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1595
1596
1597
1598
1599
1600
1601
1602
1603
1604

HL7 [Z A FHEDF LY

zcontrolActProcess moodCode="EVN" classCode="CACT"=
<effectiveTime value="20090101"==l-- A 13 =
=subject typeCode="5UEBJ"=
investigationEwvent=

=id extension="A.1.0 1" root="sendersEeportMNamespaceOid" =
< extension="A1.10" root="worldWideCaseldOid"/=
<d extension="A.1.10" root="worldWWideCaseld Oid"/=
“Ccodel=
<text medialype="text/iplain"=B .5 1</text=>
“statusCodel=

HL7 E(Z LB TE->THEIT—ITHLAELL
“A.1.10(F1EIEYTERY RLTITZLESHEWNVIEEDIIL—ILHEAE
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o HEEII<RYT>DH

<ichicsr lang="ja">

<ichicsrmessageheader>

<messagetype>|C0SR</messagetype>

<messageformatversion>2. 1</messageformatversion>
<messageformatrelease>2. 0</messageformatrelease>
<messagenumb>20060711090604</messagenumb>
<messagesenderidentifier>Nihombashimuromachi</messagesenderidentifier>
<messagereceiveridentifier>PMDA</messagereceiveridentifier>

« S&II<AT>EO—F
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(IG:p111)

1595 <controlActProcess moodCode="EVN" classCode="CACT">
1596 <effectiveTime value="20090101"/><!-- A.1.3 -->
1597 <subject typeCode="SUBJ">

1598 <investigatio

1599 <id extension="A.1.0.1" root="sendersReportNamespaceOi
1600 id extension="A.1.10" root="worldWideCaseldQid"/>
1601

<code/>
1602 <text mediaType="text/plain">B.5.1</text>

1603 <statusCode/>
1604 <activityTime>
1605 <low value="20090101"/><l-- A.1.6 -->
1606 </activityTime>
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1644 <asldentifiedEntity>

1645 <id extension="B.1.1.1a"/>
1646 <code code="gpmrn’7>]
1647 </asldentifiedEntity>
1648 <asldentifiedEntity>

1649 <id extension="B.1.1.1b"/>
1650 <code code="specialistMrn"/>]
1651 </asldentifiedEntity>

1652 <asldentifiedEntity>

1653 <id extension="B.1.1.1¢"/>
1654 <code code=hospitalMrn"/
1655 </asldentifiedEntity>

1656 <asldentifiedEntity>

1657 <id extension="B.1.1.1d"/>
1658 <code code={"investigation"/>|
1659 </asldentifiedEntity>
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o« T—RHEANBEDHFEDLOLEED

l—l—l

(FRFERG)
1595 <controlActProcess moodCode="EVN" classCode="CACT">
1596 <effectiveTime value="20090101"/><1-- A 1.3 -->
1597 <subject typeCode="SUBJ">
1598 <investigationEvent>
1599 <id extension="A.1.0.1" root="sendersReportNamespaceQid"/>
1600 <id extension="A.1.10" root="worldWideCaseldOid"/>
1601 <code/>
1602 <text mediaType="text/plain">B.5.1</text>
1603 <statusCode/>
1604 <activityTime>
1605 <low value="20090101"/><l-- A 1.6 -->

1606 </activityTime>



T—2 RIERIRH) = ANSIEA
2 &3 DE

1595 <controlActProcess moodSode="EVN" classCode="CACT">

1596 <effectiveTime value="20Q090101"/><1-- A.1.3 -->

1597 <subject typeCode="SUBJ’

1598 <investigationEvent>

1599 <id extension="A.1.0.1]reot="sendersReportNamespaceQid"/>
1600 <id extension="A.1.10"|root=worldWideCaseldQid"/>
1601 <code/>

