FE36[EICHENHRES

E2B (R3) IWG: B REFI L EEHRETILIE
95O T—RIEHB RV AYE—ILF

HAREET XHS
E2B (R3) EWG/IWGKEwH 1) —4&
MSDER =5t
HE =




EURN)F—ILEiE
5/29-6/1M4 A fE]

EROANRE

 |SO IDMPERS&E
— EDQM - 5 HIf LI 542
— UCUM — Bif31
— MPID/PhPID/Substance ID

e E2B(R3) implementation activities

— Cross-Regional Testing
— Q&AMDIENN
— O—FYRMEH

* Next steps




EDQM
e European Directorate for the Quality of Medicines
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. ﬁé@*%nnd)nnﬁ LEDRTEETDELEELH,
DHEEZ B 5 Lt"fﬂ‘fﬁk

- e e
/ EDQM - Eulapean Dire X
< C {t | & REZNEE | https://www.edgm.eu w B =
I”}U yOTBERMCRDIFET . HULFEFRHOLEEFRTENET.
HUMAN RIGHTS DEMOCRACY RULE OF LAW ENS Q

\o

—.» COUNCIL OF EUROPE

European Reference Certification OMCL Transfusion & Patient & Consum

About us . P . :
u Pharmacopoeia - Standards of Suitability = Network Transplantation - Health Protection

Enhanced quality control of medicines within European Official
Medicines Control Laboratories

2017 meeting of Official Medicines Control Laboratories (OMCLs) emphasised work sharing and information exchange

for the benefit of public health
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UCUM User Guide
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E2B MPID/PhPID/Substance and
Specified Substance ID

e MPID/PhPID/SubstanceD 7T 4E T4HER
o BREILTWAISOIZEWNT, INLDXEDHIRILIZTET
L TULVELY
e E2BTIIISOTXEDZHIRIENITHONT-1RIZE2BE
LTDA—YF—HAFERIZEFTHTE

o MPID:ERIBIHDI=-ODFIE
e PhPID: %7, 2. HiDEAEHE
e Substance: 5 DIRE



Cross-Regional Testing
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R2 and R3 2020

Industry

Data entry

FDA Vaccine



Cross-Regional Testing

REELTLVS

—L75\L72u75\bEIZIK’C(:J: NS, B E L
T’#&i’\iﬁb\ﬂi&bbhﬁ%b) IVAESIE:{OUN

i/\*ﬁh\

E| N7

AKTHREINVLELEGR
— ICHDEE AL TIXHEREENEHRE TIHFHRAF
575\#1997‘—@,-/—\( HERBREZEZ TEMNEFHRET]

E EAH AT, BIERE CUSIZH- -85 | 3R

BV RS ETL AT ENER

ib\ _IEEf&L\;&fJ\#IJ Eﬂ
SL7—XATIEH S5, #22Y55FH|TIE7ALY

T'&) WLJ

1ZEDTOMENDLIRETT B



E2B(R3) implementation activities
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e E2B Code List #26: UCUM code update



E2B Code List #26: UCUM code update

cvclical

UCUM-code english-label japanese-label current flag
Id="gode” Id="en" Ig="ja" Id="cf"
{required) {optional) (optional) {optiomal)

Type="string"” ||Type="string” Lang="en"||Type="string" Lang="ja"||Type="string"” Lang="en"

5 second Fgy v

min minute ial v

h hour BFfE] ¥

d day H Y

wk week e ¥

mo month = v

a vear =3 y

10a decade 105 i
i trimester T A2 — v

¥
.
v




Next Step

QRAD E
EDQM User Guide® E &
EDQMADAEEEMDY VTR

Cross-Regional TestingM5E T
— I EHERIDELIZIEND T
— HEBEHEEDHI=1D2OTIEL T —FDER

IDMPRSE D EHHEER

REIDD14+—T2ELVITANTDFE




	第36回ICH即時報告会��E2B (R3) IWG：個別症例安全性報告を伝送するためのデータ項目及びメッセージ仕様
	モントリオール会議
	EDQM
	EDQM – 投与剤形と投与経路
	UCUM User Guide
	E2B MPID/PhPID/Substance and Specified Substance ID
	Cross-Regional Testing
	R2 and R3　2020
	Cross-Regional Testing
	E2B(R3) implementation activities
	E2B Code List #26: UCUM code update
	Next Step

