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Electronic Standards ; wokrrooes + &

Conference on Harmonisation (1CH) Multi-disaplinary Group 2 (M2) Expert Working Group
slishied during the 1994 [CH Meeting in Brussels to fadlitate intermational electronic

y evaluating and recommending open and non-propristary - o the extent possible -

rds for the Transfer of Requlatory Information (ESTRI) that will meet the requirements of

=l companies and regulstory authorities,

sion technology ([T} nature of the topic, some of the activities of
in Pecommendations. These Recommendations do not undargo

1 process in order to allow flesible changa as both science and

r. Thiey are agreed in the EWG, signed by all parties of the EWG,
ind signed off by the [CH Steerng Commities within the M2
atebook. The Recommendations page was last updated on June

Recoammendations

ion developad by the M2 EWG to follow the Step process was the
ety Report (ICSR), created as the electronic message for the TCH
seument version 4,4, Data Elerments for Transmission of Individual
5. The Message Specification for EZB{P3) [CSR page was last

r 25, 2005, & revised specification was provided for public

25, 2009, It was opan for comment until 22 July 2009. & further
sification was provided for feasimility testing an July 26, 2010.

wide for Electromic Transmission of Individual Caze Safiety

atz elements and Message Specification was reached stepd in
i further editorizl corrections were made by E2B{R3) working
n. E2B{R3} iz tha first topic collabarating with Standapd

isations, The EZB(RI) Implementation Guide page waﬂ%%@lCHEﬂ

Message Specification
for EZB(R2)

e

cortact

Related Topics

CHEZB
CH M5 and

Hossary FARE Login

wiE

2B({R3) Implementation
Guide

g e PO

E2B(R2) Ayt—

HEOHAESAY |

E2B(R3) EiEH A I~“

32




=% : ICH E2B(R3) ICSRR—/

EIEEII’OI‘IIC 5tﬂnd‘ard'§ PR Troduets o

CE0C R ICSE specitication and Related MNles B FES v,

h= LGk E2B =i raleased E£E gu delirs for Mairze iznce of tha LUF Guicel 1 on Clinical Sa’%sty Lata
ManacsmmEnt! Wats Llements for lransmissica of Individaz Case Safaty fesorts 0GR 9 1YY S and
=5 0F1 A Ry =an wessica 020} A Fairrhar winar pavizing was mEdE i P CeFrsinn 410 Fhos wars an

wor '.|.||'.|:|| n ol ¥ L ul et :.'-'-F\.('-!.'-'-:] E tedie o™ Ty o 8 B 0l :||||| w. 17H CSP AT 3w o 0
2= d iessdye spactis=hicn o o alee ar =l o1 e EZBCEZ) cadw i U ieecb ol = 0e0 = 23C1,
Sirze te, imp eme tatior of 2lectron = sk ssior o J_SKs based i taiesz guiczlines as aecoire
widesar=ad ir the 2211 “egiors.

[CH E2B =S gz- armed  or o orovisac ol B2OR2T conde ez 0 20000 ard o May 2008 0 camed woade e,

SER(?Z), was eleased hor puk © cxrsalatior, Tha [CF Stzenac Coxrmbzes vad zzkan a ey cacisicn
thaz tecl-aics sp=ci®-zzicas zaculd o lorger be develcaed solzle withir 10H, Lot skould E= zreazed ir

scllzacraticn w th Stardards Cowe aprmsrbdrgar 23t ors S0, to easale wides ater opsrability accss =- 8 =)
thre e latary aan Fealthears =ne-non bies, FRAR=S wes ~ke 3057 fapic to e thregh tais arnre s, < E2 B( R3) %%%&0) ER Eﬂ

“hz rkeratioral Drgzwszticy ~or Stardards ([S0), -ealth Leval 7 7HL?) 2rd Europzan Corwttes bo-

Szeadarc zatior {i_l.; have col akorat=d t2 fomn Eae _oins e Ziskivze on o zloas | skl Iaforreatics
SmFadast Fatiar thragkhowk choa 5 acle, wesmea =sraacard 5o ke O 0F caule b2 aduar e,

Soeva gy bey The i Foce ol e b, s Seea b o CEEST b “rovimadb e Hs D Toerern o g
Soeidane Devaloprmetl O gensgaen Q14TSZC ) ar I G52 i=we lse bacune renbw= o b Joir

