2022 412 H 14 H

aram VI ER 51 = /2=
5 181 [FITRE %?Eéﬁxnﬁi?}ﬁﬁg
H B SfM4412H 148 (K) 15800 43~15 B 30 45
¥ BT BERS/NEERECX— 6 6-2,6-3 DiEE
HEE (114)
ZER PR (ERD) AR IERs
EIES=§3 B (=) FE 4T
Z B PR (ERD) SRR
%= B B (=) AL
% B HiEH & FHEOET
7% B FAE R & R IR sEh,
% B A R AR A Ak
% B FHERE T8 1E5L
%= B DEHEY A AW+
SN ZEE HRVE R Hd% BE e
LR RS TIRE MER HET
KRigE (14)
%= B B (=) JERAK R
1 EHEH

L EBEERAEFERIIOVT 2H)

(1)

EWHEE | 1520214

IRBRERES | BNHES TERASHEOEKIEIC L 2R T e T4 ¢ RZIEDHAR
NBEZ%5 L LIz TAK-662 O 1/2 FHikER

IRBREEE | BCH3ES T (B

EALERT | B AT
[EELAESFS]

B ok B - SAE i3
PLEIZOWT, Bl & X IRBRZ IS 5 FOZ YISOV Tk L7z,

Tt KGR

(2)

EEE S | 15 2019-12

TRBRAREA | R U RS QRBRENEEEN) OEIEIC X 5B MR IR ESE 2 %f
% b 7= RTA402 (Bardoxolone methyl) Ofkfkralin

IRBRIKEE | W U o (BR)

ELER | K A —RR
[EELAESFS]

kI « SAE S5 it 3
PLEIZOWT, Bl & HXIRBRZ2 I 5 FOZ LI O N THF®E LT,

TR | AR

1/7




2. 16k BR I a8 (17 14)

X) [LEMEEHR] O NRERIRBE CRAE L BEE LA FFS) ([IIERERIHE ., FREE
(BB e Ror i iz . Myt FrEms . M LOEFRSGETORMm b 2 ate,

(1)

EHER S | 15 30-7
Ve R 4 VT 4 AT 7= RS ORIRIC & é%«fﬁ%ﬁ)ﬁa‘?ﬁa‘z% %%
JE L7/ NEBRE 255 & Uiz INC424 0% 1 /11 FHiRER
RRRIKEE | VST 4 A2 Tr—~ ()
EALEAT | BE B4
[ 22 M ]
Ercs S | C UBLIRBRIRCRAE LT EHE A ERHS
LLEIZOWTC, Bl & X IRBRZ2 I 5 F O L PEIC >\ LT,
T | AR
FHE S | 16 2019-5
VR LR VT 4 AT 7= RS ORI & @%M%ﬁﬁiﬁﬁi% %R
JiE L7o/NR G 2 xf 5 & L7z INC424 O Z 1 AHFAER
RBRIKHEE | /ST 4 A 77—~ ()
ELEAD | BE WS4
[ 22 PG ]
ik F c MUFIEBRIRCRA LT EHE A EES
PLEIZOWT, Sl &R {abia T 2 FOZYMEIC OV THEZE LT,
Tt KGR
EEE S | 15 2019-8
BEEREL | 2 VT 4 AT 7 — RS OKIEIC K A CTLO19 O 5 b AHFRER
RERIKHEE | /ST 4 A 77—~ (FR)
EEEA | BE WS4
[ 22 MG ]
ko < MFIEBRIRCRA L - EHE A EES
PLEIZOWT, Sl &R {abia T 2 FOZYMEIC OV THEZE LT,
Tt KGR
EHE S | 15 2019-9
TRERFRREA, | /N HSCT BB 121 5 MK-8228 12 & 5 OMV [k Ky OVERYYIE D B
TRBRIKHEE | MSD ()
EEEA | BE WS4
[ 22 PG ]
ik F c MUFIEBRIRCRA L - EHE A EES
PLEIZOWT, Sl &R {pbia T 2 FOZYMEIC OV THEZE LT,
Tt KGR
EEE S | 15 2019-13
TRBRERES | ATLAS-OLE: AR EH 2 xf4 & L7- fitusiran (ZRBH 3 5 3BR

