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LDV AT AOFIEIC ST 2 HEFE R OGS (IR BHY R EOIEEFI AR
P—%Et) EEWTHETHD, ICSROEHIL, 7Ty b T7r—L, 7TV r—vark
Y AT LB EE | TIRAE L 72 M) & 2D [EBRA 7R A AE B I HEHL R & Th 5,

1.1 ERAEHR

ARFHENTA RIZBITDHICSR, D7 +—~ v NROARIL, Y REE2EHE£ OB XA
PR—= NP ICEFINE D IERECHB S SN D X912, BEL OTF—XHE TR ST\ 5,
BlzIX, T—FHEERZEDO 7 +—~ v M, HIRFOEERLES, BES, B8R X
HEH RO F[REM: 72 &, AEFGEXIENEH Z DR NS D& 5, HEOFEEOIEHIRE %
FLRT2DIE LT\ D, L7eh- T, EEFIK OIEEGME L AN Z MR T 272011, ¥
e — T — X OMBANERIZMLERNTIT T, 9 LERITAIGERNE VBT 5 &
Th s, ICHE2B (R3) ICSR D7=bDARFEIHEEN A Rix, T —F_X—AEEOER, MKMW
HEREROT YA v EEH S WWERIEOBLESUIEINA 72 &M (technical security) [
BB LT LTV,

1.2 E#HHI

[E P9 K OV EIBRAY 70 B 2 SOIE R e OB O L et i OBl & ZeEffd (B : ICSR) @
S AARHET D LB D D,

o FRETE DI b HIHIHE R M CERER A~ D Rk

o MY R E DR

o RUERANZE LY R OfRx

o HRUIRANZER OfRE

o FRRRBRIHEE (XK —) 2t L72IeBRBINER D b P& B 2~ DRi%

o JHEIY /S MR IRMEFEL] (World Health Organisation, WHO) | EEEHKLE=4 1 /&
v # — (Collaborating Center for International Drug Monitoring) ~M{&1%

LRMEGFROLZHIIT, MELH L7+ —~y b (Bl f=o—H—F, CIOMS I 74 —A,
MedWatch 7 #+— &) XUTEFBER (Fl: A T4 - TI7RA, T—F, a7 hF 4 A

7) pMER NG, MFHBOBRZHICEZEOSMN b L IRt 2E 25 & R bshi

Ay —VREEZFH LIeT — 2 X— AR OEHREZ AJRRICT 2IFEET +—~ v FBH H

ETHD, HROBFIUEDOINTIT, RFELTA FIZRRBENTWD &5 pdl@o 7 —4

HHOESR EFRERRETEIZONT, —BEMERH Y| 2O— RIS R R TH D,
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(A 1)

SEFIRS O L 72 DIZLE, 2D 10 4E T ICSR ORI D H #%*%%ﬁi 2K

ZLBITLTE TR, JERLZEMEEROE FHMEE T IR e EIE N2 2RI R ) e

{725 TW5%, ICHIE 1997 FIZ ICSRIZEAT 5 A E SN EFHEERE AR L, £ DR

DOEEALIE, WETAM YIRS T& 7, ICHE2B (R2) 1334k, HHLEST AR ST
0. BIETIX—H80 ICH JHHIEEE Xk TR S i, BIA FREINTWD

ARFEIET A RIZFEIR S 30T DAEHEIIAG 1 XIS D FZ R 75 #4 B  (Standards Development
Organisation, SDO) & O )z U TR S N-72D, ZOBFIZ—FED ICH 7' AL H(Z
bled, RIETA NIl Ehd A vE— /ﬁﬁﬂ%%%@Kﬂ A A v — VR ERI
V. EFEABIHG R OAE 2512 B9 5 B -1aIEEE# % (Electronic Standards for the Transm1ss10n of
Regulatory Information, ESTRI) @ ICH M2 EWG (Z & o TERk S 417z, BRMICE 21X, BATO
A — UFEREIRNS T FHEE (L% (International Organisation for Standardisation, ISO) . L
R« L~yL « 7 (Health Level Seven, HL7) | M/#E#(EZ % (European Committee for
Standardisation, CEN) | MGfk 7 — & KSHifEife= >/ — 27 A (Clinical Data Interchange Standards
Consortium, CDISC) | [FEEE FZHHEEE R 7B (International Health Terminology Standards
Development Organisation, IHTSDO) & N GS122> 572 % Hfr] 1 = > 7 F 7 7F#= (Joint Initiative
Council, JIC) & ICH & Oz X o> THFE iz, TISO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance -- Part 2: Human pharmaceutical
reporting requirements for ICSR] &> 9 Z @ ICSRAEHERFE X, ISODO Y =7 %A b
(http://www.iso.org/iso/store.htm) 7>H AFTX 5,

