DETDHEWRH OB 28 HEBKHETHD & LTWD, EITHERBEORKRRORE
BRCId. T 6 29-50 BRICIREBMAT 5 2 L SAIEBEORAERDER MK T & B
NhHBEEZBND, ANV AT ORILEROTEFH L OB 2MRO E/ZEEL-
TV, KIBBORBR T, [FL/ AV X< 7O H 40 A, IFL/ 77 2R T 25
ADBENABRIABPICFEHR 21T 072, TD H b, IFL/ NV X< 7RI Hifn %
T AR OB 40 A 4 A BEICHA LN IFL/ 77 e REETIE 26 AF—A bl
TSR T, FHEERT O OWRE DTNV AT DR 2 ZETHETH
% (E¥y21 B, range {¥ 11-50 H),

5 5 MR RA : LR EDRRMEILT v b T A 7 U U REROTEROBEED
HDBRER, HAES T BEICBOTENT 2 Z L35 5, BT O B IR
B (AVF2119g) TIITR_RTOBEITV b IV A7 ) VREADERBERHY ., D
S M4 (CHF) R0UHIEDFIEIL capecitabine BFIFEAS 2 FEH] (1%) ThH o= DiZ
%t LT3y A< 7 /capecitabine BT 7R (3%) I A bl L MESH TS, KIE
FTO~RNAY R T O IFL F721% 5-FU & OHFARBRTIE ) - futhOAR4 (CHF) DOFE
OBEIMTH IR 2T,

HARMASIE : #IRMASTAME ORENRSAV AT ORBRICBOTHESNLTEY ., &
AT TR IR MASAE (OVT) O e, F BRI MRMARES S Eh b, TFL
LNy R (5mg/kg, q2w) OEIARFER T Grade3—4 OF N TOFNR ML EIRAE
X2 SOBETEITRD -T2 (15,1 vs. 13.6%),

T LR B S AHRIC BT BN Y X T OB E TR AR OV T O
BT — 2 I3, L LM B, Y X FI3EATM: L IRERE I 2 A FERN
MMERICB VW THALNTWD, E5IZ, AV A< TIEEHOHELRE & RIEEE
RELSEBAREERDH Y, FRUCE > TRRICK LTEEERZ T TLEAbND,
Ig6l DX S5 IBAPICbHWENETHENENS D, - T, LREEROF ML K
AR R TIGFERBR ISE YRR 2 TR R S RV L KRR AL 2R
HRETHDH, “NVATTRTHOZN L OTRHHEOHIRITEREY (321 B,

range 13 11-50 B) 2ZBETHLERH D,

o5 B YRR 72 AT B & RBIC Y X< TR B e HUR M & 7R 3 RIREMEAS
b5, BED. BEHRBSHENTOOITTIX, BEE 500 ADRAY X+ TIRRESE
OENMIETEREO MANV A THETIRE S e o Tz,

TFH BRI & BRUSE IS ARIBERIR 5 LT, SNV A= T LB ARIR S 2%
2 B IF PR BB OBMAERE STV 5B, AVF2107g IZBV T, IFL BAKRE
(14%) OBRFE LY b, [FLARXAYX<T (21%) #5 %3117 mCRC DBHEIZBNT
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4.4

NCI CTC Grade3 & 5\ M 4 DIFHERB/D> OZEBNRBENM L7z, E4599 T NSCLC BF 2
W, PCORD (17.2%) BEEZZTEBELHERLT, NIV EXEA+ANVRTS
Fr (PC) + "RV X=T (26.2%) DG EZITTZBEDOH, FHERD NCI-CTC
Graded DFEBAHEM LT, FEMELF PERIBA I MM AR ORIz PCHRART =TT
5.4% vs. PC DI 1.8%)

PCHRN Y X2 7 RETIL 19 5EH] (4.5%) 2 NCI-CTC Graded £ 7213 4 DIF BRI % £
HIBYGENH LI, DD b IEFINIEE Lz, PCHREDHR T 9 R (2%) ITiF
HERIANC & B RBYER A SN2 b DD, FEHNIR D> T, FEND 6 H 1 7 ADTh
HErp, B, REMELF PR, BT — T VEBRRCAUEIC X 5B R S EE R RILE
DFEBUZ DN TIE, PCHE[29 5EH] (6.6%]1 L D b, PCH 3o X= THE[58 FER (13.6%) ]
IR\ L, (08/06/07)

K& %t/ (Taxotere® RP-56976, NSC #628503)

4. 41

4. 42

4.43

4. 44

4. 45

R : Fe# X2 EE, REWMWE 2 S 20, BKEOMTAEOH KR E LT,
20mg/0.5ml F 721k 80mg/2ml D T INTWD, Iml FIZ 40mg O KX FEL
(anhydrous) & 1,040mg DR Y Y )L~— |k 80 5,

K& X AVERINCERTAIUNERD D, BE., REAMWEEZE TRV, BEOFRIK
WBZOEHDIZFERT?, FEIXELOHFREIL 13% (w/w) OTZ ) —LKIBRTHY., =
NENSATARICEAT S,

A5 REAE O FE X X EANSAL TAT 2~25COR TCOHRE C, BICERINTE B £ Tl
ELTW3, EXRLETHD,

FAE FEFXEAERRMFENTWAIHFREEEAL GHREEIX 10mg/ml) ., HHBNICE
HIZFHIR LTz by, P4 X e/L3@iRoOB., 0.9%NaCl (USP), & BV I 5% 7L
a— A (USP) DIEAICCTIHML, BAKIEEE 0.32°5 0. 74nl/ml & §5 2 &, BRI L
7o REZ XEMT 4 EURNICERT 52 L (WRERZED D),

HE PVC Ry FH W EEE v Mk 5 & B2 YA DEHP O BE ~0OBRE % &/ R
T B0, TOEKENEZXFEAFRIIAN M (FF7X, R Fabvy) 375
AF v IOy T (RYTFavrLy, RIFvr74y) AL, KYZF LU THIRY &
gty hEAVWTERETHZ L,

BRI ORE L BEREE, FRBBKEOEREELZRD 7570, TXTOREFCHLTER
XA 1 HENGRML, 3 BRIORART us FRIZREIHRETDZ L,

BITER : B OZEREHICE L T, BMIXXEEZZEROZ L,
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4.46 REEE PFESIITRUT 4 ALY AFFRETH D, BIMEBRIL, American Hospital Formulary
Service Drug Information guide, Facts and Comparisons E£ 73BT XFELZEZROZ &,

4.5 QOL OFfH1E
FACT-0 TOI b%. MM H 0 AIER T, FARICK A QOL BMZE & U CURREmEE I L TER
EhTWVWa, ZOEMEIZ, 26 HANSRIACHEICLIHESFETHY, FHOBBE MR
Sh, BERRESOEL REEICBWTERTE 2 X9 IElah T 5. FACT-0 TOI IR DI
I QOL O¥sERFE L, BELEAOHSMEOTOICHERTHD LR LMD ¢ (1)FACT-6, (2)i8/0
OB EEE  PREAEE, (3):BMEAE : BY (6060172 Fm b= dv)

