% 404 EBREELZ B S OFLek O

H W 2019412 A 16 H (H) 13 EF 15 43~13 FF 40 4y

% o THERFPEFHBMERRE I —%E2

H i & R (ZER) A o RIZEZER) {EM
FAR fHsE 85K FER Ml M—RF ME 2 %H EH

RIEE I B KRE M2 B BT kHE IR

sofe g MR KRB KEE
x A thi—

[1] %5403 MEESHEFR () ZOoVWTH#HLIVKR ST,

[2] BENTRAELLEERAEERIIOVT FEFH)

1) YFE TOBRBMKGE D 2 Y PEI SOV TR ST, A it e« KRS

TBBRERIEA P IRE BE 2dR & LTeT 2 /b b~ 7 OB MAHRER
A 7 A b7 B AmaAath

2) P COWEBMEOZ U HEIC O W TEHE I, MR AR

BRI HEAT M B kP 5 —RIBIRICB T AT 2 v~ 7 L L A Y A=
7 OFE MLV IEE MR st L FFER  (HIMALAYA)

K 7 A N TR A

3) MBE TOIRBMRE D Z U PEIC OV TR#E STz, Tt R KR
BB 4 BIBRARBERTFAI RS A& %t 52 & L7~ BGB-A317 D MFHER
KR E N7 4 H—F 2 g FARRREH

4) YT ORBAED LM OV TR S, Fanh g KR

TREBRFEL | DS-5565 O HUHKMERIRR BRI BB 2B & L T2 BR IR 4 TR 3R
fEE | B SIS

[3] FHER

1. HFHZTARDOBEERTOVT

1. B8 (E3EH) 1

1) ZHVE TITHE BT D IR R ARBREAE,

7o R . AR

IR W TRl B 2 x5 & L7c Atezolizumab 0% MAHRAER
o | MRS

FERIR BRARZ 25D STRBRFEHE D 2 4 PEIC DWW THR#E S

0. 168 - MERGREBARRER #MEOBEEITONT

1. FehZeERICET 28E (EELAEFSLOREREE) 75 4

EH SN Fe R BRI T o WE (ERRAEFROBEREE) 22T, TREND
TRBR - SR B IR B 2 k5 2 L OFGICHOWTHEHE SN, IBREES . SEEMS A
B (BB OfkReIC 82 L) &Il L 7B oA 12 OXHGS FIESEICE T 2 AN RS Tnbh Z &
FEEE 2T 1RER - BUER SR ERIR B O IZ DWW TTHRF S 4L, T TRV & LTRR SN
77

(01) EELFESES

TRERARE 4 HERRE )N D BE OIS EMPE S KGR BE 2 x4t & L7z Ustekinumab 12 X %
BB AL R OV REHE R IR O R eV R O MEREl 2 B & L7281
A, ZMigxItE, 7T bR B SRR

[SEEES Yoty 7y —~hStt

(02) EELHAERS
TREBRAL A HETTHF AR B (o3 2 —RIBIRICBIT 5T a2\ b~T7 L hL A Y A
7 OFE M EIEA AL IEE MR st L FFER (HIMALAYA)

{KAEA 7 A b TP kSt




(03)

(04)

(05)

(06)

(07)

(08)

(09)

(10)

(11)

(12)

(13)

(14)