2/7




IRBRIKEE | Y 7 4 (BF)
ELER | B BT
[z MG ]
ik C UBLIRBRIR TR LT EHE A ERHS
PLEIZOWT, Bl & X IRBRZ IS 5 FOZ YISOV Tl L7z,
B 5 2021-4
- ﬁm%&1¥%ﬁ%ﬁ®wﬁmié%fﬁ7u%4ycmiﬁ®a$
NBEZXSR L LIz TAK-662 O 1/2 FHAER
TR | SRS T3 ()
ELER | B BT
[z MG ]
Erd o | C UBLIRBRIR TR LT EHE A ERHS
LLEIZOWTC, Bl & IRBRZ2 I 5 F O LI OWTHRE LT,
T | AR
EHE iR 2019-2
TEERSRREA, /NRWIRIE D R 7 10— BIEMEREIZ RS 5 IDEC-C2B8 D £ itk 4L[F 5
o ST T BRI T o & 2 ATRER ek B
TRBRKEE | PER EERER
ELEAD | K JE—RR
[%:§Uyﬁ-%ﬁj
ik cE=Z ) T
L Bz, %%m%%%%%%?é$®ﬁér_owfﬁ : L7
Fammn | KR
EEE S | 15 2019-12
VB4, %ﬁ%uy%ﬁ%ﬁ(%%ﬁmﬁﬁk>@W%K;éﬁﬁ%ﬁﬁﬁ%ﬁ
HPRIE i L L7~ RTA402 (Bardoxolone methyl) OffktadlR
IR | R U > (BR)
ELER | K A —RR
[Z2 MR
C UBLIRBRIR TR LT EHE A ERHS
[VEBRICBEI 3 22 H ]
S - PROTOCOL CLARTFICATION NOTTFTICATION
R et s
- B ERRT
c BRINARERICET R E
PLEIZOWT, BlEHEIRBRE T T 2 FOZY IOV THF#H LT,
TR | AR
FHE S | 16 2019-2
VB E&%ﬁ%&ﬁ@»ﬁ%ﬁ%ﬂ%?kamnlﬁéﬁ&@ﬁ@@%ﬂﬁ
5 5 MAHFE B i B ke 550
VEER(KHEE | BioMarin Pharmaceutical Japan (Ef)

3117




EALER | HlL R
[Z2 = MEIE ]
i ok | C UEIRBRIE TR/ L EER A ERS
PLEIZOWT, BlEHXIRBRE T 2 FOZY IOV THF#® LT,
T | AR
EHE S | 15 2020-2
BRI, HRE T R O /N R % 6 & LTBINI DI & A WE % 2
T 55 11 fIFE M E ke 5505
VEER(KHEE | BioMarin Pharmaceutical Japan (Ef)
EALER | HlL R
[Z2 e
B ok B c MUFIEBRIRCRA L - EHE A EES
PLEIZOWT, BlIEHXIRBRE T 2 FOZY IOV THF# LT,
B S G
EEEKS | 16 2019-7
TREREREL | R T ~EEREERE 2 x5 & L 7= ZX008 55 MLAH #AER
IRBRIKHEE | GRBREWNEELN) A 24 A~V A7 U =H )L (KR)
= gaRE ] Fgu T ER
[Z2 = MEIE ]
C UEIRBRIR TR/ L EER A ERS
FnEmE | UEBRICET AL H]
- IR
LLEIZOWT, Bl & HX IR 2 IR 5 FOZ LI O N THFE LT,
TR | AR
EEET | 1520204
VB4, EP%%E# fbEEmﬁﬁ,ﬂﬂ%%@ﬂ%@bﬁﬁ%‘%ﬂ% E LT AT F
X~ T DOEMM, eV R O E e R
WBERKIEE | Yoty T7 7 —~ ()
BLER | AR
[Z2 e
B ok B < MUFIEBRIRCRA L - EHE A EES
LLEIZOWT, Sl & iabiz T 2 FOZLMEIC O W TEE LT,
T | AR
EHE S | 15 2020-5
VAR EP%%E# 5 EAEOIEEI 7 1 —Wﬁ@&ﬁ%ﬁ%ﬂ% E LU AT X
X~ T DOEMM, eV R O E e R
WBERKIEE | Yoty T7 7 —~ ()
BLER | AR
[Z2 e
FrsH I c MUFIEBRIRCRA L - EHE A EES
LLEIZHOWTC, Bl & IRBRZ2 I3 2 FOZ LI W LTz,
Tt KGR

4 /7




(15)

(16)

17)

EHE S | 16 2021-5
VAR ﬁﬁ%&I%%ﬁ%ﬁ@@ﬁﬂ;5ﬁ%ﬁﬁﬁxéﬁﬁﬁ(mmH$
NBEZX5 L LT TAK-771 O 3 fHAER
TRBREE | BCH3ES T (B
EEEM | B R
[ 22 Mg ]
< MUFIEBRIRCRA L - EHE A EES
Ercs S | [VRERIZBI 9 2 285 ]
* Protocol Clarification Letter
PLEIZOWT, Bl EFXIRBRZ2 I 5 FOZ LI OV THF®E LT,
Tt KGR
EHE S | 15 2021-6
VAR KIEREE St o kiEic L 5 /08 2 HUMEPR IR BF kS & LT
TS-071 QL4277 Y 7uay) OFENERER
TRBR RS | RIEREE (BF)
ELERM | S Wik
[ 22 Mg ]
Erd o | < MFIEBRIRCRA L - EHE A EES
PLEIZOWT, Sl &R {pbiad T 2 FOZYMEIC OV THEZE LT,
Tt KGR
BHE S | EiR 2022-1
VB d%%mmﬁﬁﬂﬂ%?é%ﬁ@%ﬁﬁ#év%fﬁﬁyﬁﬁmi5W
HEM2 3 5 7 AmEET NV U A0 [ HRER
IRBRIKEE | PR ERER
EALERT | AR AT
[VEBRICBEI 3 22 H ]
- TRIR SN i
R - TR S fi I B 1
FEER | Ge s
RO FIEE
PLEIZOWT, Bl & X IR Z IS 5 FOZ YISOV Tl LTz,
Tt KGR
EHER S | 120224
A SR yiy&%ﬁéﬁ(%%ﬁﬁ%ﬁk)@%ﬁﬁ;éﬁ&k@x%w%
(SJIA Jz OVAOSD) HFE #xf5 & L 7= anakinra O 55 MIAHRER
IRBRIKHEE | Vv 7 (KR
ELEM | R R
[ 22 Mg ]
ik F c MUFIEBRIR TR L - EHE A EES
PLEIZOWT, Sl &R {abia T 2 FOZYMEIC OV THEZE LT,
Tt KGR

