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FDA (Food and Drug Administration) (% eSource Z i HIZETHI 7 +—~ > M Ttk Shi-7r—# &
LTEZRLTNDLY

TransCelerate I3 Z @ eSource % & 512, DDC, EHR., Non-CRF. Devices and Apps 7 /L — 7 IZ4 8 L
7= (%] 1-1: TransCelerate ® HP X 0 3|H) 2,
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MoBFT—IEBEKRT —4R—X|(Z B, YI75TIN, B —oBEKT
T—HRUNEDERET B —BELTT—AREOEERT S

Non-CRF Devices and Apps

The collection and transfer of electronic
: The collection and management of
data from internal Sponsor sources or
clinical data from non-site personnel,
!! external vendors into clinical research

wearables, and sensors
data repositories/warehouses without
entering the data into a Case Report
Form (CRF)

DDC EHR

The direct entry of clinical data by site The collection and reuse of data for

staff into a mobile application or EDC use in clinical research from site/

S G T patient electronic health record
systems.
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VINEZLND,

1 U.S. Department of Health and Human Services Food and Drug Administration, Guidance for Industry Electronic Source Data in Clinical Investigations, procedural 2013

(accessed 2022-05-12)
2 https://www.transceleratebiopharmainc.com/assets/esource-solutions/ (accessed 2022-05-12)
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1.3 eSource BEED MR HIEN M

NS 2 52 5 7R SHUTUW 5 eSource BIHEUBLHIZEED 9 B DDCIZRHE L2 b D1x %  1d72n
A3, 2018 #{Z EMA (European Medicines Agency) 7>5 TeSource Direct Data Capture (DDC) qualification
opinion] ® K7 7 F3FEH Xiu, 2019 412 CHMP (Committee for Medicinal Products for Human Use,
EMA DEHMERS) ICLVEH I3, 2 OCECIEERAKFER T DDC % 3/ 5 7= D O #Hfl Lo
BRI A E MR RE STV B,

—7J eSource & LCOD EHR IZBIT A MM 2 & LCid, 2018 4EIT FDA 7% [Use of Electronic
Health Record Data in Clinical Investigations | 723%&H S 41724, & ZICIFERRRERIZISIT D EHR 7 — Z L
SEITHE U CEAT A, B2 EN GRS A FHPR I, EHR T — X ZET L7 rkE R
ZARFET IR M OEENT DWW T R S 47z,

F7-. 2021 FIZEMA D RF 7 & LT [Guideline on computerized systems and electronic data in
clinical trials] 23F&H S5, SR T — 2 OREBT A L OBIC K VL IR LI-a vy B a—X
EENTZT AT BITHIE L TODRITHIER B0, 2RISR, KVERFOTA R 714 U PNBET
B, ZOHA RTA4 L D3ITEH - T, 2010 FHH D [Reflection paper on expectations for
electronic source data and data transcribed to electronic data collection tools in clinical trials] 7> 5 & & it
HTETH D,

3 EUROPEAN MEDICINES AGENCY, eSource Direct Data Capture (DDC) qualification opinion, 2019 (accessed 2022-05-12)

4 U.S. Department of Health and Human Services Food and Drug Administration Guidance for Industry Use of Electronic Health Record Data in Clinical Investigations

procedural 2018 (accessed 2022-05-12)

5 EUROPEAN MEDICINES AGENCY Guideline on computerised systems and electronic data in clinical trials, Draft, 2021 (accessed 2022-05-12)

6 EUROPEAN MEDICINES AGENCY, Reflection paper on expectations for electronic source data and data transcribed to electronic data collection tools in clinical trials

2010 (accessed 2022-05-12)
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Vulcan FHIR® ACCELERATOR™ 7' 12 777 A1 F HL7 FHIR OFEHE 2 EE R A& CORA 721 T 722 < FREAF
Te~OFAIERK%Z BT H DT, FDA, Danish Medicines Agency (DKMA), HL7. Society for Clinical Data
Management (SCDM) . TransCelerate, ACRO (Association of Clinical Research Organizations) &\ > 7=
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EN CERIE RO T2 OIZEA AR & U CHIE SN TV B HIHEIX,. HL7 version 2.5 X°
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HL7 version 2.5 |&, RE ST 6 16 050 L, &k & LT 2005 412 version 3 2MEHE L L THENL
ST, MR E 7o TR, BX 2 U T ¢ - HOVE - Mgt - ERRSEE - FHAERAMEEO
AV FDD DHERECT — B R 72 B &S L TALEET HBIED Web BT OBIZZ2 L E eV, B
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HZEEBELIGAEOMEEZEE L, IR OEFRE RSB OERERK & L TR 2545812,
SBICEFT REFHEZEHIT L L2 E LEBEER T OO 12,

Fo, BIFRERIZBWT, BFANLT VAT AOERELCT — Z RGNS, ER S5O
T A DOHEME DFRFF DI T 5 41 513 141516

7 TSR OB ERER O Fit D FEUEIC BT 5 H ) DAL L ANZDWT] DYEICDW T, A F1 3 4 7 A3 0H (accessed 2022-05-12)
8 https://www.pmda.go.jp/review-services/inspections/common/0001.html (accessed 2022-05-12)
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