2.0 &

Al

2.1 —RMLGERRY ICHDESR

2.1.1 ICHEZD/SR—FF—

ICH IZ, HHY R E & OV R RN E I B2 B L TR R OB S
455 ThD,

ICH |ZBH9 2 3B/ 22 15 & OV ICH O EMIL ICH 7 = 7% 4 MIHE#HEh D

2.1.2 ICH ICSR #H A K354 > DEEMER

RO ICHE2B T A R7 A4 Tho EANEFIZEIERE (ICSR) #1nkd 372007 — XI5
H (Data Elements for Transmission of Individual Case Safety Reports) | 73 19974 7 A 17 HIZ/K
FAS AL, 2000 4F 11 AIZEGET Sz, B fmeE Lo A4 # T 2001 4F 2 H 1T ICH Step 4
E2B (M) A RT7 A& L THRESNTZ, ICHLEEFHA =V TF 7O EBLELT, 20D
Step 4 E2B (M) HA FZA X 20054 5 HIZ E2B (R2) HA RT7A iztks shiz, TORE,
FEHEINE~DEF X727 - 72, ICHM2 EWG I3 2001 45, HFHIF KL %D JEi2hnnb 59,
ICSROHE:T —XIEAEZRKEL, EXTDHILICLsTTF—XIHA OEHEL 2K 572012 [

2GSl IZEBERZRFIEERFET, HRARBEE R 7 X2 —MTH 774 F 2= KT~ R
F = —rOHFE( LU Z BT A0, R REER DY Y 2 —2 a3 VORFEAERE
IR LTV B,
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(A 1)

BERIZEPERE (ICSR) Z & FHINCARIKE T D /20D A & — 2 fthk (Electronic Transmission
of Individual Case Safety Reports Message Specification) | #A K7 A > ZAEk L7z,

2.1.3 ICHIZCBHFHAHETTOoER

F—2BENELL . MR OBEHRAZHICZIE OB NN G D etk E2 & 2 5 &, T — & X—
AN X BIFIF H B2 R OMLER N Al E 7R 7 + —~ v b TS 2R s kT D%
BEMENFICH D, FD, 2125 (RiHE) T~z X 912 E2B CTENEMMICUETEN S &
Il oTz, E2B (R3) A vb—Ulid, 1I0FEL EIChEFH S, # LT C&7z
ICSR THh 5,
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(A 1)

ICSR DFEFWIHRLED RN, fEHER 2 EmT — X HE LB A v — VOB UERDA A
KRTHD, LiznoCTHUE, Bl EEOMOSINE O TEELISNZE A v E—V%
AT ENMEVEETHD, 20064, ICHIZ E2B D 3 EHDWKETDO=HIZ, SDO 2AEN
OB RETNORBEEEDD EVORELZ F LI, AFETA FiZ, ZoH LT rkE=R
TSN E2B (R3) A vt—UaFEETDH A v— VEERKICOWTRIR LT D,

ICH OiEBNO#iPH A2 & HIZIAT., EBRMICTRM S N FERRERE A v 2 — VRS O
BN AIREL 725 K 5. ICH OEFLRHMATH 5 ICH EE ZEE 21T, SDO &1/ L CRISIEXE %
179 EWVWHIEE F L7z, ISO, HL7, CEN, CDISC X TNIHTSDO & ZNZEND HHES R
(TC) M OMRAETEHRAEYE L 2 D Z S F 1T, LV JRWFLPH O BRI A ATRE T, AR
TR B IR BAERE RS 2B T D 2 L 2 KT 57201, W, WL, HRT 24486 T
»BH LI uuun&LTb\é