HELRAEER
TREREREA, ONO-4538 DRTAMARAS A BE & )t 5 & U =A% A B 1A O 85 TILAH 7R R
{KFEE BRI, T MRS
HELHERS
TREREREA ESIREE 1 b AHEBR
KR E T —H A RS
HELHERS
1RBRERE S Cabozantinib O 2 FBFER
KFEE W E S 2 S o
HERLAEFR
R4 YIBRARBERTAI LS A % 5652 & L 7= BGB-A317 O & MFHZAER
ik N 7B LB —F g FAREA
HELAEESER
TREREREA HESEN S EIEDIEENID 7 0 — U IREBE E R LT D572V~ T OES)
PR OVE2MEFHMlZ B E L2 0/, 7 o2 2k, —EHER, 77 &R
K OSSR, WA TRER Felk, 26k [ 5B
{KFEE Yot 7y —< RSt
HELAESRS, FEHRE. Safety Memo
TREREREA, RIBE D FPTET TS 2 g L Lz, VI 7 x2=7 &
WY R T ROT 7N A7 G i 5 IEER, 724 HMEHEI
TR AR R R
{KFEE Hh AR RS A
HERAEFR
TRBRER A, W EIZZZ LDy 72 FGFR2 $mfE % £ o HEA T/t S I BRI EIBR AN RE
7o R AR BB A kg & L7= INCB054828 DA MM K V&M % 3kl 4 %
FEEW., HEE, ZhasxdkFE. 5 0 AR
{KFEE IQVIA —b o — X Py U EtHt
HERLAEFR
R4 FHEHMIaSE 2 %5 & L7 MK7902 (E7080) & MK-3475 07 AR ZAER
KFEE MSD #R 4k
HELAEESER
TREREREA ST RS B 2t %R & L= 2 b b~ 7 O S MR ER
KFEE T A N TR RS
EELRAEEES, FRAE
TR RFHIRS A BB A6t 52 & L 72 MK-3475 O MIAHZER
{KFEE MSD Bk a4t
HELHERS
R4 FERTREZE O RS PEREAL RS 28 (PSC) 1245 GS-9674 D 3 FAZAER
] XYUT R P Af s IS
ForiE s
R4 18t B BUFFR 7 A /L ARG DIBFIZ BT JNJ-73763989 KO/ XU JNJ-

56136379 Z G {eA O L U A v OFMER N2 ZMETT 55 2b 44,
Sl dilE, “EEMR, FIEIR, 77 LR




(15)

(16)

(17)

(18)

(19)

(20)

21)

(22)

(23)

(24)

(25)

(26)

{KHEE Yoo 7y —~RAStt
HELAEESER
R4 CHRURAEMENTFRE A BF KT 2 VAR AT EIL/ % 2 LDE 3 FHRER
{KFEE XU T R P Az RS
EELRAEESRS, BEadt
R4 P8P E B A B A b8 & L7= AMNI0T 25 I FHRRER
ko ) NT 4 AT —< RSt
HELAEEER
TRERER A4, WIFE DRI E BRI ERE 265 L L7= MLN9708 D% 3 tHiER
{KFEE EWEEE SUINBE 2 SE s on
HELAEESER
TR RIBED LI B BEIE B 2 %15 & L7~ BMS-901618 D [E PN 2 FHEG IR 25
e TURRL 2w —R R7ATHAD
HELAEESER
TREREREA LI BEIERE A k8 L L7- Ixazomib Citrate (MLN9708) D7 3 fHZER
GEES B TS
HELRAERS, HERE
TRBR R4 BZE DOMEMEEE M BETE A MR RE 2R & LTZARAF =7 0% 2 kb
GES 7 7 A P4t
HERAGERSG
TRBRER A4 RIBRDOONEAMERMIA B M) v N EEREEZTRE LR TY A~ T
N RF L R-CHP FHEE DG INER Oz 2% R-CHOP {f L & bl
% 5 AR AR BR
{RAEE AN D S v
HELAERER
BRI A R PR i P R i ER A A 68 & L7~ RTA402 (Bardoxolone methyl) O MAREER
KFEE e ING - Savear oy
HERAGERSG
TRBR AR 4 RERIREME 2 AT 58 ) T~ h—TFT 2ABEL R LE LU ATHF X~
7 DR
IS Yo7y —< RSt
HELAERER
TREREREA, BAE Y w~FBE L x4 L L= Filgotinib O E#ifkks % 535
KFEE XU T R P gy RS
R
TRERFRRE A TEEME L — T A REBEZ XL L LT- Voclosporin @& MAHER
J— T AR BE G & LTz voclosporin O AHFER (HkkeaAbR)
T ES DRI S =T
HELAEER
TREREREA, NN9535 DR EEE FRIC I3 1T 5 Zh 5 K OV 2
KFEE IR IIVTF 4 AT T —< RSt