5.0 JARFHERBLIORGLE TV FvAE—a U FE
R FE R T AANCEL A Y DCTSU IRB Certification Form & CTSU IRB/Regulatory Approval
Transmittal Sheet (www.ctsu.orgh & & 7 m— RA[HE) #CTSU Regulatory OfficelZ#ff L7
FHER BV, T OBEOFKE L IIER T, EMERUTOLEY Tho,
CTSU Regulatory Office
Coalition of National Cancer Cooperative Groups
1818 Market Street, Suite 1100
Philadelphia, PA 19103
1-888-823-5923
FAX 215-569-0206

5.1 2BEEOBREK / SoE~<A¥—T a3 (1-16-06)
511 Z7x—X A - ¥IAREG / JvF~AB—a
70 b a VEEA~OSINOBERSEMRER RS o 12546, LLTOFEIZHE - TRET D,

5111 A 74 —hRarty bBLUMERAEAOCREICHET LHEROBMLZHTTLXE
(AARIZBWTIHERSN) 1ZBEARAAD L IEES (UIEEWRES) Lo TEA
ST nER b, BUE, A7 4—A Navky MIBET 5 FDA, NCI B X UMEER
OHANILUTDO LB TH D,

5.112 Section3. 0 [ZE#EH SN TWBTRTCOBEEHML 2 L TWH I L EERTH L,
5.113 Fast Fact Sheet (FFS) 77 A b7 7 ¥ hi— hF—& 24T 5,
5.114 Fas%id Web B8, H B WIMHE THIVLERE S (BERE : 1-800-523-2917) I LV 7m b=

NT = — R AZHEERE Z B8 L. GOG patient study ID ZHR1GT 5, Web Bk & HEAEHBIL
21T H120%. GOGWeb A =2 —~2—JIZ A>T, ” Start/finishapatient registration”
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FEBEBRL, RICX—VEMD” Directions” ZEIRTHIZ XLV, MWE&bwit 606
Statistical and Data Center (SDC)IZEZE (1-800-523-2917)¢ 5,

5.115 #BREA = %/ (il : FML) | GOG patient study ID, BV U TOHNEERL VAL %
(ZZTRH7=—X A LEATH) BEIKFERAL, 7=—X A KBEHINTNDHI &%
R 2,
COBRKRBRIIT VA MEEERERRRTHD, 7o—X A Web BETHZ LI
X v GOG SDC 7S B EYIZ Drug Order / Reorder Application (DORA) ZEMTAEEL 720,
FOWRE IR ETIRBRES] (RAVATTOHEEETTEROGERSH D) AT
A T NCI @ Pharmaceutical Management Branch (PMB), CTEPZ#Ekah3, 7x—X
A DBAIILEE 7 BH D 10 BUPICE MR IC AN E < (Section 4.3 ZH),

5.12 7x—X B - {bFRIEDTT / HEE
61 7 VHDOEROBEENPKT Lz 5606 Web A =2 —~_— F?DSDC Electronic Data
Entry System (SEDES) {Z A%, & L Cpatient forms schedule PN® “DORA02” % #IRT 3,
% L CDrug Order / Re-order Application (DORA) %FC AT 5,
I OEKRBRIIT VA MEEERTH D, 72— X BDEREEVD ETITHI Z &ic kY
GOG SDCIX B Bhi1=Drug Order / ReorderApplication (DORA) ZEM®[HEL 2D, 7 =—X B
~OFRE L FFICRET A RBRER (AN XTOHE LT T EROGEERH D) N
Pharmaceutical Management Branch (PMB)IZA L T4 CHEREND, 7 =—X BOEEIT
BWETHNH10 B LIS RICERBELS, 7= —X BOKT E TICHEMRIT3EI DIz -
THEBRERN 2 HERT HLENH D (Section 4. 37128 ),

5.2 [ERH IR TOFIE
ARBRICEER L LTEML TWAIER CRIEBREREH LI WIE T v A~ P — 3 Dk
I OWTCHEE R BE R & BT 5,

5.3 TREEEHE

5.31 BT/ 7 A
BERE I3 O DTEEEEOWT N DIZFE CLLR TEESICEIV TIN5,

Arm T x—X A Ry a—)v 7x—A B AR a—)v
LA VIR Uk
I (bR ok 21 AfEIRgE6 1 7 v
21 B fRRSs Y1 7 v 21 B IR
SRk | {LFERE2-6Y A ZVE | BIERE | TR | 1-22% 14 7 VA
THFA THRE
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i a==-3r =y 21 A k@61 7 v
21 H BEs YA 7 v 21 B EIRE
RNy R Txek | (L6 A 27 VA | BlEREE | T ERes | 72294 7 VH
THFH TH5
I {2 R ok 21 B k691 7 v
21 H RS YA 7 v 21 R
NNy R Tewk | LFERRE2-6Y A Z VA | BIERE | NNV X Tk | 7-22Y 1 7 )VH
THFH TS5

1A 2 NVEOBREIZT V<A B—a B I4HBNIZITS, (10/14/08)

1A 7 N=218ZLORERF. Zhizide 14 27 VvBHET, (08/06/07)

T2 AZTHAINVE (7x2—R BO 1Y A I NVE) PEEELRATHERT 5, (08/06/07)
Section 8. OWZHET HREMITOMR, H DV MESection 6. WHET DIRROLE 2T DM
DRED HNAVEAIIE T e haVERD 7 = —X Ab T 2 —R B~OBITIEA Y Y a— N EB01T
bRTHIER B2, ZAUCESection 8. OWZHLE T 2IRZE DEEATIZ R WVASIRIE A HE/ U TR W RERE
bEEND, (08/06/07)

H: 7x2—X AWH T 2— X BAOBITIZITHERENSSLE  (Section 5. 1),

% T RTOIFEAOEEIIIE BIZIT

sk 237 Y F XEN175 mg/m2 IV SEFRIREITHE VN CHART T F L AUC=6 IVE 30/ THRETH (E: #
BARBAICIRY FE& X3t 70mg/m2 IV 1RG5 %237 U 2 XA DROYIZHWS [Section 2. 65,
5.3228 L 1%, 518R].), RZVEZXEARBICINRTTF o OFH5EI5mgh ., FEFZXFELOEK
BBITIngl A TR HIFVEE LTH XV, 1RHREIAR. 10% U EOEEDHBESH - HEIZRY Ny
YEAXEABIO RS FENORSEEHEHETIRETHD, (08/06/07) (10/14/08)

sk~ X /T TR 1omg/kg IV, "NV X7/ 7T ROBRE5EBIIomegZ] AL L, BEbiEVE
LLTh LV, BEMAE. 10% EOEBEOENH o BRIV AT /T ROREREY
B ETHRETHD, (08/06/07)