ZZTEROSDO IF. AEFADERBE vt 22 ko TEAEELOR T, BEELEOIE
AEPERIWEZE L W o RIS HRH L U, RIS B ] = 7 F 7%k L=, ZodFEA =27
%7i\%/A~T%éﬂD@ﬁ%ﬂ%%ﬁéﬂé#ﬁ%”k??%ﬁ% (JIC) 12k o
EEIND, 20770 —FILLoTENETNORBET L2 1 DOEBEOEMERMNER I,
§m$mﬁ>ﬁﬁﬂﬁ_owfﬁﬁ@%;kiﬁ%ﬁ@ofé ICHIZE - T, BFRIERER
FEBHIE DGR ATE ] U, B K OFEAEFER 722 XU T D AR YERI RS 2 [B)8E4 5 7212 SDO & 58
bz Lk, RFMHAZER L, MRS D BTl TRE D,

2.2 #EA=FFITTO ICSRBEREDORAFR

ICSR FEHERIRSIZRE 92 ICH O A4 U P VO FBIEEEBIREZITISO Ve =7 MEEITHD
ISO 27953 & L CHRBIN, D% 20082 BIZHFA =7 F 7 av=7 h& L TER

Nice Bl EDO=— AR OEELRENEDO=— X% LT 2 L 0 IS L SNT-PER T — 2 D
EFRIRZHIC L > T, BEOLEMA2H L&D 2 LICIERRBELAEE > Tz, =
@ ICSR AZHEM &1L SDO OFAFIA & Bz S,

ISO 27953 1%, ISO /ST B 2R N545 ([EFEML L 2PEEA - ICSR DRk N7 — X HH) |
HL7 ICSR Release 1 O HAFEHE & O HL7 ICSR Release 2 Tdb 5 7B D 7= &> D B i fE
(Draft Standard for Trial Use, DSTU) IZE S NER PR v —VHERERE LI b D ThH o7,
ICSRAEZHERIMIT ISO N vy hFrkv R, bbb A% (Draft International Standard) . #
FEIEEH #425 (Final Draft International Standard) & ONEESHI#%  (International Standard) Z 3@ U T
BA%E Shutz, AREMEHIRSIL 2011 45 11 A, EREBIRE & L CTISOIC L BERINT,

2.3 FAyt—TEERKORE

HL7 version3 (V3) A v —IAEHERIL, HL7 EEERMEBHRIEE O SPHN TR S 5 B
TEMOFHHITT V& 5. 1SO 13 HLT Z A0 AR ERIRS 2 58 K9 238 B L 3B T %,
A OFHAZRER U TR MERIME 23 ISO/HL7 21731:2006 Health informatics -- HL7 version 3 --

Reference Information Model - Release 1 Cd# - 7-3, HL7 V3 IX{EEEEWRT 7/ 1 V— OHIME
— KN ZHET BT DICBF S iz, HLT 2815 # T 7 /1 (Reference Information Model, RIM)

3HL7 7 =7 %A b http//www.hl7.org "S5 AFTE 5,
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(A 1)

IXHL7 V3O LEHETHY, HH5 HLT A v —Y ORI L /e b kT T L Th 5, RIM ITHF
EDINRICBNWTHERT —ZANEEZERL, 1 DDA v E—VEERT HEHOHEAIZL -
TIaz B2 TERMNCAAET 5 BERAIGERAIRE & OB AR RBLZHET 2, HLT V31X AT A
W OFH B EVE 2R T HARD R &2 3BT 5, HLT BT /VICHI L Sc HIEmB ER S AT
L AEMAME EERZBROT- OO0 a3 ot oY AT HES AR OB ICHH STV D,

HL7 V3 * v & — 1L XML 22— FMEMESUZ IS <, HL7 V3 IZOWT S BICHM Y 7ZWGEIE,
Andrew Hinchley @ [ Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition | ZZM I {72y, 1SO/HL7 27953-2 #EYEHIM 13,
HL7 ICSRR3 (Health Level 7 ICSR Release 3) ARHEMIFS(Z LS <, HL7 ICSR R3 AR HEMIFS (3
HL7 V3 Z 32 LIZRBRIR A v =TV TH D,

