T—<%A b}V
EHLBERTCOT DX NN, F~—H—DIE

T —=#BI3

F B NRA F~—J— (Digital Biomarker : dBM) & 1%, FRAEA 225 2 B AQIC & TS
TH VT NA R O TRBIN - EEIE - JWESNITERT—2Thb, dBM %
EHT 22 8T, 2N E CEREBOZZMNVATH - -2 WK 2 45 AT %
Wb EhT 5 LNAREL 720 | BEOEBUIHEHD 5528 h o I fRiE 2 K8 - &
BIICHIETE S L2102 0 Z EnifFsh T 5,

EHBHRICB VT dBM Z2IEH T 254, dBM Z KRB OFMER & LUEHT 2
72O DM A IZE L, dBM OIFHERSSHZWfEILLL, XV 74— a oy T
—¥ a3 U &E LU T ABM OfEHEME, 24N, SOGHEZR &2 RS 5 720 OO TR %%
LZMENRDHD, —HT, dBMOIEHE—~HIZE>TH, dBM & L CGiHEfRIZEZ Db D%
FHICBR T 256 & BECHEN &7z dBM 24 92 35 4-CREIC B 8 03 i, ST
LEEFORHEx G % dBMALT 256, HDWIIE R Z VRO FZEFAEE & L THWY
DA & BIRGEMIE B CRBFEMEE & L THWA5E & Tk, IS E 2 801X
Bie s, L, TRNENOIERGHE CTRO b b HAEM RS0 (LR TR, & Tk
(CLE R 72 ) BRI E > TR LT UEAGEICE CTERFBHELEE X b b,
KFRTD dBM DIEREFNIELRON TS DD, 5%, EHFLBHRE TO dBM DiF
TR LTS B2 DN D720 BIRE R CRER F0NE SR IR U7 kkx ZaiEic
DNTHEMT DI EITEREDOD EEZD,

ZZTCART—~ Tk, FTEFOEEMLFRE THER SN TWD dBM OIFHATREM:IZ D
Wi D, dBM DIEH %2 & O 72 [E3E G OB RIS, dBM #5A ORIESCE OfRRR
B EOBECIESE Lo ES, £ L TCABMIEHICBW CTAEWRKRZENE G & 80
HEETARERICOWTHEmT Do RIC, dHMBRERFRTFE E WO BLENG AN T —2 a2 DT
FRICHE A YT, PROBASE L ktb S8 D [FiEME, 2240k, SOSEZFHE L, BErko
b DB OBMEZRET 2T VA o O RO ORI D B S I OV T,
dBM OE A = & ASHEEHN 28R S 8 O Tl Do

PIE
EHBHFEIZ BN T dBM &6 L 72RO A IR D20, 72720, M A OFEm 4 M
BICHED D728, FRICHA TV ETZWEERERE Lz, N T, FaifERIIes
HTIEROD, KT —~ Ol A &L Bbh 5 2E R bIEE L, 25 CHRICH %@
LCWe72E | dBM OIEHAOBURSCBI# T 5 0 A &4 0 A £ SR BE 5 2 2R %

HOTEL ZLaHRET 5,



L Z DN

1.

AT —< OFRBABINCERIHR Z LHL 752530

AR T WS, “ERGHBABICBIT 5T VXN, F~—Hh— (dBM) OFFEH &
R (2022)
https://www.jpma.or.jp/information/evaluation/results/allotment/digital_vaio_maker_202204.ht
ml

AR T W2, “ERMBARBICBIT 5T VXN, Fv—h— (dBM) OIEHES
& FHHIFIE"  (2023)
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202306_TF1.html
JEA G B 5E 20AC1003 [ REHE 23 DB & 38 HE L 7= PRO 71 K7 4 » DOIERL) BE
“E AR ER D 7= ¥ @ Patient-Reported Outcome (PRO) 471 %> A ver. 1.0 (2023)

https://www.lifescience.co.jp/pro/article02.html#main

HAHERIIMNATIIRVA, KT —<DOBEWRICHRE L B 223E 3

Food and Drug Administration. “Digital Health Technologies for Remote Data Acquisition in
Clinical Investigations” (2023)
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-
technologies-remote-data-acquisition-clinical-investigations

European Medicines Agency. “Qualification Opinion for Stride velocity 95th centile as
primary endpoint in studies in ambulatory Duchenne Muscular Dystrophy studies” (2023)
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-
velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne-muscular-dystrophy-
studies_en.pdf

European Medicines Agency. *“Qualification opinion on stride velocity 95th centile as a
secondary endpoint in Duchenne Muscular Dystrophy measured by a valid and suitable
wearable device” (2019)
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-
velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy-measured-valid-and-
suitable-wearable-device_en.pdf

Duke-Margolis Center for Health Policy. Virtual Public Meeting. “Understanding Priorities for
the Use of Digital Health Technologies to Support Clinical Trials for Drug Development and


https://www.jpma.or.jp/information/evaluation/results/allotment/digital_vaio_maker_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/digital_vaio_maker_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/digital_vaio_maker_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202306_TF1.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202306_TF1.html
https://www.lifescience.co.jp/pro/article02.html#main
https://www.lifescience.co.jp/pro/article02.html#main
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne-muscular-dystrophy-studies_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne-muscular-dystrophy-studies_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne-muscular-dystrophy-studies_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-primary-endpoint-studies-ambulatory-duchenne-muscular-dystrophy-studies_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy-measured-valid-and-suitable-wearable-device_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy-measured-valid-and-suitable-wearable-device_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy-measured-valid-and-suitable-wearable-device_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/qualification-opinion-stride-velocity-95th-centile-secondary-endpoint-duchenne-muscular-dystrophy-measured-valid-and-suitable-wearable-device_en.pdf
https://healthpolicy.duke.edu/events/digitalhealthtechnologies
https://healthpolicy.duke.edu/events/digitalhealthtechnologies

Review” (2023)

https://healthpolicy.duke.edu/events/digitalhealthtechnologies

Food and Drug Administration. “Patient-Focused Drug Development: Collecting
Comprehensive and Representative Input” (2020)
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-
drug-development-collecting-comprehensive-and-representative-input

Food and Drug Administration. “Patient-Focused Drug Development: Methods to Identify
What Is Important to Patients” (2022)
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-
drug-development-methods-identify-what-important-patients

Food and Drug Administration. “Patient-Focused Drug Development: Selecting, Developing,
or Modifying Fit-for-Purpose Clinical Outcome Assessments”  (2022)
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-
drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome

Food and Drug Administration. “Patient-Focused Drug Development: Incorporating Clinical
Outcome Assessments Into Endpoints for Regulatory Decision-Making” (2023)
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-

drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory


https://healthpolicy.duke.edu/events/digitalhealthtechnologies
https://healthpolicy.duke.edu/events/digitalhealthtechnologies
https://healthpolicy.duke.edu/events/digitalhealthtechnologies
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-input
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-input
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-input
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-methods-identify-what-important-patients
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-selecting-developing-or-modifying-fit-purpose-clinical-outcome
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-incorporating-clinical-outcome-assessments-endpoints-regulatory