- Zigkiwz, 12H mepressrtat vas heve basr Feae v irvclisc in tais nit at we it acdit on b2 oter espe s
frarn beycnd tae WO camrarizy  The cwerall standard = based vacn k= 1ILe 105k mcdel tas: 5 capable
Af AL ApneTinn wassF R ERGAF AR T A wina FnnF rF arndi st wars (2070 FimEa maEn ring pone s,
viovcieary o el ol s Dade v el S Tles fomceec el maibe 1o

® 50y LS 20 1 21 [lea th irfernat os Inacie dual case s2fezy reporss (LC_Ps)ir
akarr-acovic lance Fart It 1be Famewors Sor sdwerse event reportivg

“hz s2cond part 0 ke szzacard, whkica = 2 sLoses of the IZCILT 27300 1 2311, defires k=2 dezsls of
thire srarrt e begr e Ee for benan pacmms oot ol

® 5oHLs 209585 2111 Hea th irfotnat cs -- 1aciv dual case safety raporis (LU =kshir
al-arr-acovic lacz -- Fart £ HU ar phanmmszeut cal seaort g requ rer-2rzs fo o=

h= standards nent oned abowe Fawve resched ke rat oral Utardard a loweriae 2012 ard pak izhec
e bt T Fad T

Use of the 150 ICSR Standard In IC11 -

. 33
E28[EICHENE &S E2B



2% : ICH E2B(R3) ICSRN—

Srep 4 Implementaflon Gulde pockone L

[ - y -

it apdatF= e adr ir srm=
I e sl Tin b

E2B(R3) EIEHAK
XE/N\YT—

1
1Ll Ay UL dzibkays dile edilirg Slap 4 1

“ove ke 2L

h= =atzs: sac<acz nolode: doou ~erts listac kelaw

M. RurnrmAry vl Thimzureneznl Hisld nry
Ths spreduemel seemnetses b dosemn Le o Lies 2duadu g gy aednn Apdd e ] dler Sep s Mg
dezg ed zl-2ngs nistor s fo- 2ac 1 dccurrsnt ars proviced as separatsc speadshaeks

1. Tmplennatatinn Colde fore Flerkennde: Transmlselnn nf individoal case fafinty Repnrt s (TRRERE)
SEBCEE ) Zala Shen 2rls ar d M 2ssa e Socahoalior

aogL de to- nplenent ng bwe ICH EZBCF3) recarame s or tke e scror ¢ wrarzs-usswor cf D-divicual Zasze
Safety Feporzs 1le g L=< Unp 2me ataticn soids | o) is intendec to supacrt <le i alerr=nzekic o of

softwars kools fo- oreating, =c zirg, sendirg anc receivirg e =cIror o JIZR KressEqes Tt poovides

astrn~tine £k Fowe thin ﬁ}"nrm‘ur"u iral ik Aue-ry ard e dlacr e anbannb es W etk SESAHIE R ITER
slardard Loocor sliae b orrncosag 2o Toe Zechan girng poerrne 2o argilan s oo ot becsee e ool an o
tharrsslvaz ir 1ZH eq-z =2ad 17 othe zoumor es adcating 12H guicshhes

> oApnendl 1Al sk nf TG IGAR srhemn flle nomes (acluded In Fhe TG

E2B(R3) EREH MK
BEXEDERA

Sewcw e voee v ceboe ol allees e L ws b s e o e v e ey o eral iy IRk
[CE2 rigssdge=s, "ha =Liz darved -on 4 =gl ol scl amid 2= 0 b3 DEZAHLT E7953-2:2012 =larard
azckags ard icszif s those that sre requ red “or the __H -ple-wrtat 2nas descraed ir the s e
zstinc udes caly tae hames c° tk= =zkerms fles aac = skorz 22p anstion of eack.  h= file sez zzn b=

[

fr i ir h"ur=-r‘|rl EE

3 hppediz LB W L Inplermienlalivun Guide Lor Elecblroric Transomiz sivn ul Individodl Caxsg
Hafety Keports {1UHHES)