1602 <text mediaType="text/plain"3B.5.1k/text>

1603 <statusCode/>

1604 <activityTime>

1605 | <low value="20090101"/3<!-- A.1.6 -->

1606 </activityTime>

7rJE2—FDIE



B

2427 <trigger=

[YEARID&EZ

: K
<AA

|

2428 <reacton= AE ID
242 <id extension="1"= —
2430 <code/>
74311 =effectiveTime xsitype="IVL_TS"=
2432 <low value="20080101"><-- B.2i3 —»
2433 =width value="20090101" unit="B.2.1.590"><l-- B 2 5a —=
HLT 2434 =leffectiveTime:=
2435 =value xsitype="CE" code="B.2.i.1.b" codeSystemV/ersion="6.2.i.1.a">
2436 =<originalText mediaType="text/plain"=B.2.i 0<foriginalText=
: : g 2437 =jvalue>
Drug A id extensior= 1 535 g <locstion>
Drug B id extensior="2" 2439 <serviceDelveryLocafion>
2440 =code code="B_2.i.3":
2441 =fzerviceDelveryLocation=
2442 </location=
m . 3ii§ <temporallyRelatedinformation typeCode="SA5">
drug event matrix 7444 =pauseCuantity value="10" unit="B.4 k 9r.3 10" ==l B4k 913 13 =
Drug A info id extension="1 e SimplicetedhciReerEncs
Drug E II‘TFIII |d EKtEﬂSIDﬂ: 2 54-1--" =fimplicatedActReferences DRUG ID
2448 =ftemporallyRelatedInformation=
- 2440 <temporallyRelatedinformation tyoeC "SAE"=
Reaction ™ 2450 =pauseCuantity valug="10" unit="B.4.k 9.r 3.2b"=<l-- B4 k5r3 2a =
Drug A info i extensgior="1 e implcateaheiReterence
Cruz B info id extension=" 2 2453 <limplicatedctReferance= 1 DRUG ID
2454 =ftemporallyRelatedInformation=
2455 =dervation=
2456 <reactionRelatedness>
2457 =value xsitype="REAL" value="10"><--B 4 k95253 —=
2458 <methodCode>
2450 <priginalText=6_4 k.9 r.2.r.2=foriginal Text=
2460 =imethodCode=
71461 <author=
2462 <assignedEntiby=
2463 =godes
2464 =priginglText=B.4 k.9 r.2.r1=<loriginal Text=
2465 <fcode>
2466 <fassignedEntity=
2467 <fauthor>
2468 <derivedFrom=
2 <implicatedActReference=
3:1@3 =id extension="1"/> % DRUG ID
2471 <fimplicated4ciReferences=
2472 </derivedFrom=
2473 =/reactionRelatedness=

=/derivation=



EFEDE2BEEEHED
{511

1595 <controlActProcess moodCode="EVN" classCode="CACT">

1596 <effectiveTime value="20090101"/><!l-- A 1.3 -->

1597 <subject typeCode="SUBJ">

1598 <investigationEvent>

1599 <id extension="A.1.0.1" root="sendersReportNamespaceQid"/>
1600 <id extension="A.1.10" root="worldWideCaseldQid"/>
1601 <code/>

1602 <text mediaType="text/plain">B.5.1</text>

1603 <statusCode/>

1604 <activityTime>

1605 <low value="20090101"/><l-- A.1.6 -->

1606 </activityTime>
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- 512

HL7?
Drug A id extensior="1"
Drug B id extensior="2"

drug event gt rix

Druz A info

id extensiors™1"

Druz B info

id extensiors" 2"

Reaction ™

Drug & info

id extensior=™ 1"

Drug B info

id extension=" 2"

2477 =trigger=

2478 <reaction=

<id extension="1"=
=code’=
<gffectiveTime xsifype="IVL_TS™>
<low value="20090101"><l--B 23 —=
=width value="20090101" unit="B.21.5b"/=<- B 2 5a —=
<feffectiveTime=
=walue xsitype="CE" code="B_2.i.1.b" codeSystemersion="B.21.1.a8">
<=griginalText mediaType="text/plain">B6.2.i.D</original Text>
<fvalue=
<location=
=gerviceDeliveryLocafion>
=code code="B_2.i.8"=
=fzerviceDeliveryLocation>
<flocation=
=temporallyRelatedinformation typeCode="SAS">
<pauseCuantity value="10" unit="B.4 k. 9.r3.1b"><l--B 4 k513 1a —>
<implicatedAciReference=
<id extension="1"=
<=fimplicatedsciReference>
=ftemporallyRelatedIinformation:
=temporallyRelatedinformation typeCode="SAE">
<pauseCuantity value="10" unit="B.4 k.9.r.3.2b"><l-- B4 k91323 —>
<implicatedAciReference=
=id extension="1"/>
<fimplicated&ciReference=
=ftemporallyRelatedIinformation:
=derivation>
<reactionRelatedness=
=value xsitype="REAL" value="10"=<l--B 4k 5r2r3 --»
=methodCode>
<grginalText=B.4 k.92 r2<loriginal Text=
=imethodCode>
<=author=
=assignedEntity=
=gode>
<griginalText=6.4 k.9.r.2.r. 1<foriginal Text=
<=/code=
<fassignedEntity>
<fauthor=
=derivedFroms
<implicatedAciReference=
<id extension="1" =
<fimplicatedAciReference>
<fderivedFrom:=
</reacticnRelatedness=
=fderivation=
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ZHRR(1)
ITIY
E2B(R3)IEH | E2B(R2) | E2B(R3)EHEB % EHEEH
&5 (R) EHEEE | XAHvaniHE&IIE2B(R)EEB 4