= OEEEAER I Irandomized, double-blind trial Tdh b, T OHHRE I E T HRBREA| (bevacizumab
D14 LplaceboDPEMEH D) 160G Statistical and Data Center (SDC)A>HNCIPDPharmaceutical
Management Branch (PMB)IZFI#iZ &R / TV <A E—a VOR(TZ =—X A) BIUOBEREDOE (7
o — X B)zEska . BETHDHI0E LIPS R IZEIT 545 (Section 4. 3%),

5.32 {LFPRIEEANR L URBER (ANVX=T/TTER) oGk

5.321 BEEFEOBOLEYFNIEE

5.3211 GOG {LFfE~w=a T LIZMN, N7 ) 2X R d R XLk 5EFHEIC
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WA BRAKOEREREERKT2.0 m&T 5,
5.3212 Bevacizumabd V> IPlacebolX 15 mg/kg CHEEZEE L . BERXBREEIIRELLRV,

5.322 #GJEFFR L O5-EEH (10/14/08)
« XYY B XIS TTHRET S, R CREUEDT VAX—RISDY X785 5
e U 2 X IO L ERIERNC L > TIRETHRETH D, (FE: N7V FXx
EAORDYIZ FEZ 3B EERET AHBIZIET5mg/m2 % 1H¢H] TIVic 545, Section
6. 513 X USection 6. 628 M) WK T T F 37 YV XNV (HDWIE FEZ X&)
125 & FEV T304y TIVIRET 5,

RN R T )T T EREIINRT T F L OREIIBEHENTIVIRE T 5, TREDON
R R T HBVRT ARAFURERA LRV b, IRREAEMIC X 5ER&R5HRC
i3, BERA, BEOGCG IDES. 7x—AFSF AbLJEB) BIUHA 7 EFSH
SENTOARTNIER B, FREORNC, BREIEBRERFEEESGC06-218, A
FIDEBERBIV7=2—X AL LLHEB) BEHAOHLOTHLINEHRTDIHII L, Y
X2 T[T EROBEET F7 47X —ISIIT BB UETHD
(Appendix V), BOLUSTHE LTk b2V, HIEIOREIIIOLINT TIT S, MERITH
(X2 H 13605 TR ETRETH B, 2B OFE CHRBERITIEO®IT30N TORE
WHRETH D,

5.323 RifR3K

5.3231 X7 Y ZFENL
27 Y B REMREREOT S TOYA 2 B GRS ORI & 53 7o i
AT RTIEIAR 21T 5 2 L B HER S B, BTRITARIE, TV A4V v (R
RERIER) ORE, EXFIVHIT By = (97 =2 € KT 2 2550 %
IR0, FREEEEAD) &5, e RZ I V2T a v h—BHERE (U AF TV,
S=FJv. TrEFILRE) OBkETHD,

RN X2 T/ TR L DB EPBEINTGEITITR DG, 32321577 X9
RATREEBETRETH D,

5.3232 AU RX=T/7 TR L DBPISHBIE SNTRE ORIRE
NNy R T/ 7T R X DIRBUIEPBE SNGE IR A 7 V39043 E
T THRE L, (08/06/07) H& G-I TSR TRIRESBID H D,
‘HI7 ey h—(P7xrb RT3 26-50 me% IBERIANICIRERIR S 2 W iR 0¥ 5.,
HANIRTHZI 10 g7 =X Y T 2PV 60 mg)
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cH2T b — (T 7 EF V20 mg X IFHIRNCBRFHIRD 2 W iIBO®E S, HDWIE
Bon27a v 1—0#5)
o FEY APV (10 mgZBevacizumabi® 500123 L OGEFEATIC & 5)

5.3233 FE&¥ENL
R Y BFEADRDYIC NS F A E ST HERCIL(06/26/06) « T XTOHKE
YA BN TT XA Y Y 8 mgRn 52804, YA, Y85 D3E Gt
2mg) . EAX IVHIT Yy h— (V7 x b KT I 25-50mgiRfElkd 5 W idE A&
H_ HBVEMOFEOHI 7 vy h—) & N X AR50 IFMANCRETZ L
BHBEND, P4 X2 dyESS BT5ng/n2 % LI TH#ET 5 (Sections. 322,
6.51, 6.625MR)

RRY X2 T[T 52 RIC L DEBGABIE SN2 5A I IERT0s. 32321877 XK
RETREEEZETRETHD,

5.324  firLAl
FRERDL VA VBV TIES, < RSB 5 2 ERTFREND, KO XD et
BOFEHRBEREND,
s AU H R b e 8-32 mgR RIS KO XY A Y 2 10-20 meiR RS 2 (LFE
FRIED30RINCIT O,
cE i, ZT=F% bul0 neg/ke HEHIRRE (B D VE2 ngROikE) F m T EA
0.5-2.0 mgfRERItE 2 (LFEBIEDILENTIT I,

5.325 AWARTSZFUOREE
Jellifesh & DFRIGFRIEE VT H A A— R OFHERIZ LN > TEIE L T HArea
under the curve (AUCVEDAINRT T F L HEEBEFHT 5,
HNRT T F v OPEIRERIZTRICFRE AW CHE SR T IR bRV, FRORE
BAZE2% DO LODCTCAE Grade2 (fiiE 7 L 7 F = >1. 5 XULN) LA L ORWEA M 2T hid
WHA I NLUBOINRT T F - EBERITHHRE LRV, %I Aéi?&&ﬁg@
BRI bDET D,
BABRAR, HRAEODRWEREICERT 2 RFEIEERLE V7T F=1E (0.6
mg/d1LLF) ZRd#BRE T, 0.6 mg/dlUCHIEL T 1/7%:‘//7 Y75 AL
+5, BERAERUPICES - L2 (@) ERE LN TWEEIZITE OMEZGFR
DHEEIWC AV D, (08/06/07)

Hi— FOFER Carboplatin dose (mg) = target AUC x (GFR + 25).
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ZOFa AT, GFRIZZ VT F=r 2 VTS5V RALRASETHDH L ERD, J VT F
=27 VLT T AFUTIIRTRE AW Jelliffe IRICTEHET 5,
{98 - [0.8 (age — 20)]}
Cer = 0.9 x

Scr
Ccr: ZV7F=r27Y77A  (nl/min)
Age : f4E#n  (from 20-80)
Scr: IFEZ LT F = (mg/dl)

5.326 _~NVRAwT/TI7EROERER
RN A= TVI15 mg/kgZ VS $5, REBRDOHREIHEAZ Y —= U VIROBEOEKEL
Fv, REBRIEETIIREEBZEFE LR, 12720, 10%8 LOKREOHBRH > HAI
IHEAERLETH D,

5.327 ~_NRU X2/ 7T wRICETHHIEROTA FIA
BRTERS AN Z o T2 BITIER Y A 7 WVITATHREEZAT 5 & TH D (Section 5. 32321T7RF
BRI AT > TORWESR),, NV XwT (HEWVET T 'R) o GRERIZK YA 71
THEMR LRV NI, BiEEREITY Z L0 X o TRY A 7V CRIZRBE R D o T3
BT F OBITATHER 21TV AN R GRFE 230 £ 105328 L ThH R\, 6057 [R5 T
RGN 2 - T BICIEE D% OB E1390+ 1553 L EANT TITH _& Th b, T30
+ 1058 5 CHTERS A = o 2B F 0% OB E 13605 L ET TIT O R&ETH B,