[1SO / HL7 27953-1:2011 Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting ] & L CHE S 117z ICSR AZEHEH]
FEOMEAE, BB, EREER. B, (BRSO EMB BT 2 A v — I Rk
EXETHHLOTHDH, ICHE2B (R3) A vt —JHEHERMKIL, ICHE2B (R3) ¥ —4HH®D
BFHA vy =V 23ET D ICHY 71 v b FHERK 252063 % 1SO / HL7 27953-1 7> & il
#)E 415 1SO / HL7 279532 FEHERIMS 2 JLIC L TV D, Z OFEHERIS X TICHY) 7> ) Th
5HDD, ICHE2B (R3) EIEH A FIZFEIR S 40T P Vil R 2 8 2 7 sl Ko OVEF 1
(CHHT % Z L TE %, ICH O K SHIS O F1IZBE3 % 1SO / HL7 27953-2 11
BUSEOIHBIZOW T, AICH ZEIET A FTHRY EiF72vy, ISO/HL7 27953-2 DAL, 1SO

7 =7 %A (http://www.iso.org/iso/home/store.htm) 7>H AFTE 5,

2.4 FFHIICSR & (Ffah

2.4.1 REELEBFH ICRZBRELELEDL

ERGERIZ2 2P (ICSR) 1XF & LTHEOLLEZTD | OWTIIARE LM T 5720
RS NG, S50, WD T A 7 A4 7 BERRBRT ORI 5T, GEEKREST-%
b R 72 2 BVE DB O - O IR E R T ICSR 5T 2 BN H 5, BRI IXE
WIEEEREL., ORI E O DO RN T — 2 2R HIIANTFTIHZENTE S,
IHHOREIZI D RN )E, BRERGEARESE (MAH) | [EARET5 (healthcare
professional, HCP) M OWHEF I IEIRLOFEHIZ OV THo 2 FRICHES< L0 LWz~
ZENTED,
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(A 1)

TFNZ R < &L HIESOBEN Y R OBEEXIIC L > TA v =Y K () NEOEEHS A
Bp0, 27— F XY v bRAE T THREEOAENET, @0 KIL ICSR DR L1
TOREMHEREZREICTHIBZENNH D, A S ITEERERRIT, T X > THAEEH N A
REL e TEERL) Y — L OB ZEEHIRTITT THDH, EdM SN EBERKITT —2 0
R E O HEHME A R L L. IR E O BN DOBMES 2/ MET 5T IC b R 2725 9, (R
WREORISKERIZ 5 LEZHEENS, T X TOHKENFHT 7200 1 SO En-f
ERIEREFKAZHIE L, KRR THREEIL T 5,

2.4.2 HTD ICSRGEAHEEBFHRHOFIR

ICHE2B A R A v %3IET 572, ICHM2 EWG (L2001 452 H, [ EFESIZ 21 #H
(ICSR) #EAFHNAGET S 720D A >t — (1A% (ICHICSR DTD Version 2.1) Z#&/N—2"=
> 2.3) &3F LTz, HLT =X Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) (Z X2 EFHIA v — OEHEICET 2 EITEEL BB SN2,
ICH 1Z 41, 1HHASHDOFE EOFEHERETZ 572 Z L2 BmIC, WH~—2 7 v 7 SiEHN
(Standard Generalised Markup Language, SGML)  (ISO 8879:1986) =2 LWV~ —7 T v
TEE LTE#EIRL7Z, SGML (3 ICH Ul B T L ShHEFHRX Ty bbb AR—FL
7=

L2 L SGML 2 < XEFEFE (Document Type Definition, DTD) 7 7' 0 —F (3 H 1305 72
YU a—a s TERY, LER> T ZITRTRHO A vt — VEERK L XML 2 % —~
WZEEDL, ZORIWZELLT T 5%,

2.4.2.1 =—H 7y JEHE

1988 MO THE 72 SGML 1L, b Z L EMIChI- > THHERZFAATREICL TR (fR
17) LWEOHDHEEEMOEHISCERLZBRZARRICT 57201, BICEOHEE ENE LR
BB LTI A o ENT- ISOEUERK (IS0 8879) THDH, ZhEIHiZ, SGML DA 72T
DERIFEAVEHRLENS, SGML LV o I fliif~—2 7 v 7575H1#9 (Extensible
Markup Language, XML) MEG LT,

SGML DA, MiE (b SN XENANTH H7-DIZIE 1 DO LEAEZ (Document Type
Definition, DTD) Z#Z& M4 2 M3 H %5, DID &%, SGML T XML Z /B K itk 4 % 7-
WO —)LThDH, BHHEIZE 9 L. DIDIL SGML X XML TEN 5 CEICER SN DR
(HH, BYE, =07 47 0 MOSRGEE) 28UET 5, DTD BMERK S 4L, EAUTEES W TIE
DEIND L, XERZODID ExtbENs, ZEFEANVTF—ra v LIRS, XTERZED
DTD IZ&H 5 HHANZHE > TW VX, £oXFEITAE b, DTD OFANZHED 22y SGML,”
XML CEITEZ & S D,