Bl B& (Safety report version number) %ICSR’&’;“*(AZ@/?"’CE?:IJT%)T_

HIlB& A.l.1 (Identification of the country of #ﬁ%%d)'lﬁiﬁ(A.Z)kEI'Tﬁ H|AA BT
the primary source) & . EE T LHIEMITHIBR

8 B.2.i22 A.15.1 Serious FEI Z ETIXEL, AR RT EDER

_ _ — [CEFELI=f=%

8 B.2.i.2.2 A.1.5.2 Seriousness criteria

#21) A.1.8.1r1 A.1.8.2 Documents held by sender #YRLANZEREEIZT 1=

kL

Bl f& A.1.10.1 (Regulatory authority’s case EFIMEBSITONT, REILBEE
report number) DIz IFTIWV-TEEZEILEL, —D

" : DIEBICHE

=lli53 A.1.10.2 (Other sender’s case report
number)

BN A.1.10.1 Worldwide unique case ESINTf-IEFBIZEH D %E 513 A
identification number B=SINDIEH

EBin A.1.10.2 First sender of this case CHIERT. AHlEABEIrZDMMmMADR

Vil )
BN A2r1.2 Reporter’s telephone FERDATHOI=-NEETIVAVNE

EDIGEITHIET 5186
2010.2.17 20




Safety report IDESE

« fEE
— IDDE: AFE

Version

. &1
— DD AF

E

(1IG:p25)

(A.1.1) XIFFEBFE(A.1.2)+
XD +EFENFELZID

— SEBI4E7E - Safety report ID&Safety report

(A.2.r.1.3) XIEFIH

=

(B.2.i.8) +1E X DR A +TEEMNFEELT=
— JEI4%E : Safety report IDEEIER (FPET)

1D



HETEADES (IG:p30)

« fEE
— TEAMTEL-ZE (A1.10.1) EEMNTEL
-5 5 (A.1.10.2) TA AT HIEHE-STL V-

« §1%
—IDZAANTBIEAIEID(A.1.10.2)IZHY .. Fh

= T&EL- A (fE#) = A 95157 (A.1.10.2)
ot AW =



ZEHE(2)

E2B(R3)IEH | E2B(R2) | E2B(R3)EHEB % EHEEH
&5 (R) IHBEES | XHYaDHEAIZE2B(R)IEEBE 4

BN A2rl5 Primary source for regulatory 1EFDIERENERTHOI-HE.
purposes E—RBEHMETHLIBREEEHMEIC
ERAY I
BE Adr A2.2 Literature reference BRURLIBEZBET 5=, H{EE
DEMBIZFEE
B A5.1r1 Study registration number AERERESANA
Bl A5.1.r2 Study registration country EHEANH
5 AS52 A.2.3.1  Study name RYRLIBEZEBET A0, RESE
DEMNSHIZFEE
%8y Ab5.3 A.2.3.2 Sponsor study number
#E Ab54 A.2.3.3 Study type in which the
reaction/event were occurred
1| B4 A.3.2 (Receiver) ZEBDBRITDELZ-DOHIFR
EM B.1.7.1.rh Family history BEEDOHRICREREZIEMN
B.1.10.7.1.r.h
EM B.1.7.3 Concomitant therapies BEBLLTHAREDEEZTEM
EfN B.1.8ral MPID EXRREAERORSEZI—FANA
B.1.10.8.r.al