5.33 BHHAZIETAER
AR OEITNRD N AN TIORIIEEEZIT Y = L1345,

5.331 WHREOHTEH D VIR EOYIRE BRI & U FiT

5.332 L XBEENRH-oTHTE FaLIZHEIN TORWHRIESEREA A WD Z L3 TE AR,
F D OEFNITEMAa 0EE EMFEREAL RAEVEL BEBRIBERZREBRE TN
Do

5.4 Quality of Life EFB MM
MEEHESNTZ A 37 CHEE, BEEOBRBBLZIHMM LTI B2, I bt
e CEHE S NI TEIOFHlAR A F & EN D,

5.41 _—RFA NIV A ZNVIDRTERET D (t = 0 weeks), ZAVIIREBEETIOFETH 5,

5.42 4% A 7 NLOFT (t = 9 weeks, 3YA ZIVDILFREEL 2V A I NDSNU X< T /T T RN
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5.43

b. 44

5. 45

5. 46

B 5 SN R IR RO EH DR B LT D7D D2F B OFMEIR TH 5. Z OFHHIZ4Y A
2 NVOEBNIITOW WA RSO LEMATE CThE LV, ZOFMIEBEREZIICD & T
HHMEFHAEIKOQLICR T AEMORELFARL L ANE LTWDS, Eo, O
BESHBEOBRYOFTE TH S, QLEFEBENROBEZRA LI L HLEHHE LTINS,

THA 7 VORI (¢t = 18 weeks, 6% A Z VDLFEFIELSY A I NDA_INRNU =T /T T RN
BE SN BBROEHNORELRARDLEDOBREBEOFERTH D, ZOFEITY A
7 VB OERNIITW VAR SO EMETE CTHh X IV, ZOFHMBEIXERERZIZICD &
T AHMFEFAEKOQQLICH T HEHORELTHLZ L E2HHNE LT3,

13894 Z LD/ (t = 36 weeks, FARRAMEOILZEERENKR T L T6,» ADBER)IZINRTS T F
VLAY EXEAORERET L6y B OFHEATH S, RBIEHE RIS D\
OWEHEE 1T TV BHEIC bOLFT M 2 ki 5 Z E NEETH 5,

229 A4 ZORT (t = 60 weeks) II{LFRIEK TR By ADA_NNRUX<T /ST 2HRDK
ERKRTTHEETH D, RBRIAHFEEZ BIICHIED D WDIMUOIBREZ T T A EA12HQ0L
AT D ENEETHD, (06/26/06) (10/14/08)

RNV R T/ T EROTEERTH6r A (t = 84 weeks) DIFR, T DOE%DQLDFEAMIZ
TEEOBBOEELFTARL AN E LTS, RRIERZ B IES AV 3o B
ZZTCOBEEICHQOLFHE LT 2 Z ENEETH D,

6.0 HEBROEELE

Dose—intensity & RSB AT H 12O R EEOHERCK G ORBIEZ R/NRIZT DE B LE
Thb, BHEOEMNLEIZ o LA MK ENE & FFMRFEMENRRT 2 £ TCHEM Z L OFF
HEASBETHD, ZORRTIIREROFHEEOHREITR,

6.1

RO T OHE
FTRCOEFFRZ LA VOB ESEBCEELTWS, R5EELEFOFRITBEDOL VA L DIH
BASBOE, BUREFOBRE LU EIREHIFRADIZE LD TVD,

MO — iR e A RF A (Section 6.2)

RO — R 72 A 5 A (Section 6.2)

MLIRAR B DB RME Table A (Section 6.3)

- RFEAXEADOEE LUV Table B (Section 6.3)
MIEREAE O EIE DOBIE Table C (Section 6.4)

-JEMLi&FEM: Table D (Section 6.5)
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6.2 MiEEEO—EMRTA T

6.21 EAIOBEROLEFEIRGORBEL, ERIMHERINERSEOERIZL D,

6.22 EFIEEOHRTIIAMIBKE TR FPRERICESNTEB IR,

6.23 YA 7 MEEIZH Tz o TOIFPERE L UL/ IMRE D R AKAE (08/06/07)

6.23.1 7= —X A GEHpatEoIHE G L T2 HiR)
S OB DIEHR (I NR T T F o, R Y FF BN, FEEIFEVEELT =—
2 ADOHIRNCIR Y A 7 VOB 5I34F P ERE A3 1500 cells/mm3 (CTCAE Grade 1) | Mi/MR
73100, 000/mm3LA EIC/2 B FE TIThRWI E, 7x—X ARXBITBIERENNVA<T
/ T REET) I EROMEERTE CRATIAMER T 5, 3BT PEE
3 B\ L/ MEEASE S R BT EE L IR 7 a b iz g > 7o i
PEIFI OB EII TRV, RNV AT [/ 7 vROBREOHDEEA, HDHW
Section 6. WTRT L H B b aVIZBE S TORWEMBMEEA O H 2691 7
N (72— ) BETTIETREET D, BEEEIC (Sectionb. 12) 7 =—X Bid#
EEBY T 5, (10/14/08)

@ 5ilsk
HiY A 7 M CC-CSFOBRE AT o 12 BEIE, BRRAISESY & Il S fuihuiiF ek
1000 cells/mm3LA EiZ 72 o=l ¢ e b /LR E B L Thigblunas, —@tk
OIFRERBOPRIY 2D L ER/BEL TR E,
B A 2 AV CTH 2 5BIEN B - 235 E 1T, BRRAIZIE Y & X i3G6-CSF
AT S D LR R, FPERE1000 cells/mn3LA Bz o 7zl TF 1 ha ik
WA BIA LT bbb (Section 6.2412/),

6.23.2 7 =—AATRAMAMEIAIOR S % Ik LEBARBI 7 2—X B
Tz — AANTEHEER OB S 2 FIEL, XNV A<T /) FITRROHLERELTH
AL HDHVIET = — X BTHEKY A 7 L O85 347 HEREH31000 cells/mn3 (CTCAE
Grade 1) . M/MREAITE, 000/mu3Lh EiC72 B F TIThRWIE, "NV RX<T [/ 75
T AROBEX N OOMEICET D £ TRACTIEMBEY 5, BRI FERES D
VIR B AR EIC B Lo T m &3 & 7 m F avicigo e v ola
LT, (08/06/07)

6.23.3 70 b VICHEE S-S MAEER (X775 /22X ) ORERT 2 —X ADHIH
B O T U OB T IR S BAICIESection 6. TOH A KT 4 L2 BROT L,
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(08/06/07)

