(A4 )

I. EARER
L

WFFERAJE RIS

WFZERRJET L &

P el K4

ESID R
GARELT R

PIE iR
WFFEBRAYE SR

g Bk K4

5y HHAFSE
PHIE IR

WFFERHFE S A

e el K4

Sy R
PIE RS

—
=113
B

FEE A E] 16mk0101078h0001
Rk 2945 H9H

Wk 2 8 A EGLAF 5L B % Rk R W E

(AAFE

C

PSR S SRR RN - ST RS2
Research on Regulatory Science of Pharmaceuticals and Medical Devices

BRI BT DRI RICBIT D BIRRHM T A R T A > ORI 4 5 b

(3£ &) Researches to establish a guideline of clinical endpoints in trials of patients

with chronic kidney disease

(AAGE) ENLRKFAENFKRPE S ERE 2d% EYER
(¥ F&) The University of Tokyo Hospital, Professor, Masaomi Nangaku

FRk2 88 H22H ~ FE2943H1H

(AAEE) BRRFHMEEBERE L. ZRICESWETA R T A VRE
(3£ &) Determination of clinical endpoints and establishment of a guideline

(AAGEE) R ERRZM R 2o fals s
EIRKFEFRRENIEE R B il FES
BEERRTEREE 2% WME

(¥ FB) Kawasaki Medical School Hospital, Professor, Naoki Kashihara
Kanazawa University, Professor, Takashi Wada

Saitama Medical University Hospital, Professor, Hirokazu Okada

(AAGE) HARAN=HR— Mg
(¥ 5 Analysis of Japanese cohorts

(HAGR) HOULyRbe ik fhm 58—KR
(& F&) Tokyo Kyosai Hospital, Chief of Department of Nephrology, Eiichiro Kanda

(HARE) MR PER RS (B9~ 5 2 B PR O ey
(# §&) Validity of clinical endpoints in diabetic kidney disease



WFFEBASE Sy (AAGE) ESLEBRERWEE 2 — et 42—k AR SR
NER AR RF B e 2% Ml 13

rlE #&chk K4 : (3% FE) National Center for Global Health and Medicine Research Institute, Director
of Diabetes Research Center, Kohjiro Ueki

Juntendo University, Professor, Hiroyuki Watada



II. EROBE (RBEFERE)

HEOBFRICEBWT, MRy RARA v A ES ZEITEETH D, FEEEDONN— R RARA U B
DRFEZIT— R RN > TEHROWRF VB LE L 220 IR OREILE RER Shbied, &
O BHBRR AT H 7o 0IciE, BMITHEEZ TR 2@ 0= FARA VM EOERED
ERIR B9 RVE DT T EOIERR DS T o D, PR ER . M RIS B gp 72 & 0 B Ik 35 1) 2 18 PEyR
ORI TR L FEROBENRD LN TV TH Y . Zh b OFEIROKBIZE T DT
RABA 2 FOFERIZOWTRCKIZEB W T EA TV D,

AAFFETIE, ZORMAEEE x| BHEBRIC T 21EMREEZ LRI, RN AR — NOT —X Z kT -
FIR L. B (2Biss S 2 KA O KGR A A IS U] 2> Dl IZAT 2 5 K 91872 5 72D DR IEDERIR
FHIAT A R4 OREEZBEL TS,

FIAEFE (A e — BB, A TR, MEHA T3 E R D Y TEIN TV HARACKDEH 2R — b
BIOEEFH AN ar— bOF —X O 2470, FZ eGFR DK TR L OEAR TV 7 2 VRORET
¥ RRA 2 N OBEYINEIZ OV TREI 2T o 72, IS I —RE2 B AR BRI EE 2R — ~ o
AT 2 BN CHETT L, WAT L CRIEEE—RNPLERVIMEHA O L EBICINETORILDI AT T
4 Y7 VB a—E{Tolz, EOREFPHERPIEB B IMERTRED £ 9 MIT- DT, HEARTE AR, i H
WENHLE 2o TR EITo T2, UL EORREZHEEMOBLENLEMT D & & BITIAS BRESED
7o, HIRERAHLE 2> TAREI F—2AE L, BREOXMGFEOMSEZAINT S & & bic, o
WE L CELE-ZII LD LT 2EEMEFREIR MO T 2 L L bIEmmE T 72,

BUE, ZORERETA RTAVREELTLENRL, ZRICEV T F v aT v 7 E2{ToTEY, 5%
TaARrERDDLTEE LTS,

It is important to employ appropriate endpoints in clinical trials for development of novel drugs. Clinical
trials utilizing hard endpoints such as death generally require recruitment of a large number of subjects
and long observation periods. To encourage development of novel drugs in shorter periods, it is essential
to establish appropriate surrogate endpoints that can predict critical aspects of the disease including long-
term prognosis. People are not satisfied with treatment modalities of chronic diseases in the field of
nephrology including chronic kidney disease and diabetic kidney disease, and development of novel drugs
is urgently needed. Establishment of surrogate endpoints in this field is being discussed intensively in
Europe and U.S.A. recently.

In this project, based on these conditions, we plan to utilize and analyze the data of Japanese cohorts
of chronic disease in the field of nephrology and establish a clinical endpoint guideline to encourage
appropriate and rapid investigation and approval of newly developed drugs.

In the first year of the project, Eiichiro Kanda, Kunihiro Matsushita, Tomoko Usui and colleagues
analyzed the data of Japanese CKD cohort and healthy cohort according to the original plan, focusing on
the validity of eGFR decline and proteinuria/albouminuria. Further, Eiichiro Kanda performed additional
analysis of the Japanese diabetic kidney disease cohort. Hirokazu Okada performed systematic review of
previously published manuscripts with Tomoko Usui and colleagues. Kohjiro Ueki, Hirotaka Watada, and
colleague checked whether the results obtained by these analyses are valid in diabetic kidney disease.

Naoki Kashihara and colleagues held a public seminar to contribute to the public society and obtain
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comments from various communities, communicating with the people, inviting leaders in this field from
other countries, and discussing with experts at the Pharmaceuticals and Medical Devices Agency including
Kennichi Mikami.

Currently we are making and blushing up a draft of our guideline. We plan to get public comments on
this draft soon.
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