ER &
NTEEY, ZP5FF/F %9 RO BR LIS L OURREEEEOBE L d% e L
To Ny X THEENC LA EEOF DAHREES, GOG(GOG-0170D) b#E S vz, Z D5 IFER
BRITIE 62 ADSBER S, 17 7% DEBNEDERRBE SN P, EHHEIZ 103 VA Th o7,
K B I AR E TR IR EF DS e RIC 72 B L HEE SN A{LAEWIZ LTI, Zidimis i B 78
ERERTh o7, IR, BEE., Mg X OWBER & 02 oMo BEREE TV X< 7 R
BRSNS EGFHMIERDREE 25 & INEEAE TV UHMEFREL O RICBEL TE b
RAHPENPLETH S,

2.5 FRARIRMESEA & A4 B OF S O B R RO AR L

o> EIIEEIZ BT 5 BRI 2 b NS EIF O 11 3 L O AR R EBR DIEHL & | FEk Dk
AR IEOPIIESEEEIIN ANV AT L O RRFIZHERT 5 Z EBH LN o7, Bl 2,
Devore & i3, B #i3 X ONVEI O IE/ Nl BE 99 AMZxt LT, EENEITT 2 ET21 BER
Bl XA INRTTF R0 Y ZRELOBEMEIZANT X+ T (7.5mgkg £721% 15mgkg) &
DOPFREED 3 BICL DT U MEBETHRRICOWTHRE Lz, BRIX, (LSEEEMED
31.3% (32 AHF 10 A) LR L, _ANU X 7 HFHBEOERAETIL 21.9% G2 AF 7N, 5HE
TIE42.9% B5 A 14 N) ThHoTe, ZORFELEFATOHE L/ MAHFERIEL ECOG IZ LV Efi S,
BT MR- T B,

XOETELZ LT, BIOHE SN, 800 AZBA D RIBEOEBERIGEESE 2NV AT |
F+Saltz (LFEEIZ L H1E (5-FU/ 1A 2R > /CPT-11, IFL) & L < Saltz JEE+ 77+
N 1TEONTNMNTT & MMEBI SN B MAHRER AVF2107 Tk, FEFMIER Th 2 247F
B DOIEENER I, TOBRDITEE, BELEEZAZEIDINI LB D L2070, *
ORBFETIL, EEEAGFEF, 208, BLXOEMHIMICET 2RIRAFHIIEE bER I (K
Ece JiIN
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IFL/IRANY X7 IFL/>"Z % R (n=412) NF— Rl

(n=403) (» 1B)

TR 44.9% 34.7% (0.0029)
i 4 AR ] i 10.6 1 J 6.2 71 J1 (0.00001)
AEAF I P 20.3 7 1 15.6 71 1 0.65 (0.00003)

HE L, ok MERE R 2 1 R dS 2 OV P8 T AR Crdolid = 0 18 2 2 &I R VER & L
TEE S0, Z O IR Tk 7 b— K 3 O E R L OB IR MARTE D A7 & 23z #Ehn L
77

BEIRIE OMEAT RIGHEEE 26t 5 L LT 2 L 0 Ball O KB T o 2 S L5 AR O Tk =i
kBl R X7 L FOLFOX4 (AX Y VT IF 0 5-7rdnuIirBltad aRy )
ELTHBNTWASAXT Y 7T F 5k & OPFHBEL, FOLFOX4 BAEE & bl LT, A1FHIR
WAHEICHER Uiz, E3200 e L TaIbNTWD Z OB %) Bz E B AL, 2468
MRS X T OFHBHCR T 17T%RECTR Y, EOEEFHEER Th 2 24 FHM O EE M
ER SN END . FEO PRI ORE R A DT T D & IC/E Lz, BRI, 4R T
Jufifi 1%, FOLFOX4 BAREED 10.7 7 AWKk LT, ARV X< 7 +FOLFOX4 JFAEETIX 125 W AT
Hoiz, ZOMERTNRY Xw T +FOLFOX4 OF AR 2% )72 BEF DT Y 27 X, FOLFOX4
BRI D BT, 26% (N — Rk 0.74) KT L7z, Z OBR CRRD b IRERIEX,
NN A T EAEFERREE O LTt O G ARRER R SN A EE S L —5 L Qi IREENE
WEEEMERBS X OHILAEENTEBY , XNV AT A CIILVEE ChH -T2,