Oackwards and Fomuards Compatlbliity Recommendations

~h < marumrat concdbes cF2 orelctinask a4 boewenr cleenents Teom F2RIEPY and F'*F'n’rTn = -ir-rared Ba
anmins e lors oo coipetiln O Sl g ploareae 2o e al gon pan 2o ocaboenl ceoaend 1oar - Soe ncisie
zacascrs) - wnp sme atnng systams with spezial teses on ke males -or covaes - bazk 20d ot
JETmzen ELECRS a0 E¥RORY,. hs irzluces '|'|-E|’EJII of t1e ele nents 2gairst cne aratwe- wth

=up anstion of ciffereqces anc caidzqce aq ﬂcgﬁ.ﬂ E

"I@Hﬁ}ﬁé&% sskadB structires and -

34




HE -PMDA ICHR—

http://www.pmda.go.jp/ich/efficacy_icsr.htm

| ( ; | what's new | SEEFEFREY | ICHZD | ICHDES | ICHDGERE | 1M S 28 FT0 Ot |
ICHI I TAEEDITE| | Quality B | Safety 214 | Efficacy FEhME | Multidisciplinary 182 fEt

Tz - Efficacy Bt > {ERERZ 2 4SS (ICSRV DEFEHRZEI SHRLFEZN (F 3L EF

Efficacy BZfE BRI T B HA KSA v

{HREEfIZe et RS (ICSR) OEFIHmX (CROERN Y S
ABEOAST
R
RlFE2  {f1#RI(B)E2B(RZ) ETFEIB(RS PDHERE
RIS {HERIG) fEileIEsE

S 28MICHEFF# &S E2B 35




ZE -PMDA ICHR—

http://www.pmda.go.jp/ich/efficacy_guidepackage.htm

' ; ' What's new | $FEFFEH | ICHEE | ICHDES | ICHDHE | S PS4 S8FT0O 704w |
ICHICE I+ 2E 02 | Quality 8 | Safety FrgtE | Efficacy B3I | Multidisciplinary 82 f8i

> Efficacy BN = Implementation Guide package

Efficacy B  BEICETEHS KSc>

Implementation Guide package

0. Summary of Document History

1. Implementation Guide for Electronic Transmission of Individual Case Safety Beports (ICSFES)
EZB(F3) Data Elements and Message Specification

2. Appendix | (A) List of ICH ICSR schema file names (included in the 1G)

Appendix | (BY Backwards and Fonwards Compatibility Fecommendations

Appendix | (C1ICH IC5R Schema files

Appendix | (D) Reference Instances

Appendix | (E1 Example Instances|

Appendix | (FYICH Q1D list and ICH code lists

oy o=lmom e

Anpendix | (G Technical Information

5. Appendix | (H) BFC conversion = o8[EICHEN LS E2B

36



	E2B(R3) informal IWG�個別症例安全性報告を伝送するためのデータ項目�ブリュッセル会合報告
	ブリュッセル会合の目的
	背景１
	背景２
	背景３
	ブリュッセル会合の主な検討事項
	スライド番号 7
	ISO IDMP 規格におけるID/用語
	スライド番号 9
	Units of Measurement� ISO IDMP 11240
	E2B(R3)専用UCUMリストの例�時間間隔
	Dosage form, Route of Administration, �Units of Presentation �ISO IDMP 11239�
	Substance or Specified Substance �ISO IDMP 11238
	ISO IDMP 11240, 11239, 11238利用における�実務プロセス
	MPID �ISO IDMP 11615 
	PhPID �ISO IDMP 11616 �
	スライド番号 17
	サブグループの必要性
	E2B(R3) IWG とサブグループの関係性
	作業項目と担当グループ１�Dosage form, Route of administration, Units of presentation, Units of measurement, Substance ID/Specified Substance ID
	作業項目と担当グループ２�MPID
	作業項目と担当グループ３�PhPID
	ID/用語に関する文書 
	スライド番号 24
	実装に必要な想定される初期導入コスト
	スライド番号 26
	次回会合までのスケジュール案
	スライド番号 28
	E2B(R3)実装ガイド
	R3実装に伴う国内対応
	R3実装スケジュール
	参考： ICH　ESTRI
	参考： ICH E2B(R3) ICSRページ
	参考： ICH E2B(R3) ICSRページ
	参考：PMDA　ICHページ
	参考：PMDA　ICHページ