27

(28)

(29)

(30)

(31)

(32)

(33)

(34)

(35)

(36)

(37)

(38)

(39)

HEHERS
TREREREA T PR M P RS BB & %t 52 & L7~ RTA402 (Bardoxolone methyl) %5 MIAHEER
{KHEE IR R ING i S o
HERLAEFR
TREREREA P i A ZEAR PR v IS 2 %5 & L72 NS-304 (E L3 OFIMFER
KR E H AT SR Ut
HERLAEFR
TEERFRRE 4, CTD-PAH BEZ 2%t L L=/ RV a v A F L FEMERER
KFEE a— 7 A s Dy SRS
HELAERS, FRE
TREREREA PP FERR M I S L SE & i B & LTz~ VT v v O F A RAER
KR E TITFVFy Tyr—~<a—TF 4 ANVK Dy oAt
HERLAEFR
R4 MD-711PAH 25 IT / I AH &R
KFEE Fr SRS
HELRAERER
R4 fiEmEERE LR E L VL R Y u o A F LS NTHRER
KR E =Ty R U NSRS
HELAERS, EEws
TE R AILEE £, HIV-1 J&YBE 2 x4 L L= GSK3516864( KL T 7S ENA+T I T VV) D
I AH SR
{KHEE AT B AR PPD
HELHERS
TREREREA AK1820 D55 IFHFER
{KFEE AR 7 7 —~ RSt
HERAEFR, FRAE
R4 MK-3009 &5 IT FHEER
KFEE MSD Bk &4k
HELAERS, Ry
R4 FE/ N RS BB A b 4 & L 7= BMS-936558 O i T FH R
e TIVARL <A Y —X AT A TSt
HELHERS
R4 1 b FE/5 MIARRER
ik AARA—TF4 1) U —pk&th
HELHERS
JRER SRR 4, JE/ N T 2 %f 22 & 7= BMS-936558 (=R /<) /BMS-734016 (£ E° U A
~7) OFEMFHRER
aE TURRL e wA¥—R R7 AT
HELRAEESER
| BB | Brigatinib O 2 FHRBR




(S

TR R A TR

(40) EELAFHR

(41)

(42)

(43)

(44)

(45)

(46)

(47)

(48)

(49)

(50)

(51)

R4 ONO-4538 FE V-_E Rz I/ ISR I A A kb9 5 55 TLAHFABR
KFEE /NEPER A T MRS
HELHERS, FRE
TREREREA FE/ NS 26t 52 & L 7= MK-3475 5 MIAHZBR
{KEEE MSD ka4t
HERAEFR
TREREREA ONO-4538 5 TN AHEAER
BEN AL OEIE BT EE TN AR 5 ek R EEE AL — 5 kbR
KR E INEPER I, T MRS
HELAERS, EERE
TRERER A4 BENAVBEEFELENSL L-=RL~w T LA Y A~ 7 OFENFERER
{KFEE /BRI, T MRS
HELHERS
TREREREA BN ABRE T S ON0-4538 (=R~ 7) JHEKIGE
S INEPER O, T MRS
HELHERS
BB 4 BIRRASRE X Xm0 A s AR 2 k52 & L 7= INCB054828 o # I FH R BR
KR E AP A R - RN F P AT X Dy A REH
HELAEER
R4 FE/ ISR EE 2 et 52 & U 7= MEDI4736 %5 MIAHEER
KFEE 7 ) =~_— 2t
EELAEERS, BEadt
TR SR 4, JE/ N TS R A )b & L 7= CH5424802 (—ix 4 : 7 v 7 F=7) OHEIH
IS rh AR RS A
HELAEER
R4 HEZEM CRPC 2 A AL FIRIERIBEEE 21T D abiraterone/ 7' L K=
Vi A BAYS88-8223 DS NIAE 7T & 7R kit R bl ik B
KR E A VIR RS
HELHERS
TRBRFREA, HRR M TR LB R RN IR BB A 5 & L7 0DM-201 D7 7 &R % IR
AR SR
{KHEE A )V RS
EELRAEES, FRAE
RERFR A T Z X RRLEIR TR AR BR
KFEE T AT T AR A S
HERLAEFR, HEARSE
TREREREA RIGHIRINL AR ERIFRIT O CTH D U A 7 Iy OfR M XL R P T AR
JERE B RIG L LT- apalutamide D7 Z Ak, “EHER, 77 BRAREE
3 FHERER