2010.2.17

23




A2 —RIFHBENHILLI-IEE

o AAr XERF D5 (IG:p45)
—#URLADD A EEE LG ST

« A5 FHEEDIEIER (I1G:p4b)

—HEDEHZFBELEDERIL. BYRLA DN
AIREIZTEoT=,



/,j\
E2B(R3)IEE | E2B(R2) | E2B(R3)IEB 4 FHEER
5 (R) EHEES | XHvaniHE&IZE2B(R)EE 4

IEf0  B.1.8.r.a3 PhPID EXREREO—M#EI—FANHA
B.1.10.8.r.a3

#ZE) B.2.i.7 A.1.14 Medical confirmation by health HEBSEHILOHENDIEE .. EEE

professional FARICKAEZEDEEZEMER/IEE
BRIEITANTB=O

7481 B.2.i.8 Al.2 |dentification of the country BERIAEERCEICHRIFRRICLV:
where the reaction/event EZANT 56
occurred

Bl B& B.2.i.2 (Reaction/event MedDRAterm  RIER/BEEEBRIILLTZA LT HI L
PT) EL. PTIZBEIRIICIRE S D THIER

#F B.4k9r3.1 B.2.i.7.1 Timeinterval between beginning EXNDEERZEE<DEMERIBEES
of suspect drug administration RIZEWLWTRE TE 5L HDrug/event
and start of reaction/event matrix D I8 [ ZFZ &)

%8 B.4.k9.r3.2 B.2.i.7.2  Time interval between last dose
and start of reaction/event

BN B.3.r3 Comments TAMERIZ I HaAVNATH

B0 B.4.k2.0 Study medication status BEEASOMEICBLVTEEREMN TS

2010.2.17

AVRDGEEDNDTZY
25



MedDRAM XY &L\

 MedDRAZERIHIEHILZT RTLLTTA
9% (IG:pl0)

— O T . EBEEZDPTHIZAEIRRE ST

« (AXKILEEIZZDIL—ILTHA M., )1 DDYE
BT, 1D2MD/N\—232¢T S (IG:pl0)

o F-IZERREEERL EMedDRAZ{FERHT 5
(IG: p76)




ZEHE(4)

E2B(R3)IEEB | E2B(R2) | E2B(R3)IEB 4

2= 10D HBES | XhyanimEAaIXE2B(R2)IEA A

EBfn B.4k.2.1.la MPID HERE-ffREORRELI—FANA
BN B.4k212a PhPID W ftAEO—REI—FAHA
BN B.4k.2.3.r3 Strength FEEMEOEEEA LA
B.4.k.2.3.r.4
Bl p& B.4.k.5.3 (Number of separate dosages) HL7DRIZAEIZHEST=6
BN B.4k.4.r11.2 Pharmaceutical dose form ¥Fna—KAHA
termID
BN B.4kA4ri2.2 Route of administration termID BEZBOI—KADA
B.4.k.4.r13.2
B0 B.4k.7.rl Drug indication as reported by E—RERBEIZLDELEANT ST
the primary source &
Bl B& B.4.k.17 (Effect of rechallenge, for REBEFZREMDEIZHEES L=
suspect drug only)
8 B.4kOr B.4.k.18  Drug-reaction/event matrix BrOEEREELZDEERIEES

ROBEERBETESHEIICLE

2010.2.17 27



MO (ERMAFFE
Emad—Fk

A
. )Im#

. 3

— "E_J;JJJ'JjZ

— R 58

— Hlfz
-5 =8I

D=bDNT—ARIE

ESPERL]

= 2 R F (MedID)
— %ﬁuaﬁuﬂl ¥ (PhPID)

! FA3E (Controlled Vocabulary)

RUEZE)

MMERS 21— )LIThT LEE2BERUIZAEA EIEES ALY

(E2BDIF >N EICEESNLHAIREELHY)



EREEO—k

. *%’?&nnnmm% (MedID)
—- KRBT EBIZTESNSID
» BHIF A F (PhPID)
— R—&®AFNZHFET H=6HDID

- {FFHIE

— B.1.8 FEES L BEDEERFEHE

— B.1.10.8 HFDEEITHRAEDEREMFERE

- B.4k2 EEMDE

[

Al F

(1G:p57)

