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Decision/Actions:

» The Assembly agreed on a recommendation that
proposals are developed for strategic discussions in
Osaka on Good Clinical Practices (to be led by FDA)
and on Compliance of Reliability for Electronic Data
(to be led by JPMA and supported by FDA).

BYIDT—<EULUT. GCP (FDAEE) CE\BF>F—4
DEFEMNHER (FDAZET CIPMATE) MEBIREN/=.

Ref: ICH¥S =Sk (20165F6H@ Y AN )



http://www.ich.org/fileadmin/Public_Web_Site/Meetings/B-SC_Reports/Assembly_report_Lisbon_2016.pdf
http://www.ich.org/fileadmin/Public_Web_Site/Meetings/B-SC_Reports/Assembly_report_Lisbon_2016.pdf
http://www.ich.org/fileadmin/Public_Web_Site/Meetings/B-SC_Reports/Assembly_report_Lisbon_2016.pdf
http://www.ich.org/fileadmin/Public_Web_Site/Meetings/B-SC_Reports/Assembly_report_Lisbon_2016.pdf
http://www.ich.org/fileadmin/Public_Web_Site/Meetings/B-SC_Reports/Assembly_report_Lisbon_2016.pdf
http://www.ich.org/fileadmin/Public_Web_Site/Meetings/B-SC_Reports/Assembly_report_Lisbon_2016.pdf

i RamQ © GCPRlFT
. SRINHBRT YA AT —F Y — TR

TEBLD, BBNCRELZMESD, GCPET

(CRIFTT Do

ICH E8 (BEPRBRD—fAsigEt)

DIEAAE

o BRPREBRDIA S« ([CIEFET
DER(SelH ?

s MEBIERREEC. BEiEI M
MDICH GLZzB2EN(CHESR
ERSE

6 (GCP) DRl#h
JREAZZHR DHESHTZ
H7RXGCP GLZ 9 1ERk.
THA T —HY—-X
(IS O TN (CE S
S GCPEZGLEEE
YERK ?

) 2017FHCICHU T LIS 3> _R—/)—%NBHL. Ik
CBERZHEDDD. 2017FHDESNEEF = RIAD,




HIX:ximQ  BF1L
. ‘ﬁf LBRCIRE N3 EHNEER (EOE

2 /9) DIEFEEMEFENEIXIEE(CIRODOTCE
"CL\ZDO

BBC News: Paper warehouse destroyed in fire

A huge fire has ripped through a six-storey paper storage warehouse
in east London.

Bl Flames shot 20 to 30ft into the air and smoke from the blaze could be
seen across the city.
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Analysis report Pilot projects Harmonized doc

Core requirements:
- Integrity,
- Authenticity,
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Ref: Guidance for Industry - Determining the Extent of Safety Data Collection Needed in Late
Stage Premarket and Postapproval Clinical Investigations (Feb 2016)
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Ref: Saito H et al, ICH Culture: Its Maintenance and Development, TIRS (in press) 10
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Ref: Standard Operating Procedures for the ICH Working Groups (Jun 2016)



http://www.ich.org/fileadmin/Public_Web_Site/ABOUT_ICH/Organisational_changes/EWG_IWG_SoP_May31_FINAL_v1.0.pdf
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