6.24 Hematopoietic Cytokines&Protective Agents
Hematopoietic Cytokines& Protective Agents DEFEFIILAT O X 5 ITHEICHET D,

6.241 BROBESCESEDEE LTI bbb TR 24V R LIZFE LS T
IZEARENC T A VT T AF L (GCSF)RPEG-T A VT T AFA()ATAE), YNTTE
AF I (GM-CSF) O FBHfIHR 51358 % 72\, FrC MBSHFEE i3 7' n b a2 VICHE S RIZH)
BlOEREOEE 2 BT D7D D & TRV, L L, BEWEGPREDOBEHDT
DICIBEN A BT A - TR T2 %5325 Z Lidtbiawn, b LPhikEH»
B O BFER I ERRE OB B BB U, BAX10 B & 2 VW34 R ERD31000/mm3 %
Wz HECRET S, BIEETFITFDERS10,000/ m3Z B OFETRETHY | E
7o IREID(LFFEO T2RFREI LAPIIZ AV 5 & TRV,

6.242 HIROLEFE (GEMIROWE) %ICCradedD /MR 2 0B LEGEERE, TRHRIC
thrombopoietic agents& &5 & TlI72vy,

6.243 M OBEEICEEMICLER BT Y R aRA =F 2 (BPO)RgkAl, HAI Lo Ciddim%
T THEDR N, TEWEA Y4 5 BRI BRERFEA] (TIXAT, =R7, Fno
7Yy b EEST) ORFOEFERIC OV TR L T LERHD, b OEAITE
O ER B 5 VIR AR 2 T 2 EERNR Y A7 BERSh TS, €0
5T R BRI O 2581 B BT LMK, BEREBER LY | EHEHEE
L2238, £, ZhboEAE =Y br—ATETWRVWELEDBEID
BTN TRV, (LFEREROBBE IS LMRERIED ) 27 &) 5 IRt &
b, BHOWIXELZSHROZ L,
http://www. fda. gov/Medwatch/safety/2007/safety07. htm (08/06/07)

6.244 T YA L TRENTVARNT 2 7 4 AF -0 OFREEFNIA V2,

6.25 NIRRT ORERBOEE
NRRY R T OB SEOEERTEITR, UTIRT LI REESRELZGEICERRER
RIEH BWTHFIETRETH B,

6.26 7V EXEABLOREIFELVORERBOLE
MEEMIC RS2 U 22V ORESBOERITITORY, mE#HEICE S FesF
TAOBREBROEE X (Fo b aVOREIZESINTARZ Y EZXFELOREERLE LTHND
NTWBHEE) LUFDFEA, #FB, RCOEHREIZNES, (08/06/07)
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6.3 MK

6. 31

6. 32

6. 33

BT A ALY

BEEBOEEZETH L S i+ ek (DLC-ANC) (6. 3212 HLE) <2 /MR
(DLC-PLT) (6. 33HLE) B ¥IH THRD b= HA 12 1dTable AIZHE - THER Y &\, Table Biz k-
THREB2EFETS (06/26/06),

BEBOEE > ET D FHERBA OLT-ANC) & I3 REMELFPERBAD ORE S 5 ET7 H LA
EFBiT HGradedDIF P ERIAD L BUET D, B OHE Z D22 T B RIGFEHE L 7-Grade4 d o
BB IR B EEZ AR LRV, BEWELFPEIEA L IICTCAEIZ & 5 X 51238, 5EELL E D3 E,
ZE-o 721, 000/mm3ARE O PERID 2 2 L7284 TR S 5 WITHIE 2AICHH b 272
YPer @B 0ENEIE DRV EEREINLDS,

BEBOEE S A MM (DLT-PLT) 1X6raded d i/ MR I§A> (<25, 000/mm3) 3 7= b3 Hifn
% ¥ 5 Grade3 ™ ML/ MRIBA (25, 000-50, 000/mm3) & EET 5, AHHEZ DRV 6rade3d M
MR TR S BEDERE 21Th70,

FA: MiEFC L AR5 BE TN
(R7VEXELORDYVICFEZXFEALZELE L TWAEAIZIEHDOETERBLER)
DLT-ANC DLT-PLT FHROREAELEH FHHORA2EH FLOFEAEIME
H
Yes No HNKRTSF % G-CSFOfEEMZ 5D | 7u banicE
AUC=1IE 5§ R OBRERIIEXR | o3RIl
(FEZXFEALZILV | Howszdik
~ULFI %) ok
Yes Yes ANRTTF % G-CSFDEEZMx 5 | 7u bacft
AUC=13% &4 EBWEHNRTTF v | o At
(FEZFEAEZILV | ZAUCSIEO T HoEzHik
S~V T B%) (EBIcFEEFEL ok
ELLAYLFIF5%)
No Yes HANRTSF % ANKRTFF % 7a bk acpe
AUC=1IE 6§ AUC=1J 53" o TR AR 3E
(FEZFELZIV (EBiIZFEZ%EL | BloREL2 gk
YL %) Z1LL-UL T %%) ok

#Section 6.5LICPE-> T I V ZXBLORDLVIZFEZXELE2ERE L THWAESICITHbETERYL

ZH,

*xiH OB EIT TS FFRB/ Z XY U ACOARBERL, AV X=T /7S5 ERITIFERA LR, 0k
5 IR T CTORNY X T[T 5B ROEERGEIZDONWTDHA FF A 13Section 6. 2315 HHD
Z b, . o baroEiatERRoRED KRBT A BT A4 22 TitSection 6. 74 588,

(08/06/07)
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#B: RKtE&XE/NLDDose Level

Bf#ADose Level Dose Level -1 Dose Level -2

75mg/m2 65mg/m2 55mg/m2

6.4 MIKFTROEEOBICET DKY A 7 VHGEY &L G EOLRE

6. 41

6. 42

6. 43

FHERBANC L ARY A 7 N DRE5OER (Delay-ANC) DIEHEITIR YA 7 VAR BT TE2485 ]
LIPHCHRIGE L7257 Bk, 500 cells/mm3%K% (CTCAE Grade 28A E) & DWIIRTY A 7 LT
G-CSFD#HEE- 21T » 1= HBA1Z1E1, 000 cells/ mm3EK & 35,

M/ MERANC X AIRY A 7 VIE5-OEH (Delay-PLT) OFEUEIIR YA 7 VRG24 LINIIZ
HIE U7z i/ R3100, 000 /mm3zKH & 55,

FIRTIEEOEF IR ODLT-ANCRDLT-PLTO L 5 R S BOLEF AV ELT2HE 4R
WY, BEOLEFADIIESICHELRD, Sz D LDLT-ANC & Delay-ANC% [FIHFIZER
T2 AIT iDLT—ANC@?ﬁJ#@ZEE%@ IZHEVY, Delay-ANCIZ L AIABOE T IX{TH220),