AR

| Yotr 77—~k

(52) EELRAEHES

(53)

(54)

(55)

(56)

(57)

(58)

(59)

(60)

(61)

(62)

(63)

(64)

BB 4 IS e BE e B 2 %15 & U7- Faricimab O MIAHEER
{KFEE th AR R 1
i
TREREREA SJP-0133 FIMARRER (WIS EBEZSME 25605 & U 7= [RS8 ER)
KFEE T R A1t
HERAGERG
TRERFRRE A B AR T BE L RG L L- MT-5199 O 1T /MTAERER
KR E H) = Ze R At
HERLAEFR
R4 A IGERE x4 &b LT~ BI425809 DA NN Ntk 2 31+ A & 11
TR BR
ko AANR—Y v — A A DRSS
HELAEEER
TRERFRE A ONO-4538 5 11 FH7ER
JREERE A k5 & L7- ONO-4538 (=R~ 7) OFENFERER
{KHEE INEPER N, T MRS
HERAGERSG
TRERAR 4 JRAEEZ %G & L7- ONO-4538 (=AR/L~7) OEMFERERO
KFEE /NEPIER A T ¥ S
HERAGERG
R4 s MO R At 4 & L7~ Eculizumab O % MAHAES: 3Bk
KFEE TVLY AT —< B RAH
HERAGERG
TRBRFREA FT7 7Y b~ T DOEFMEMAVIERE & it g & U iR T AERER
e J VT 4 AT 7 — RS
HERAGERSG
TREREREA SZIRMRVIEBRE xS L LA 7 7Y b~ 7 O MR
KFEE S NIVT g AT 7 —< RSt
HERLAEFR
TREREREA, HEVRYE 4 By R B AR B E /NIRRT At S & L B AR
1RHEE TVLY AT —<BREH
HERAGERG
TREREREA IEENA O/ NEIBIEE KGR BTS2 )8 & L2 MD-0901 D% I/ MIAHFER
BRI O/ NRIBENE RGBS 2 k5 & L 72 MD-0901 O FE 11 / IAH B
SR F R A
HELRAGERG
TREREREA UIBRARE 22 AT AFMI I B 2 kg & L7= CYT001 O T A G AR FER
EILEARD | I bas R
RS




(65)

(66)

(67)

(68)

(69)

(70)

(71)

(72)

(73)

(74)