5/ 17




1. FIREERE R T DEESREICDOWVT (2 14)

o)

BHE S | 18 2022-5
RERER S | RS TEKRKSHOKIEIC L 27 7 0 — VEEBE 2 x5 & L
7= TAK-625 D 3 FHERER
TRERICHES | BUEEES T (BR)
ELER | A
. <#HE >
ZeeE .
A mem i m s E S
BHEF S | 1R 2022-6
TRERERAES | B R TER St ORI L& A AT M R 5 - HHE
(PFIC) HBEF A XIS L L7 TAK-625 D% 3 AHRER
TRBRICHESS | B S T2 (BR)
EEER | A E
waan | S

* TR It A I

2. BUEIRFEAGR G DM ICOWT (2 #)

o)

BHE S | 152019-3
TBBRERES | R ~NJEBERERE 255 & L7z 2X008 % I AHFAER
IRRRIKEE | JBRENEEN) A 24 R~ L2 7 U =H L ()
HILEAD B
- <HE>

i I .
I I e

BHE S | 152019-7
TBEBERES | R ~NJEBERERE 255 & L7z 2X008 % I AHFAER
IRRRKEE | JBRENEEN) A 2L R~ 27 U =H L ()
EEEAT | 49 fdE AR

£ A

gk | i

- BAFE ORI B9 5 il

6 /17




3. Rk e G IT oW T (25 1)

DR

TREET| WS woE | N % o7
thg0- | NCIABEEOVID) | 7T 0| IR | gy i )< Q02U LR) [ ONI
B0-10 | gy o o | PR | MO gy i b0 AN QORIELLA L) ISR E NI
%2019-2|  111-30234% thﬁ%%};‘;ml AV | RBOYRERT- ) EV AN (0225 TR)  [HRBRHDE O
thz019-5| NOWUHEGHDY | T K | MICHER | ey h 02N (202201 E) iSRRI
#2019-6| JR-1a1-s0zpem [ IROTT | ERLCRE L amormmen- sk oI R)  [RRiB D EORIR
h2019-7| zxo0s-1s03stm |71V | BER L sy s Ak 022 AT R) iSRS ONIR
12019-8 | CTLo19Cr 2y 7ate| 7V O | IR | sy 0 o2 LI R) BRI EONIR
#2019-9|  wKk-s228ats | wmsp(i | MEOEER ) jamoymmm - m# A 022 H)  [ESREDEORIR
1£2019-12  RTAA0OAERERRER [ HFedo (i) | o FF | vy 0 KA (022 LA TE) BB E ORI
oot arias cossts | o qc | | RSB BRI skl o
HE sk RIS A S T e s H10/R20224F5 H T
= 114120224F10 H SGT
162020-2|  111-2083% thi%f:%m I VAR AL T+ 115 A (20224E 110 1H) VAR H DRI
thn00-4| 777 F T TR Tt T MR T g 0 AR Q022U LR) ISR NI
thn0p0-5| 777 T VLTI MR I gy e 0 AR 022U LR) IR E NI
w2011 | Ane-psostm | 27708 | RERER L ngympenn- Ak 02E0AR) (s o
w2021-2| gR-tn-aonpem [ JROTT | IRLCRE L amormimen- sk 02261 I R) [0 EORIR
162021-4|  TAK-66235 ﬁm%gl% mg%ﬁﬂ TR - 14 )8 D AN (20224E1 1L 1H) R 718 OFIBR
¥42021-5|  TAK-77138 ﬁm%gl% SRR RERSYER- t H# Y AN (20224118 1 R) Va2 OHIBR
#2021-6|  TS-0TIRUR | KERSEWR | FEUTE | sy i #AN 02211 BRI EOHIR
1920217 IAFTnr=7 ik | 7w | MR o AN 0251 A L) [RREDEOHIR
wo022-1]  Mimsatgy | /2707 | MECESR L gy # AN 0224101 LR) [BBREDFOHIR
w0222 =RmyTaE | YIS BB L sy mEaR o0 #Y A 02208110 1R) (BB OB
20223 z-sssptg |07 TOETR | RMERIR g miman- 0802 (0220110 1R) [IBBRE D ORI
O R BRI W AN Q022 ELLALR) (SR H NI
BB A UAR Q02 LT TR) iSRS AE ORI

7117