FC: MRFTROEEOBIEIC L DERE

AT IY— BIEEH | EERNA

Delay-ANC 1-7 TERL
8-21 WY A 7 NVCC-CSFEERT
> 21 FERTAFE 1 1k sex

Delay-PLT 1-7 EERL

8-21 HNVRTSF AL T (EBHIC R FEALZILVTF
I B*)
> 21 FRERTAEFEH Lk

x93 YV EAXEALORDVIZ FEZFEALZEE L TV D EE1ESection 6.51DH A FT A4 N2> TE

E-ﬁ_éo

)% 75 FFRIF/ Z XYV UFECOREH, _NVXwT /T EREGIEEHALRY, 20X 52K

BT TO
[ E=1%2 BT

R R T ) 7T REBEEOREACDNTIL6.2310H A RoA v 2Bz L, £, 7o
LA IEH DO B DWW TIE6. TORIRNIR A Ko 2oz L, (08/06/07)

6.5 JFEMikTERMEI X D%

* D: FEM

WEMEIC L DEE

A LA LAY VIR
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Dose Level -2 Dose Level -1 PR 5 &
N7 E xRN 110 mg/m2 135 mg/m2 175 mg/m2
HIWVRTZF 2 (AUC) | 4.0 5.0 6.0
RN AT /T | EET AN PR
R
[N e 55 mg/m2 65 mg/m2 75 mg/m2

FDOEMBEEHEIC L AR ERBOERIZUTOEZ ¥ a VRT3 R COLBEHT 2,
(08/06/07)

6.51 Grade2 (HDWTFNLL) ORMHRFHEOHBRI NSV 2XELORE L NVEIDOT
T3, ETo, FHED LUV R6rade WEHT 5 £ TRATIHBMKROFESNZTXTOT 1
b = NIEHEEEHT 5, 3B OB OIER T b KR TN Grade WTER L e o T2 54
WK DYF A ZNAH2 Y EXEAO5E2HIE L, EFHRERORVERY Section
5. 322 T8 Y FXENE FEH XN (WEHRSE5ng/ m?) (CEE T 5, (08/06/07)
(10/14/08)

K& % NMIEBEZOYIEIOY A 2 L TCTCAE Grade372\V > LADKHHBRERMENRD bl
PAITIICTCAE Grade2 A FIZERIR T 2 £ CTRATIEMKRO FE SNIZTXTOS v b aif
BARIEHT %, SERMED L CHRMPERFMEDCrade2 DL TIZERIR LR WESITITR Y1 7 v
LD K& Lo 513diEt 5,

6.52 EIMLE: R_AYR=T /7T ROEREE5%0T D HWERE LS E AN MEEZRE LT L
726720 (Section 7.0 Study ParametersBMR), "N X< T7 /T T RO E 2T 5 BE
Cerade3DEMEE RO DHEORRICHNWONIEKANIT AT VU HERE, X—4
Toyh—, FRE, IV ILFY L RANT Ry =R ERHD, IAREORTELD
BEREE T v, (08/06/07) fi/E =y b v — A D BAEIX—MKIIRERIRTA R T A4 205
(i.e. BEIL + 140/90 mmHg, - BEHRIHAE13130/80 mmHes BAR),

A A FE 150 mm Hg A T > D L3R FE9Omm Hg LA I il E D = > b 1 — /LW Bgf 72 A 13~
WY R T[T T 2R EORBEBFIRETH D,

6.521 =v hu—/REOEME EHIME150 mm Hgbl b2 >3RI f E£90mm Hgll k) & 5
{ZCTCAE Graded KI5 D EERAER D & 5 B MLED BEICB WL, "NV X=T /75 R
DL (BXU7 =2—X ATIHEMIEEERNOREG 2 LENHIITTAM X TEMT 5,
T BM) (08/06/07) #HREE L. 6.521 " T IEEZEZ BsAH D VW IIMEGE L2t i b
RN,
s NIRRT )T T RS ACFRERZ A LT 2 IRV T, TRERREE 1ER
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PRICEMEN 2 > be—L S, BERERIFEINTEHEIE. T TORKE R
T 5,

c NN R T/ T T RS LLERIER R L0 2RI BV TR O R 1% LEH
o Thay br—)LRES D VITERRER % £ 5 CTCAE Graded R o & ML E A3 it 3~
LA, 70 b aOBREICH S THGFATRE CHIUL, KA NV TEIARNV =T /7
SEREZFIELT, N2V EXEABLIOCINVARTSTF OB ERET D,
ACFEFRENK T L O, 1BREEHEMZE-Thbary ba—ATRRH 5 VITER
PRAEIR % £ 9 CTCAE Graded R0 B MLEN LT DHEIIXIR Y A 7 VD RANL X
~7 /77 e REEERIET D,

- CTCAE Grade4® E L E % FE L= BEICRBW TR Y OREIZBW TSNS X7 /75
EROBREEPIET S,

6.53 HAR: "NV AT /T T eROEEEZITHREIIRBEICERERNCRER 7 VT F
= (UPC) (L Z2HIE LR ITHIE 22 67220,

UPCH<3. 5 RN R T[T T R E & .

UPCHE23. 5 UPCLHLCB. BIZ R B E TNV RX=T /T 7R
DEGERET D,
EBEAROTEDIZIRFENR2y A 2B 2 THRBIC
Ro BRI A= T/ T T RO
= ol I D)

Graded DEERPHBE LIZHE X3 RNV AT [T T ROBEEEFIET S,

X7 u—VEEHERE L5 E

6.54 Hifl: EAXESEEOFEBEEDORS 2T TS BEIZCTCAE Grade3D Hifl Z RO - HA I
RNV XTS5 EROEBELPIET D, FOMOBEIZCTCAE Grade3D H i % 78 7- %

Pas
o

6. 541
6. 542
6. 543
6. 544

IR OEGET X THETE TNV AT/ 7T e ROKREE2RET 5,

1kim U7z,

NEFa Y LAULREE LTV 5,

BEROY A7 & DH LD R HMIERRER 2,

BHfDY 27 2@E) 5D XD BEHNFH, WEFHRETFHR,

FEROSMEERE SRWEOIZSRB B X TERMIES L7 B3, Grade3D HIMAHR LI BE,
Graded M %30 A BENWCBNW IR =T/ 77 v ROEBEF T IET 5,

6.55 [MLIRSE
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6.551 BANRIMLIESAE
CTCAE Grade3PA b OBIARMARAE (MAEZE, —@MEE MAERIE, OREM/BEZE, REBIR
R OMOBHROBELET) . ~NVAST /T T v RORERIEERICTIED DV ITE
{b. L7-CTCAE Grade2 DENRMARIE 2 BB NI A< T/ 7T RO G 2Pk
T 5%,

6.552 #EARMARLE
CTCAE Grade3d 5\ M BEAE(EM: DCTCAE Graded DERARMASIE 232 54 (it E e siE
BEL) AN X< T /T T e REE 2 RET 5, PUERRETOBREIZBWTIAY
X7 )7 T R EEPIIEEIZPT-INRS 5 WIIPTTR =4 — ¢ & Th b, TEENE
full-dose DHFERERIENSHEMARMB OB A ITITREP K T T 2E TNV AT /T Tk
ROEEREETH, TESHIZfull-dose DHEEBEIFIEN A 2 B2 DHEEITITRD S
BT _THET £ CIRRERET S (S bATNERE2TIET ) ,