TRBRGRE 4 M8 o 3FERE T MY o 7%BE  (AITL) K OV O DI M~ /L S —T Hilfa
U 2 RMEIZRTT D XV T =7 D ik i 1A 2 Rl 8RR
EATERR | fig N
HERAEFES
TRERAR A4 TBPER B R R, v E T B A N DORFBIEWE R T & O HERES T #iH]
HRERTT HEELAL, —EER., 77 BRI, Zhaix3tE, HER0E
B (PRl 38R0
EALER | B E
HERAEFES
TRBRER A TV F U S A WVIE AR OF I HEEL (FMF) Zxf5% & L7 v U X
~ T DT TR T X A EH G R TRER] iR
ETEM | 7L X— - BEUENE
HERATEFES
TRBRER A IV F U S A WVIE AR OF B HEEL (FMF) Zxf% & L7c kv U X
~ 7 Oiffkfgi s G- 5R
FTEM | 7L eX— - BEUENE
HERATEFES
1RBRER A JESS AR 2 %1% & L7= Nivolumab (ONO-4538) 75 I FHAER
EATEAT | TEENE
HERATEFES
TR EGFR 1B AR 128 BG4 FE R 1 b B2 3k /N At 123 5 . wllEb ik & LT
DEFVANF =T+ TN~ T e F U ANTF =T DT o F 2 E T FHRER
EATEAT | FEENE
HERATEFES
1BBRER A HER2 BAR T OHIEAZ RO H I THEEE N ABEZXN G E LT N T AY X<
T+ oLy X T L O SRR
ELEAT | Bl - IR
PubMed MiZRFE R, A L 2 B a—7 4+ —LFEMK, IBBRELEMERE
TR -E 4 fetE (kM) U U NREERE 2RISR E L 166 ® Y v VEERIC L D
U Vo \RIEZIT « TRIE DA M R OV M % R 9 2 e 4 — 7 3R
EALERD | AR - ERIVE
HERATEFES
TRERARE 4 % SRR FERRIE 2% D MSA-01 DA NN OV & atd 5 Stk Ik F 7
7 & ARk IR U B AR R
EALERD | AR R
BERATEFES
TRERAR A4 s a7 ) 67T A 4 (1g64) H CHURRM: D EEGIEIEME S ENER
BEMEZ s (CIDP) HEFIZHT 5 U Yo ~7 GEEHELZ) OF%)
P R OVEE 2 A fas 3 2 PR ER B R SBR
EALERD | RN
HERAEFES
TRERARE 4 FENBEREAEE - TEEREICHT A Redv 27y b A MR

HIEER

v 2 DO FHIEZPPER AR L O B RS HERER
s NPk




(75) BEE7HEHRES, PSR

IRBRERE A

HIEER

feEtE (ZakPE) U o REEE xS & LTz 106 #0k U VISR
U 2 SRMERZ W« TR OF RIS OV e 2 RT3 5 B A — 77 L kR
BBk - ERSF

£

2. IBBRICEET DEF HEE

1) 1RBRIFEMEFT M ES DL R 28 ff

R TR

(01) 175k 5 fw 51 e 51k
BRI A LIV EBEIE R At 42 & L7- BMS-901608 D& 3 FHER Kk ER
KFEE TYARL e v Y —X R7 A THAEH
(02) TRBREAE L
TRERER A4 BSIREE 1 b AHEER
S T — A RS
(03) VRBRFRAY 2 E
TRERFE A SR R E 2kt b LT 2 b0~ 7 OF AR B
KR E T A TR RS
(04) TRBREAZ L
R4 NN9535 DIREFFLIZ BT 5 208 K O ek
e IR INNTF 4 AT 77 —< RS
(05) TRBRShEFTMEE, RBREAEECE REREMEE RS, B SCE, RERIAMEE R, IR
éj:\
TRERFRRE A &M FER M A I FIE 2 %R L Ui~ T % O F TR
e TIOTFVFY Tyr—~<a—TF 4 ANK xRSt
(06) 175k 5 fw 51 e B
TRERFRRE A MD-711PAH %5 IT / I AH #XBR
R fE Fr SRR S
07) Z7Vv7F=27 V7T AFHEEWRF O NFET — X 2B LT
TR A HIV-1 J&eBE % x4 & L7 GSK3515864( KT 7 I EN+T I 7TV 0) D
I AH R BR
A RS 4EHT B AR PPD
(08) [FIEFAASCE:, 1RBRSEhEaTmEE, R SEMEaTE E Amendment
R4 ONO-4538 FE V- _b Rz FE/INHIRa i A A kb9 5 55 TLAHFABR
{KHEE /NP R L T SRR A
(09) [RIEFAASCE:, TRBREMEEE . TRBR S 5 i
BB 4 FE/ NS 2 ef 42 & LU 7= MK-3475 O TIAHZBR
iR MSD ka4t
(10) {RBRSEhEaTmEE, A5 SEMEATE#E (Amendment)
TRERFRRE A ONO-4538 Z I FH 7B
BB AT RS D Sk S IR AR A L IE B el
SES /N R I%Hﬁ/\fﬁ:
(11) RBRSEhEaTmE, RS SCE
BB 4 'ﬁLﬂﬂ$% \Z%F9 5 ONO-4538 (=R~ 7) YEKIGHR
KFEE /NEPIER A T MRS