FHEOE DR OF FMHFEBRICB N T, EkOAr Va— VB IOHBICL D INVR T T F
LY ) B X NFRIBCANRNV AT 20 LIn 8 0% e & BEMENETE Sz,

2.6 LB LA AL

HMILEZIEILEM CTH LR, SNV AT T2 H0IRE CILEORERPEIN LT, Th oD%
SEABINAELIELE L, M ERDZE OB oTo, KIBEZXSRE Ul CEEZRFEIME
Bk (AVF2107) Tik, BEZEILIL IFL OBLDOIREE ST HEE T 03% TH -2 DITx LT,
[FL/ RS R TVERFRETIL 2% TH Y . 5-FUMNRNY X< TR TIT 4% Th o 72, BRITEE
T DNV AT OXEIERF AR Y —XIZBWT, HEEBRILOFELIT0~14%
DFFA T o 1o, AT X 7 OB F 7213 bR E L OFBEIC X D 7 v & ML AR T
INETEBENTORW, IIBEE R E T ENNV X T D47 T~V T AERRIZB W
T Cancer Therapy Evaluation Program (CTEP)Z#RE S N EF OETTIX, ZOEHED Y 27
FEHBROIZOBEL Do Te i’ 138 A EDBEFITIIREICINAENS B SN TR Y | EHEESR
B Hie (20054 10 A 4 B, CTEP IND Action Letter), {E{LBZRILIZ. B AEE, BFlgE, =
TITFERB I OEEER EOGFET 2HEEEREERN S HBFIZBNTHHESINTND, "Ry
A2 TRELZIT->TOWBABRECER. RRRHORE, £IXER BENBERIRDONE
&L, BERRZWICBILERILEZEDDHIRETH D,

2.7 EEERBRT A OFRAVRIL (10/01/12)
B MR B K OVE RIS S D BE D B A& T2 S RO~y X< 7 H &%
HEF—x 73 b ONCEREL SRR IR & RTINS v 7 LB AR 2 2 A L iR TE & ot
BN EFEHRIEES B2 R LB KRR 265 & T 5 EMARBR O RICE SN T =
YE(L R L O Z AT A 7= DI _A VX TR SN, B, FAVEZECBLIUS L
RTTF v E_NV A2 7 OB SR X T OHERFRIEN., 77 F T REIEOH
F$ PRELIE B D B A F R 2 LR S E AN SN P, SV R~ T OIEABEIC LY .
T OBRFEEAICBT A EEEATFEIM EREEFEMHOERIC OV T, RENEITT 5 ETOD
M REIER R A2 G- O TR REMENRH B, LIENo T, fHAREEY. IAVRTTF L 30
BV RN R T HRBEERIINR T TF o T A By /ANy X< 7 REE
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(e < NS X THERPIRE & BT D,

2.8 IRBCE R O PR R AR AL
HRREOEBRERLE LTI ST FTBLIRE ST MW ERB R THZ LI BEOH S
WA R 2BE)E (HSRs) ~DEBRNRESEDL L Lo Y8 mEmaE. MRmE <&
TRE, . IR, ERE, ALBE, B0, RMEFE U CRRCIIRAR SR & OER A EL
., BEICE > UIEAGREEL 72> TnWb, 77 FFRFNCEE L T 1970 =0z, X7 ) 2%
TS LT 1980 FERICBRICHRE SN TV, FHEEIC L - T, HYEMS Ui Lidks
OFIEENELTAFEEETHALARTINODGE BEICEHET 5 Z LT TE TR,
Markman 1Z. DR TTF o 2HRE L7z 205 ACOWTHE L, 24 A (12%) [CHRETE =2—
ABIBBSEN R L2 2 LB LT, AEKOERMICL S L. FHHREZTHLRVES. A
THBEEZTE3ADI B0 1 ADHITHREZERT L2 ENTEREY, LaL, BF. AN
DOEENG ., MNEEOBE—FEHRRBRICBNT, IAVRTTFTF eI Y ZXw VOB FEZIEED
—FIOBBEEP AN BEERRE L-HRET 0 7 7 ARR Lz ERRESINZ, 2 b
OIFEEICIE, E VR Z T TIT o 5, BEHIMNICER D BETATLEO TGS L O~ ICHEE
TAHABEERENEGENTEY ., BBLREIIL T35, Brown 5T, RAREEEEDEET., 32
MNZBBEERENTZZ E2WE L, 23 NIERIIRBEZ-IEEE Ch-o7-, 77 F T HHA
(SARTFTFUEINVRTTF ) BRORT VXX VICHTARISRBEERI NI, 17 A%
LCHBET e ha L ZEE L, BieEERR, 77 F FRBEES ADS B 7 ABIUOVS Y
A X /BBEIS 10 AD 5B 8 AMZRWT, BUEAEROFREIZKRII Lz, Lee biz X 2#EIC
BWTH, BEBIEZ ha vofERIZED, 57 A 255 2—X) [ZBWTRZ U ZXE/0, DR
TITFUERRIITOTAOFRENREEFT 2, BED 12%2iX, FEFER (index event) LV
HFRENENE SN AEHERABOONTEY . CNHDERVRELS 2 ha—LENTE
DROFIRENTRETH 72 %,