6.5521 TAEEBORNICY—77 Vv (HDHWVIMLOFEERZE) REEDH D WVIE~Y ok
EENZEE L OINRAEE 2 BEE2NBI)ICA-TNAH T &,

6.5522 HML®O U A7 OEVREZRDIRIS VWD & (EENRTFE LR ME 2B XAALTHER
Wt d),

6.5623 RERBEPICHMAE X TWiRWnZ &,
6.5524 BRENEELZSITAHILICLDZ AV v bEATAZ L (EEOEITERD NI L),

KRIERITBRE%. 29 A 7 /VEHOREFNCEERIER % £ 5 CTCAE Grade4® e ZEie %
RHE LT BBFSection 6. 5521t o THIGT B, —H, "NV AT /T T EROE
RS LIRE I BEERAEIR & £ 5 CTCAE Grade4 D i@ ZEAe 2 RIE L2 H DT, AN
VR T )T T EROEGEKRIE LIRICERYE LD B L Y3 5L AE %
WD BBAINIA_IN A= T /7T ROBE 2RI+ 5, (08/06/07)

6.56 IMIKEERERY : BEOEEMNEFELELTH8MICH o120 | RICFTILKERR T 2578
DABRBIINI—NR VAT /T T RORE 2 RET & TH D, CTCAE Grade3d DV 34D
R R A 3R BEAITIIPT/PTTO R E Arade WX 2 5 £ THERZ EMT 5, V—T7 7
Y ARFRIEAT B 0 B IR W CPT/INRASTRFIIC R WG S ITITTARIRICA D £ TNV X=
T/ TS ROBELRET D, FRROFEICHAT 5 7o DIZ3@EM &8 2 TIRRINEE LT
BAE-NRNV AT /T T e REEEFIET D,

6.57 BIEEER. MBSl - BEILERK. HDWIiTHEE Y —2 (06/26/06) (10/14/08)
WICRT & 9 BNE S 5 VIS BEITER 2 LB L T AR, IR RIS DV ILERLE
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B (REREELST) 2RDLBEBTIINV AT /T T ROEREERT D,

6.571 N RXwT /)75 RIGHEITIESL - Torade3dh DV MNIADFER ZFRD H5EIZ1ESection

6. 641 (RERIEEDEMRLEE)ICHED, (08/07/06)Section 7.0 ICHEINTWBH L T
T IREA IR A OB & B VIS A b R WEREN OB O A O H ST
R R T /75 ROBEL2HE L., T2RAHEIHERIND E CHRAB Z L ICATOFE
HE1T 5,

6.572 R_RNAVR<T /7T v R ERAEIZCradell B LTI S OF LWERBFA LIS

6. 68

6. 59

6. 60

6. 61

6. 62

B R_NANV X T /T RO EEHIET 5 (1-16-06)

SEORBRCEHBELEE LA VICEEINIHAERLOR T YV a— 2 AW RIBROBE
£ T, BE CFROKTICEET 2) BMEFRIEIC L 2EH#EOGIHEL LTHET L Z
LirEZIIZLW, FOREOBEHICLIIBRGEOEFIRELRZY, LihL, ME7 VT F
=V BEFROEFED LR ULN) D1, 5522 5 (CTCAE Grade2Pd k) BRI HBL
LB, IARTSSF L ORERBES A /N T EICBELTHAICIE S DY THHET
b,

JEEAZE: CTCAE Grade3MEHEMEMNTEH LB AICIIGrade IR T A E TNV AT/ Fk
ROBEE2RET D, mmamm@m%ﬁbt IR E R IET 5, BEAZEORE A E
EORKIZE DD THDATREMENH B 728, Section 8. OIZHEV EREREVIRIBIZIG U THRIRTE
H, RET—F. BEBRERLEICEHFHEEITV, Section 8. 00D VD FEFF DRI RE S
FBAIE T e b anthEE T CRIET S, (08/06/07)

FEEITSEORBRTHE LEE LA VEEENDOHER LR Vo — VB WK
BOBEEMATIIACERECIAEEOGIHES LTHELT S Z LiI3E 2w, LL,
SGOT (AST), SGPT (ALT), 7 /v % U T3 AT 74 —EHDNEE Y ILE L DGraded (5
Fhib) O BOTESITIINZ IV EXFENVMIEREERIVLVTITLZ ERMLETH
Do itqcm@1_%&¢éi1&®%§%%kfaIﬁﬁ@ié (08/06/07)

B, BR. FEHHI3 VI TRICE2REBEOET I TRV, IBR., F#H. THROEHD
DI IS OHBIZSOWTHERMRBENTTHLND,

AWML FVEMIE (RPLS) DIRIR AT A KT A >0 RPLSZRIET 5 JKENFRD b B AT,
F%ﬁﬁ%mrzxbm—w%aﬂﬁﬁwﬁmﬂxxv7%%tt&ﬁﬂi&&&woww
LW AS DN LiAA/X77@&5%¢m?A%T%6

g:wwm@ff2¢u%UWL FRRHY, H ESERICBRIE LGN X TR 5

YA2AV FOBLBEICHOWVWTIEZTORMEERETE S, vwioﬁﬁﬁwmnvzv7
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FEOBEBIC OV I EEFRE LHRRL, AR P —IC L DERBE/RITNIER DRV,
(Date 2006)

6.63 —RICRZ Y EXENL, ANRTFTF o, _RRAVIACT/TITERHDEVIE R XXM
W B IEB S Idose-1imiting toxicity& AR ENRV, ZD L HRBEZ OV TIIRE
HEDOFEY U, PHREAI2EE L L CRIEI L RE& THEET 5 (Section 5. 32321T7R
FRN R T /T RROFREGEDOH A KF7A4 v ELH) , (08/06/07) L2L, ZD X574
REHEBIZL 20O, BEEZRLTHRBIGE &2 LGS ITIILEOTER TIERR
BHRIOBEFPILTRETH D, NV X7 /7T ERIZHT BCICAE GradedZ2\»LADT
LAF—H D WERERISOFERREE L BICIIUEARAN Y X~ T/ 7T e RO EIL T
E95, 237V F XM LTV IR L GREBRIGZ RO I5E1Z1ESection 5. 3228 LT
6.51DHFH A FS5A L IZR-o T FEFFEMINRAD, £, "RV T /7T ERICHT D
WEESPEDN D HEOEEIZET SAppendix VH BRI N,

6.64 Section 6. 6411278 LS DGrade? (A WIENLLE) DIEEHEIE~DRE LY KT I MK
BT L - BROIBROEFIZ DOV Tlidstudy co—chair® 5 HOFEMN L RS BLETH 2,
(08/06/07)