(12)

(13)

(14)

(15)

(16)

(17)

(18)

(19)

(20)

1)

(22)

(23)

(24)

BERE TR O BREV Gl fERR)
TREREREA BIBRASEE TR o0 R A e BB 2 kf 5 & L 7= INCB054828 D 5 I AH AR
KR E AP A R RN F P AT X Dy A REH
TR T
TR 4 FE/ N s B A kP52 & L7 CHB424802 (— %4 : 7 L7 F=7) O
bR
KR E Hh AR RS A
TR T
TRBR AR 4 WAL o h-223 OREMET 0T 7 A NVEHLNIT S0 OEIVHEED
7 Fu—7 v TR
KR E A VR TR AL
BB SRR A 2 —
TREREREA, DS-5565 O HFRX AR e = PR RS & kG & U 7 R 5F TIAH R
KFEE o ek att
Al BB S
R4 IR AP R E 2 %5 & U7 Faricimab O NIAHFRER
KR E Hh AR RS A
EEORAFHIF IR
BB A & NMO BB 2 %142 & U7~ Eculizumab @55 MAEAkR: 2 5R
KR E TLrvAy T7r—<aRett
TR T
TREREREA LIRMRVIEBRE xS L LA 7 7Y b~ 7 O MR
KFEE D IN)VT 4 AT 7 — R
TRBR S hE T, FIER I SCE, RIEME
TRERER A4 EEVEFHINE T2 A4 2 BIEMEIERE 255 L Uiz ARGX-113 DOfikki&
B3 FERER
KA PAFXA A« ~JLR - 7Y =T VRS
TR R 5 fie e
TRERER A4 WA M4 By R E T /N R A G & LT B AR BR
S TG Ty —~AESHt
WEEBMH, T—FX XA NI T

TREREREA UIBRARE 22 AT ATM I B 2 kg & L7= CYT001 O T A G AR iR
EILEARD | I bas R
1BER D IRIC B9 % FlEE
TREREREA A IFERME T Mila Y > NE (AITL) ROV O OFERME~LI—T Hild
U N EISKkT A X F =7 D% hiiak e 1 FRE Bl 3-8 155k
ERER | MR
TRBR S E (55 1.8 hR) . 1Bt ERIHL 1, 1RO E BB 3 5 TlEE
TRERFRRE A JEAE B 2 %5 & L7- Nivolumab (ONO-4538) 7 I fHZABR
ELEAD | FEENE
TR R S fi 5 B 1




(25)

(26)

@7)

(28)

2)

TRBR AR 4 FE/ KRt SO bR T - O EGFR 8 RGBT 5 AT F o+
v LIILVE UOFEEE R E LA 7 4 F =7 Ottt B E 0
Z DAV S AR AR (2 fit % 2[R 122 Bl 3875 B
EAEER | MR s R
EEAEHEE, BRI EE (56 2. 1 kR
TRBR R4 BERME (TRME) VU RBEBRE LR E L2 ICCH#E Y v B ERIC L D
U L RTREZIT « TR OA B K OV 4t % 5Tl 9 % BARE A — 7 ik
EAEERM | R - ERIVE
TRER SR EE (5 2.0 ki)
TRER AR RE 4 FE NIEEAEIEE « FEAEBIOET A FexsFaf2ror b A bk
VR v DR FIEZE IR AR S O &R B
EEER | AR
WERE OBEEFIE (RE%) I+ 588
TRBRAR B4, IDCT-001 EEEEHS 1 / T AHGRBR K Ok Bl 5255
e MAstH D 77—~
Rl B A S
BRI e B BUFFR o A L ARG DIBEIZ BT JNJ-73763989 K O/ X JNJ-
56136379 &K FIFH L U A L OBFIMER NEEMEEBTT 55 2b 4,
Ltk 3LE, “EERK, FEXE, T ¥ LR
e Yo7y —<RStt
THEER O E