7% (1G:p66)
(1G:p80)



&I FAEE (Controlled Vocabulary)

- B.4k23 AN D#EAIF (1G:p82)

-B.4k23.r4 BT D

. BAkAr2 135S

- B4k4r11 F|F

. B4k4r12 252K
- B4k4r13 HOKREGEFIR

(B 4L)

(1G:p84)

(1G:p87)

(1G:p82)
(1G:p82)



ZEHE(4)

E2B(R3)IHE | E2B(R2) | E2B(R3)HE & FHEER
&5 (®) HBEEES | XHvaDHEEIIE2B(R2)IEB 4

B B.4k.21l.la MPID HERE-ffREORRELI—FANA
iBfn B.4.k21l.2a PhPID BERE-GFAED—R2I—FATH
BN B.4k23.r3 Strength FEMYMEDOEREEANA
B.4.k.2.3.r4
Bl p& B.4.k.5.3 (Number of separate dosages) HL7DRIZAEIZHEST=6
B B.4.k4rll.2 Pharmaceutical dose form ¥lFna—FAHH
termID
BN B.4.k4.rl12.2 Route of administration termlID ‘5N —FADA
B.4.k.4.r13.2
B0 B.4k7.r1 Drug indication as reported by E—RERRICLDFEZEANT BT
the primary source &
1| pa B.4.k.17 (Effect of rechallenge, for FRBFREEMDIEIC#HE LT=T=0
suspect drug only)
%% B.4kOr B.4.k.18  Drug-reaction/event matrix BrOEEREE2OEERAEES

ZOEEZRTTSSHLIICLE:

2010.2.17 31



IRE5 15

B.4.k.4.1
B.4.k.4.2

B.4.k.4.4
B.4.k.4.5

B.4.k.4.6
B.4.k.4.7
B.4.k.4.8
B.4.k.4.9

B.4.k.4.10

B.4k.4 BEEESh-EHEEFR

H5E (30

t5 = (BfL)

A ER 5B

B 5 EMRE AL
EE5HEROER
EEmOix5RIEHE
EEmO5#TH
EEFEmix 5 AR
NYF AV ES
5 ExRI EBIFHR

1[8]2 mg. 1H3[H] 1H50 mg
2 6 o0
mg mg mg
8 1 1
A< il H H
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B2, B.ADEE: X

B2 BMERA " EBFEEZR
?}+<auywﬁﬁw&amBQWﬁ/ﬁ%$gﬁﬁ$Twﬁﬁﬁﬁ

)%&B4Eﬁﬁﬁﬁ
B4k3 /N\yF /OvrES
B4k5s BElbtINnf-1RE5E=1EH
B4k6 ¥E5E=FRI LM IEHR
BAk11 EEHITCHOEESFERAER
B4k13 EERZEMIGCEMERA AEERERIRNFEFTCORMEER
B4k17.1 B 5 TRERIIEHRL-N"?

—O<| B4k22 FHEYMEO—HEL

—O< B.4k.17.2 IBAKI17T1ITINILMDEBES . EDRIER/ &
EEZNBRLEN?

—O< B4k18 EELRLEER AEELRORAEMIEZ

—< 1 to many relationship
—O< 1to (0 or many) relationship



B2, B.AD¥E

1=

e o

. S1&

B2 EIMER EEEZXR

)+

)

h<- B4 EXEIIEHR

—< 1 to many relationship
—O< 1to (0 or many) relationship

04

.

—O< B4k 23FMEYMED— L

B4k4 tEELIN-IREEREH
B4k4rl- 520D I1EH
B4k4r9 /N\yF /OVLES
B4k4r10 BE5EEZKRIEERIEH

B4k7 EGITHOEESEHER

B4k9 EEREEMER  BEBFRNDILIIX
B4k9rl FHERZDEMER EEER

B4k9r3 EERZEMNSEMER " EBEEZRETET
D B i sl P
BiRE5ETEMERIIBHERL-N?