6.641 FRERIGROFFHRER

6.6411 {A[ & A>DCTCAE Grade3DIEME M (BHEAIRERMES - IEHZBR<) 8308 E bR
BRIGRIZCE W B L L E 2 DN DA ITITERDCTCAE Gradel A FIZEIRT 5 £ T
RERTEE B RE T B & Th 5D, CICAE Grade3DFMEA B 2B X TR T D58
BROBRZICER T 2HA I EHER ICHRO LRBRIERE R T5Z L 2%
&35, (08/06/07)

6.6412 i & M DCTCAE GradedDFEM ik (FEREERIES « IEHZFR<) BER LGS
WA EE RO FRBRIEERE2TIET A 2 L 2 EET 5, (08/06/07)

6.65 IBEADERLABNIER: HESNO (BEFETO) BERRAFBIBERIRIROETOD
72 LB R AT /T TR EE L BET RO H DA EFERLUNOE K TIThh
TR AT, 28 2B A THEE L, fhdSection 6.5 and 6. 6MDRMFIZY TITE bRith
ITEBET %, (06/26/06) TRFEDIERNIIR D L 5 /N FIROBEITITLEL LRV, a) Bt
SRR b) POERRY T —T NV, BRI T —T N, REARAT  bO#FH AR E, c)Section 8.3
123 % &9 IRRIREIT A e WA OK, BAKITREIC XD ER OB Z BRY & L 28ll, I -
Section 8. 328 % X 9 IRIFIROEIT 2RO ZANCHEBRATITON L ERFHR (ATILHOR
. interval 3 AV MJsecondary debulking surgery o H v Ky 7 /e ¥) XEKRS
o ko VEREHZBREND, (08/06/07) (10/14/08)
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6.7 7x—X AIBITIBRMIAMEROTA RT3 A4 7 a b a)/VCHE SRR O®R S %2
ik, R OH#EITEED R VEE (08/06/07)
= OB AR Cliprogression-free survival, overall survival&\Wo7efx s RRA -+ D
FRATIZE Y T B IBREECHRE > TIT D (intent-to-treat®D[FRl) , KEMEDRMIN LT T
ORECHRMEITENIC M L, BEOEENEE LEHECIIEENEOEE, hib2EET 5,
HiE, o haER, KR, ZOMOFERETEEEPIE LIOEFIZBR ZLITL 54T AD%K
A 5BET B T DIz intent—to-treat DA e TR A LB TH H, ZOFEHIED &, T
DXL, EOIThN - BERTONBIC 2D, 7o haVilEo iRREZT oM E H 0
DL, TRTOBEORY WV BIITICHET D,
LT, Section 8. 0iZ LT & ) REEHOMKERD T, 6 YA INDINVRTTF /7%
BERET LTWRWRRE CRAEFROZHIC T 1 b aikEEZF Ik (Section 6. 0DFEHEITHE
5TC) LE#BLTIFFHA, #2xF 0 HHVRETOa sy Ex—Ta v ERE6 YA I NVRETD
& D L EOERETRFRIZE » TR OB S E2HT 2 EREHOLND, ZOX I RIRRT
TORGEDOEFE, RARE, KT OER L LoV CORBIZREEHIRY, T X5 2R5
KBWTHIERICET 55 —# 13D2R formk AWV TEMSTRETH D,

7.0 FAEHEB

7.1 B2 LA (1-16-06) (06/26/06)
DT OB L REZT., @O ARICTET 5, RO OLEREIZEL T,
T2ICHESIN TV,

| Bt LR O,
) AR ks % | o RTIRRED
PRI | ooy | 7T 7R st
TR DIGH: R
i R DB O :
(7 x=—XN) N
(7 =—XB)
g | 147 1Y A 70 | 28EIE3 ¥y A&, 3
T \ B4 FHiz 3y A
BELRE U omB | a2 | Ak N Ko | #fite » A, ©
TA( B . il N )
JVHI YRR T D%Y 1 5
BRI 1 19, 20 19, 20 X
e 1 2 19 19 X
BERERFE 3 X X X
B /5yE/
pyet 3 X 4 4 5
RERI VT F=
kb (UPCR) 3 6 ! ! 18
s vryF="r 3 4 4 8
¥ Y L ¥y SGOT, ALP 3 X X 8
Ca/P04/Mg 3 8 8 8
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MIELEIRER RO ;
AR HHEE)
PT/INR, PTT 3 9 9 8
WAL 10
OFER (EKG) 1
EIEE20 1, 11 12, 20 12, 20 12
¥ X-Ray 1, 13
1.7E CA-125 1, 14 15, 20 15, 20 X
QOL Survey X, 16 16 16 16
EIAIRERR X 17

1. 7u b Uik RERLAD 28 BLIND b O,

2. RNV R T /T 5 RFIEDOHEY A 7 VOM EFIIERTRVWRY 7o hargRo 2 44 7 VR,
(06/26/06) AKX TH I 1 EfELZRET 5.

3. 7 m b VIEEBRLAD 14 BEAND H O,

4, v b aVERIC L BRYA 7 VEED 4 BRIBIAD b D,

5. BIENRAKME, HEIET 5 E THEA,

6. FRE F1 UPCR (BEMHIZ Section 3. 33 B2IRIC X D HIE, BEVBARIMEICBMATETH H72DITITUPCR < 1.0
DAEL,

7. NN AT )T R EZITTOBBREIL ANV AT/ T EROIRIBEOREEORORERS L
7 F = (UPC) b D 1= O R4 HTIC X 0 B2,

RN X7 )77 & R

UPC Hi< 3.5 KRB FE TNV AT /T T2 REH, BEBERRDTD 2

y BEBATEH L R BN, _"NV AT /7T eRdIE,

Graded b L < 1Xk 7 o — VR | "NV X< 7 /77 ®ARHIL,

¥

8. BERMIC G L 12 5556

9. TR B B VIEIBEIIC Y — 7 7 U VI X A HUEERIEE T TV S BE T PT INR A IBRORNICE
2 FRPHY—77Y T PT INR > 1.5, BEOU—7 7 J U BREIN TV HHEITIT PT INR MR
FIREEE DL &, BRITEY, (10/14/08)

10, BEABEOBEN H 5 BE X, BRMICEEPONITHREZRVIRT I L,

11075 L bIEH & FREETHEO CT, MR i, WERBREREOIN Y 27+ 578 & L T7 e b
aMEEEBIMGT 5 % TO 4 BUPICHETT,

12. IREOEHERIRIBBIE, Section 8.3 DEYEIL L ZHREOHTA T IUI, #IHID CT. MRI THIE FIRER
BOFECED LT, MHOEFITEERCES VT 4 TRLY 4= FEBbEGREZ. UTDR
Y a— TV IRT, (08/06/07)

a) 7 x—XAD3YA TN E S AT VE DD
)T 2—RAD6HAINERNRY 2T /TTER, THA 7 I/VEORD

UPC ratio < 3.5

UPC ratio 2 3.5

) 72— ABIERIIRDOLEY 10 A Z A1 HA ZARED, 143 A 70156 FA 7V, 18 A 71 (19
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