WBIEDFIERIL, X7 U F X e 7T FFRANC L 5 BRI T—ikie Z ORRICE Y
THIEEA LGP TR, #HEINHFHIL, /37 U ZFE 0wt LT 2~16%8 LT R
FIFERNRTTF AT LTI S~20%THY | BEOFERPH NI LARESNTND,
INETOL A, BHEIBET TIOREREFHET SR EHBRIZAT O TRV, FREAF
L EHIZED 2 b OFRA G OHER EBET 5720 OBIERE TREIIEET DR EHEL S
NERD D,

2.9 QOL FHilh @ #EFmAIFRHL

AREROAETEDHE (QOL) Foy TIIR D 2 RIZEAERK > TV A EERETIN., 35 X O second-line
ORI Y EZFENLNEHINVRTTFAATRANU T BN L & BICHEEERERITY - L OBES
B2 il A P

FMOT & MUIZET 5 E7 QOL FiEIX, EEREFINAZOFIEENRIZL > TAEBFOEZ
WETDEINEINTH D, EBBEFINIESHBREL VT2 2 L CEEHMEZERE L, QOL
PWETHAREEND DB, FIMC X 2 E0HED /REMER X OFH b DEIR QOL I[CERE S
RIETERHHEVWIHEND, ZOMEEZFMT 2 LITEETHD, 2O L O, ZRE
BEREFNL, BEERPNCEHENOEE T M, HUNIEFOEEET I/ REERH D,
FOBITIEEABEDORINC L > TEEDENLEINS,

(L2EEIC BT 5 372 QOL REIE. second-line DA NVR T TF L7 JZRE AN A
TEBIML, ZOHBNSANVRA TIZXOHERRIEZITO LB, AINVKRTTZF e RT U ZE0
BFRBE L R T, EEOEZIVEL T30 EIMNTH D, HEFREDBINC X - T, EHE,
BB, BLOTRZEOBMBEENRNS 2 L28H3 2 “no0EHiT, EEOEDIESE
AR R RIE TSR D D,

AVEOEIL, IRRERE A OREZRET D TAREICIZ, B, #HEMN, 20, BX
CLEPEREKEZRET S, 37 HE D b A EMZE the Functional Assessment of Cancer
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Therapy-Ovarian (FACT-O)% FIVNCEHIAAT 90 A0 6 7 O¥i 2 > T 5 B T3 248 38 4
%L END FACT-G (General) 1%, KRR, BEREMD, #2200, 3 L OVERIEREERL O TALR EN S
FERY SIS, FACT-G O/3—Va V4 A< RSN TEBY , DHEMET A M E2HER L, BLRTO/N
=T a VCREINIZINETOT — 2 L — T D@ MM & 222 FEFHEL TV %, FACT-O
(FACT-G O FALRJE HIREI A O TALREE) DR F—a VG, 20 RER IO
TALREE L, B A — PR A EREE (0.74~0.92) F8 KON v IR UFEMEIC R4 A S HE
(0.72~0.88) T very good 7> 5 excellent Tdh - 7= 2, FACT-O O I4 ML, AEFOEIZBId 5o
BIEAE & OMBIBIER D, Ao b NS EE AR (PS). {AFORIL. BX UM & OBRNM B EIES
72o FACT-O, FFRICE REERTE, FEEEROGEERES, 3 L OWNIE O TR E L 2~3 B A Mo 28k
& (PS) OALIZHUE TH -7, QOL \ZRIF T~y X 7 Bl O FIER OB i+ 5 729
(2. FACIT JWGE > AT A6 % A AUCsr3- 2 00&. TR, o7k, 3 L ORI BEdE 4 2 B i
L7z (GRS (TSE) 1 &%),

TS OB BT T T O I8% 7Y % 7212, 8% 1% Rand 36-ltem Short Form Health Survey
(Rand SF-36) H{AREEE TALRIEDTRCOHEBAIZRAT D, FIKEEGE (PF) THRERZ, 59
DFTIROBEFEOETE O EFTANT 5 L 92T VA v Eiz, AGOBEICET 2 EEMNREMZETH
% Rand SF-36 O 10 IEH O FALRFEED 5% 25 256,

B RBERE TAL R, B AETREMEICBI T 2TEE DA S D, BT, BBE LD 2 L0 AR,
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