SHEROEFIZOWTHEE STEAR I,

(01) 54, HIBR
R4 BIBRARBERTAI RS A & 56052 & L 7= BGB-A317 O & MFAZRER
ko N7 LB —F g F RS
(02) WRAAZT, HIBR
BB 4 LI BEIERE A k8 L L7- Ixazomib Citrate (MLN9708) D7 3 fHZER
{KFEE N E S Y S o
(03) 84
TRERFRRE A SEA-A08AO1 (ZBF 4 % R PR M RE SR
{KHEE B AT 4 WIS
(04) WkAAZH, 54
B A G ME BB 2 k5 & U7 K-877 D 4 FH#ER
{KFEE TV AI) i S
(05) HIB®
TRBREREA F7 7Y A~ T DERMRAIERE & g & U= B T ARG BR
e VT 4 AT <Rt
(06) KB
TREREREA, LIMREAVIERE xS L LA 7 7 YV A~ 7 OE MR
KFEE S rNIVT g AT 7 —< RSt
(07) WA, HIbR, 54
TREREREA L RARFEMIE N R D MSA-01 DF M R OWLEMEZ2 et 5 Zhiax i E 7
7 ARt T AR

10




[ STER | R

3. E=F Y U TREEIZONT 51
BHENTEE=2 ) V7 EEIOWTER SN, IRROMEES AR SN,
1)

IRBREREA GIBRAE AR MEATAT IR A8 2 f 52 & L 72 CYT001 D ZE T FH BRI AR
EEEENT | LS
2)
TRBaR A SV F BB BRI O M YR (FVF) 255 e L o U R
YT DT FERRIET > F DT EERAATRER LR
3)
IaBRaREA JRRE AW & k5 & L72 Nivolumab (ONO-4538) 35 I FH SR
HAEERT | A
4)
RIS | BRE (R U NEEEEENEL L G B L VEERIT LD
2 SYRIERST - IR ORI R O & 3T 5 B4 — 7 L R
FUEEERG | AR - AR
5)
mBRREA av 8y vafx—bha—R%&RAM L Lz Crow-Fukase (POEMS) JEEREEH I
%t~ % FPF300 Dffkfsi i 5-35R
PTG | bR e
4. BEAEREEIIONT 11F

e SN EEREEIC OV THF®R SRR Sz,

TBBRERIEA W n TV 6 YT T A A(1g6d) A CHURBGME O BB IR PSR NE i HE
PEZFEMREJ% (CIDP) BE TR 2 U Y ¥ <7 (Bin il ) OB MR
LA A AT D PRER IR IR RUR

HAEERD | At R

[4]BEEHE

1. JRBREMGRZEELETREEIZOVWTHERH -,

DMC letter (201949 H5 H) : T—XE=X U VIV EESOREREE

TRERAR-E 4 BN A 6052 & L7- ONO-4538 (=KL~ 7) OBIMIHRRO
(KAEA NP L T3ERR St

2. EBREMEEEEE EREZEORIICOVWTIE R H -T2,

1) 55401 [MIRERRE ES TIEIED KRS L 72 5 7= Shared Investigator Platform(SIP) & A
IZBAL T
Shared Investigator Platform(SIP) Of# fIZREEd 5 &kt

2) & A03 EVEBEEZE ST EIED FTER] Lo -RIEHIISCEDEE
TRERFRE A EGPA BB A xS & LTy T U X~ 7 O IR N2 2 35101 5 35k
KiEE | 7 A b TR RS

