FEEmEEYE

EEEiREEY)E S (US. Food and Drug Administration, US FDA) 42023543 H 15 HZET (ERRIFFRE T 247 ~ B T4CF N ETHE *
[%#) (Electronic Systems, Electronic Records, and Electronic Signatures in Clinical Investigations: Questions and Answers) 555t
o Rt - BIRMR A S - NS MEEEZ B Y - 2o REM I ZER G AR E T 24 - ETOst B T3 RN
o il - BREEMN - PRI SRR ST -

AAG5 [ EFEEET201 746 H21 HrsAnHy (21 CFR part 1MERPRIFFTE B 408k B3 E—%E %)  (Use of Electronic Records and
Electronic Signatures in Clinical Investigations Under 21 Part 11-Questions and Answers) » WA ATES [ EEER » Hft2007E5510
H Ay (BRI [ RS 4% ) 1551 (Computerized Systems Used in Clinical Investigations ) - US FDASY 5B T 2% - B T4 &
FEEE G H A5y - W 3 v EE R AR AL s kTR HE R

AFESHEIEERAT ¢

— - T AR RN T - DUERRERPRFIIEIRLL - 1514 - 4656 - OA - 1R - IIORAETRRHRACHRIVETOME - SERME R
k-

= S SR R E BRI R S e S (BRI - DURECRE T o BB 20K -
=~ HrE R EEERHL (digital health technology, DHT ) 5 3 e {f FHDHT =5 & &% -

BRI EEPRIFEEEFIDHT » IR A 2820214212 23 H AT /ARy CEESB R R EIERRIT 7 &lm &k ) (Digital Health Technologies
for Remote Data Acquisition in Clinical Investigations ) 55 [528 © 5155 525 HIDHT AR - 5 ~ FEA ~ SISk s b e (R AHRR R - 70
RIPFEERET 24 - ETCHNETHECHEEES - $N S BRI R E SR SRE -

A a2 #Eg P stlid: BE R Ak gk (https://www.biotechlaw.org.tw)

| HHEARESS
U.S. Food and Drug Administration [FDA], Electronic Systems, Electronic Records, and Electronic Signatures in Clinical Investigations: Questions and
Answers, (Mar. 15, 2023)

fRuTEE S E 2

—  [EF5] RARECERERILR | BRGEDAR " 1MAFERR ) H= g Bkt
—  [TF5] FRBEOARRATR © ERERPEAR T NAERR | DE GBS
—  [ABERfT - AR ] BISEPRRC B ALH SEA R 4 Bl A B s bt T &

— LREEBRS(HEEEBRYITIEY (—) BREFIEREEER

— ARERBHAEEEERZRIITIED (Z) BIRhH0EsASaLE F 55

= BUE
ERVEE G

FEEFE : 20234044


https://www.biotechlaw.org.tw
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
https://stli.iii.org.tw/news-event.aspx?no=16&d=1347
https://stli.iii.org.tw/news-event.aspx?no=16&d=1348
https://stli.iii.org.tw/news-event.aspx?no=16&d=1366
https://stli.iii.org.tw/news-event.aspx?no=16&d=1371
https://stli.iii.org.tw/news-event.aspx?no=16&d=1372
https://stli.iii.org.tw/coworker-detail.aspx?no=73&d=772

FRHRIR ¢

U.S. Food and Drug Administration [FDA], Electronic Systems, Electronic Records, and Electronic Signatures in Clinical Investigations: Questions and
Answers, (Mar. 15, 2023), https:/iwww.fda.goviregulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-
signatures-clinical-investigations-questions (last visited March 30, 2023).

A BEEE -

U.S. Food and Drug Administration [FDA], Use of Electronic Records and Electronic Signatures in Clinical Investigations Under 21 Part 11-Questions and
Answers, (Jun. 21, 2017), https:/iwww.federalregister.govidocuments/2017/06/21/2017-12811/use-of-electronic-records-and-electronic-signatures-in-clinical-
investigations-under-part (last visited March 30, 2023).

U.S. Food and Drug Administration [FDA], Computerized Systems Used in Clinical Investigations, (May 10, 2007), https://iwww.fda.goviregulatory-
information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations (last visited March 30, 2023).

U.S. Food and Drug Administration [FDA], Digital Health Technologies for Remote Data Acquisition in Clinical Investigations, (Dec. 23, 2021),
https:/imww.fda.goviregulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations (last
visited March 30, 2023).

faIEERE » ( PEHEFAEPDSS HHRAA R A(E N SR AR LK) » (2022) - hitps://stiiiii.org.tw/article-detail.aspx?tp=18d=88448&n0=64 (fx&ZEH :
2023/4/6) -

sEiAt o (BCRERHREZR BRI CDPRYAH G AR IR R ) - (RIEUEEEN) - $£3165848 » 51722 (2019) -

AT (FEEIEAE R ARSI R RIS 2R DUBARER AR A BTSRRI &) - (2018) - hitps://stli.ii.org.tw/article-detail.aspx?
tp=18d=8158&n0=64 (F1%%EH : 2023/4/6) -

SCEARER
RiEEH EERE BEEERE FRGURE Bf@E AERES

C e



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
https://www.federalregister.gov/documents/2017/06/21/2017-12811/use-of-electronic-records-and-electronic-signatures-in-clinical-investigations-under-part
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computerized-systems-used-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://stli.iii.org.tw/article-detail.aspx?tp=1&d=8844&no=64
https://stli.iii.org.tw/article-detail.aspx?tp=1&d=8158&no=64
https://stli.iii.org.tw/search.aspx?key=%25e9%2586%25ab%25e8%2597%25a5%25e7%25ae%25a1%25e7%2590%2586&tp=1
https://stli.iii.org.tw/search.aspx?key=%25e6%2599%25ba%25e6%2585%25a7%25e9%2586%25ab%25e7%2599%2582&tp=1
https://stli.iii.org.tw/search.aspx?key=%25e9%2581%25a0%25e8%25b7%259d%25e9%2586%25ab%25e7%2599%2582&tp=1
https://stli.iii.org.tw/search.aspx?key=%25e7%25a9%25bf%25e6%2588%25b4%25e5%25bc%258f%25e8%25a3%259d%25e7%25bd%25ae&tp=1
https://stli.iii.org.tw/search.aspx?key=%25e6%2595%25b8%25e4%25bd%258d%25e5%2581%25a5%25e5%25ba%25b7&tp=1
https://stli.iii.org.tw/search.aspx?key=%25e6%25b3%2595%25e8%25a6%258f%25e7%25a7%2591%25e5%25ad%25b8&tp=1

	美國食品藥物管理局修訂《臨床研究電子系統、電子紀錄及電子簽章：問答集》指引草案