B.4.k9.r.4

‘—O< B4k9r2 EERELEMERAAEEEXR

DRERRE R




JL = i}
5 R
EEmB B ERERH BE#®TH BrE=E FRAER
EFEmA 20106F1HA1H |2010%1H30H 10 mg S I E
2010F2H1H |20105F2H28H 20 mg = MmE
B4 itk
EEmA EZEMRA
BER®RH 201051 A18
BE#®TH 201051 H30H
BREE 10 mg
ERER = I
EEmA EEMRA
BERI%BAE 2010562A1H
BE#®TH 201052 A28H
BREE 20mg
FERER = I




515

EXEmA BE5R®H BE#®TH BrE=E FEAER
EXEmA 2010F1H1H | 201051 H30H 10 mg = M=
2010F2H1H |2010%F2H28H 20 mg S MmE
5%

B.4 B.4k4 fE&EILEN-R 5 EHH

EEmA EFEmA BEMR®HE 201051 H1H
BE®TH 2010551 A30H
BrEE 10 mg
BEmR®H 2010528 1H
BE®TH 201052 H28H
BrEE 20mg
B.4k.10 FEEFI COEE RFEFAER
SEHER = MmE




EHAER

« B.4k.7 EHTOEERERE

- B.4k7r1 FE-RIEHREICHBESN-FEARER

— B.4k.7r.2 MedDRAREICEITAERER(LLT
O—K)




% FHIE

EERA BR5EAE BRE®TH B5E AR
EXEmA 20101 H1H | 20105%1H30H 10 mg SMME, ODF-%E
5%
B.4 B.4k4 fE&EILEN-R 5 EHH
EEmA EFEmA BEMR®HE 201051 H1H
BE&TH 201051 H30H
BE=E 10 mg
BAk7 EH THEEMFEAIER
FHEH = MmE
FARER DAE




=EmEBEERBE

1l

=2 RDOTN) IR

&l 1EFHA &l 1EFB

EEEA

e DB

B.4.k.12.2
B.4.k.12.3

ZRmERER " BEFRORARE R

EE R EASEER, AEEERBETO
B S ST

B.4.k12.4 B 5TRMERAITBRERL-N"?



=Emix 5 LRlERREIRF TOREMHE MR

A= BEE
EEMRA R ERIR3A R FEIR 5 RR7HZRFIR
EEmMB 5G5S E R FEIR R 5EIRIB ZFIR
PEE
B.2
BER BAEER4A FFRESE
B.2.i.7. 1R FED KR E M LEIFARIRFE TORREHENE 387 587
Bl{ER EEER4A BEREE
B.2.i.7. 1R FED R E M LE|IFARIRFE TORREMENE 787 98°?
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3.4.0a ICH ICSR Data Element
Attribute List

671 A.1.7 Date of Most Recent Information for this Case

User Guidance This date should be changed each time follow up information is received by
the sender. However if the case is amended for any other reason (eg.,
internal review by the sender or expert opiuon) this date should not be
changed but the field A.1.13 should be populated with the walue
“amendment” indicating that the case was amended by the sender. (See the
User Guidance for the field A.1.13)

Because reports are sent at different times to multiple receivers, the
initial/follow up status is dependent upon the receiver. For this reason an
item to capture follow-up status is not included. However, the date of receipt
of the most recent mformation taken together with the “sender idenfifier”
(A.32) and “sender’s (case) report umque identifier” (A.1.0.1) provide a
mechanism for each receiver to identify whether the report bemg transmitted
15 an mitial or follow-up report. For this reason these items are considered
critical for each transmission.

A full precision date should be used (i.e., day, month, and vear).

Conformance Required

Data Type 22AN

OID N/A

Value Allowed Use the format "CCYYMMDD" as described in Appendix A2 2

Business Rule(s)

¢ The date must be encoded in format "CCYYMMDD".
s The date specified cannot refer to a future date

o The “Date of Most Recent Information for this Case™ should be changed each

time follow up information is received by the sender.
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151
1595 zcontrolActProcess moodCode="EVN" classCode="CACT"=
1596 =zeffective Time value="20090101"=<l-- 4 13 =
1597 =subject typeCode="SUBJ"=>
1598 zinvestigationEvent=
1599 =id extension="4A.1.0 1" root="sendersEeportMNamespaceid"f=
1600 =id extension="A_1 10" root="worldWideCaseld Qid"/=
1601 =id extension="4 110" root="worldWideCaseld Oid"/=
1602 zcodel=
1603 <text medialype="text/plain"=B 5. 1</taxt=
1604 =statusCode/>
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