T—<X4 b

KEEA 7L =27 =27 %R0 v FFRA4 v b o243

7 — =R

FEHEMFARICEWT, BEOT Y FFRA vV MCEIK T v AZHET 512k, H KA
A b EWED D25 2 LB, ZOFEICH L, BRI L BE~DO R T 7 & X

Koo, BTy FHEAL v+ (Surrogate Endpoint) OFIHAE#R S LT X 7=,

GFR Slope (/2B ##). Minimal Residual Disease (i E:M#E ). UPCR (IgA &

#i£). Neurofilament Light chain (Amyotrophic Lateral Sclerosis) 7z &, VT4, K4 &
DM DM EICH S FHHIIIHATE T3

BTV FFEA v P2 EROEESPFECIEHT 2 201t Ml 2L ko BEEs &
Weind, TOMAEHHNIH2bDICT 7201, ZORBFZ Y FRA v b 2R3 aEHEK
T A LEKET B D5 &S BV - BRIRISOIRE B £ 2 72 Bo, BUENRY S 03 1S
TELRWERER T I2LELDH L, bl %, BELE - WEAE - THTITENE
NOBIGTREL Y FRA vV MCHE A I MatRKS—EIca L, FEERN ki % 36 L
HBIOBICKELRBEND B,

Kevyiavtid, 9 REZ VY FFRA VY FOfHlizLy —27 — 27 %80+ %, KRic,
TV—=2vayZitBnT, E#RETV FFRA v P OFFIZFHET 7 L — 27 — 7 IcHO %

MAMWBRZET Vv RAFEDL I RDDORH 20 %BHE L, Z 0GR CUER, HHlofR
By FRA Y e LCEARE L. Yeki - BAICRBZ Y FRf v LT
DEYMZFHEST 2, EEEPORBIMARPLET 2 LT, HilehimmsEEnsg
ELHFFLTW B,

SE

AL GBHFE I D 2HEIR, 7272 L, BV VKA v F ORGEROH K OFEERIC OV T
Fb RV, RBEZ Y FRA vV PCHIRADRWTTHSMLLT VI, YHIZE Y v
2 VN CHEBEN RHIA DT 5. FHNCH T2 4HE TR ELAVvd oo, HHOD
i IICHED 3729, SMED ST ICIZUL T OSE Rk FHICHA TV &, U
IV FFRA Y MCET2BRE DA X RICBET 2B 2 D T T L 2T 2,



S R

1.

HABEE TS EEMHERES 7 — 294 v Ria 2022 Mk X2 2 7 7
A — R 7. FREEMNFHTICHE T 242/ AXTF Y RERBZ Y FHRA v . Ver L.
20234 H. (4.1 fiis X 18 4.10 i)
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202305_TSD_2
0.html

* A E 3 IR BRI & AR O Ml A 1D b D TH 523, 4.1 Hi
BLU 410 FioNF ZHEFARDOHGRICE W TOIHTRELNATH 5,

HAEI, KESER, SAdE—, FRERE. fBFT Y FRA v OFHliD 72  DigaH
e 2 2 ORI, R, 2010,31(1):23-48.

Fleming TR, DeMets DL. Surrogate End Points in Clinical Trials: Are We Being
Misled? Annals of Internal Medicine. 1996:125(7):605-613. doi: 10.7326/0003-4819-
125-7-199610010-00011

FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools)
Resource. Bethesda (MD): National Institutes of Health (US); 2016 (Last Update:
November 29, 2021). Available from:
https://www.ncbi.nlm.nih.gov/books/NBK326791/

ICH. ICH E9: Statistical Principles for Clinical Trials. Step 5. 1998. Section 2.2.6

"Surrogate Variables" Available from:
https://database.ich.org/sites/default/files/E9_Guideline.pdf
U.S. Food and Drug Administration. Draft Guidance for Industry: Expedited Program

for Serious Conditions — Accelerated Approval of Drugs and Biologics.
CDER/CBER/OCE. December 2024. https://www.fda.gov/media/184120/download

U.S. Food and Drug Administration. Surrogate Endpoint Resources for Drug and

Biologic Development. Available from: https://www.fda.gov/drugs/development-

resources/surrogate-endpoint-resources-drug-and-biologic-development

European Medicines Agency, Committee for Medicinal Products for Human Use
(CHMP). Guideline on the Clinical Evaluation of Anticancer Medicinal Products in

Man. EMA/CHMP/205/95 Rev. 6. Adopted 18 November 2023. Available from:

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-

evaluation-anticancer-medicinal-products-revision-6_en.pdf



https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202305_TSD_20.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202305_TSD_20.html
https://www.ncbi.nlm.nih.gov/books/NBK326791/
https://database.ich.org/sites/default/files/E9_Guideline.pdf
https://www.fda.gov/media/184120/download
https://www.fda.gov/drugs/development-resources/surrogate-endpoint-resources-drug-and-biologic-development
https://www.fda.gov/drugs/development-resources/surrogate-endpoint-resources-drug-and-biologic-development
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-evaluation-anticancer-medicinal-products-revision-6_en.pdf