3) #5403 EVEBEFEAZE S T HEIED L TKR] Lo -REHRISCEDEE

TR EA 7" Z FFRANOF LS R O RIEC K DIRIRIE D & D i IR/ N
JiigE B 2 RIC R AT r ) Xv T L LU NF =T ORI & B &
L3 5 R

ffEE | MSD R4t

3. JERLEN
1) HUEFAIC KV AR SN Z &R HRE Sz,
[hBREs [ IR 2 xR & L7z BUS-936558 (=KL~ ~7) /BMS-734016 (1 E U 4 |
11




~7) OFMFHFER
S5k TUARL e vA¥—RX 27 A THRRESHE

2) WHFEICL VARSI EBHE SN,
1RBRERE A DS-5565 0D HAX PR fE T TR R A G & L7 B IR 5 IR AR
A g =Rt

3) HHEBEERICL VAR INZ ERHRE I N,

TR A4 HER2 BAR T OHIEZ RO H I THEEE N ARBE ZXN R E LT N T AY X<
T+ X TR RFE O S T AHRER

ELER | Bl - HIBAVE

4) HFEICL VARSI Z LAEE S

TBBRERIEA fedErE (CkPE) U o NREEE 2R L LT 106 #0L Y N EERIC L D
U 2 TEHERZWT - IR IR O A ZWE K OV ek 2 5 Ti3 2 A — 77 iR
HALEERT | TRk - ERSE

4. FREFIZOWTHERD -T2,

1) 1G4 () AElEER JOsgha, 2y o, miRlMRaEE

TR 4 PIGRIRINZ R BRI OB TH 5 @ U 2 7 xS BRRME TR AT EA T RTSZIR
FEBE Zxtge L L7c apalutamide 7 ¥ MMb, “EHEKR, 77 BARRRE
3 FHRABR

R Yoty 7y —~< St

2) tedtmihoimn
TEER AR 4, IDCT-001 FEERES I / 11 #HFRER M Ok 225 Bk
{KHEE MAstH D 77—~

5. 587 - THEEORHIZOWTHERH T,
R4 HELTRTHIAR DS AR 2 56052 & L 7= ONO-4538 O & ITFAFRER
IS /B, T MRS

6. % 402 [FIRBREAZES (2019 45 10 H 21 ABME) OIBBREAR F@mECHOWVT, HEE X
El:ﬁﬂé@(’*%ﬁiﬁﬁt% CEEMfE R SN2 2 L ST,

1RBRAREA arRyvad—ha—2%H B L L7z Crow-Fukase (POEMS) JEfEREHEE IC
%I % FPF300 Dffkfse 5 5-3k 5k

EAEEERT | At

¥, LLEEE 404 El?é%ﬁ%ﬁééi%@%;& ZRWT, 55 GRER) BLERMOFTET 5 Y %2R
DOFEFZ B I L ORISR OIRREIZH 2FEZ BT, Mizipik GAR) OFEs LOBRIZIESmL
TUNpL Y,

12



	［１］第403回委員会議事録（案）について諮られ承認された。
	［２］院内で発生した重篤な有害事象について〔審議事項〕
	［３］審議事項
	Ⅰ．新規受け入れの適否について
	１．治験（医薬品）　　１件

	Ⅱ．治験・製造販売後臨床試験  継続の適否について
	１.新たな安全性情報に関する報告（重篤な有害事象の発生報告等）　　　　75件
	２.治験に関する変更申請書
	１）治験実施計画書等の変更　28件　　審議結果：すべて承認
	２）分担医師の変更

	３．モニタリング報告書について　　　　５件
	４.監査報告書について　　　　１件

	［４]報告事項
	１．治験実施計画書等変更報告書について報告があった。
	２．治験実施計画書等修正報告書の提出について報告があった。
	３．症例追加
	４．契約変更について報告があった。
	５．完了・終了報告書の提出について報告があった。
	６．第402回治験審査委員会（2019年10月21日開催）の治験審査結果通知書について、病院長より責任医師及び治験薬提供者に詳細指示されたことが報告された。