4 Co-existence of Traditional EDI with XML-EDIL,” Skip Stein, Management Systems Consulting, Inc.,
http://www.msc-inc.net/
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(A 1)

DTD |3l % O XLEDOER SN AMEE 7+ —~ v NEHET S, XMLIZSGML LY 7 L%
INT, B OoF =2\ artv 7 FAHY .. WAL XML OREARHZER N 13
HB ) OBERFBHEEZWZTN, BEOEXOE Yy FRLPERENDZHEBED Y A MZOWTIL DID
LML, XMLIZAF—~< EMEEN D S HICEATEH S 2 ET, XML A% —<(2k > T
S HICHEMERHRNEA CTE 70 TR, BEXOTFT—XIc—BOoT7 LX) T 4 —%FF
BT EMTE D,

—f%IZ DTD (3 3CERLT F A MENTUEFRICAIWV TV D, XML A ¥ —< (37 —F ENTEFHRIC
BHMEWTWDS, DITDIZHEIRIBED 1 DX, TNONRHEEAF—~<E V) OO D
DERFFIZERTZETHDH, XMLIEXIEL T—E) THhHH, FRANFICEDIZT 78X T5
72D 3035 #0EEE LAV, & 512 XML A F—< | 38E, RELR ORI 287k T,

ZHUTIERE TORETH B,

XML (Z1E, 3°_XTD XML 73— —|Zfi#4 72 < Unicode MFET D EWHFIAE H D, Fitd
HOEEE, AT L A YD SGML »X—H%—{% Unicode ®H R — k 22t L7227, Unicode 133CF
ZTEiC TEA] oa—F 7)) 2RET D, Lol THRNRIE TLERESND —H,
BEHER (A X, B, 742 RXIIAZAN) 1T 2T T 50 —R0U — 7ty
EoT 7V r—ra s b, TO LI L TEEMOZELN XML O IS AGA F
NTWNAS,

2.4.2.2 BFHREOFR

XML IR —4 7L CREEREFEEN T RN b, ICHIZ XML AEXT @I L v#EL
TW5HELT, ICSRIZXMLAF—~28MT5Z L, XMLIZTXTOT T v M 74—
L THEROB AR AICHATE D, XMLZE S &, D HIETIIMBERA D Z DT
RUWMERE I T EMEL, ZoDar Y a—F VAT ARBITZITETZ ENAREIC R D, XML
N7av AfEE (XA vye—) Hodtlo o Roe -T2 250 TH 5, [EEEAERKIC
FoTHFENTWEH0T, FIHARRETH 0 Felt 59,

5 Tittel, Ed, Pitts, Natanya, and Boumphrey, Frank. XML for Dummies. New York: Wiley Publishing,
Inc., 2002.

6 Beyond the SGML DTD, Frangois CHAHUNEAU, Directeur Général/General Manager, AIS S.A., 15-
17 rue Rémy Dumoncel, 75014, Paris, FRANCE, http://xml.coverpages.org/chahuneauXML.html

7 XML: What HTML Wanted to Be! ', Norma Haakonstad, National Accounts Manager, Arbortext, Inc.,
1000 Victors Way, Ann Arbor (Michigan) 48108

8 Unicode. Wikipedia<http://en.wikipedia.org/wiki/Unicode>, 18SEP2008.

9 The XML FAQ, Version 4.56 (8 August 2007), Edited by Peter Flynn, Frequently-Asked Questions
about the Extensible Markup Language, http://xml.silmaril.ie/
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(A 1)

ICHICSR %, #{Ee E DRERARETERWVENERH BEHEROIRN L REE BT DH T
L CHERGOBEFHRRE RO 2 EE L TV 5, BFHEREICIIRD X 5 BRFEN G 5,

o ICSRT — 4 Z WA M CWLIR T HRE ) & @D Do

o [FMAENIEL T HMBE~DOIERIZREERSICT S,

o Ao T B AvE—VOABHMRRER IR EZ AIREIZT 5,

o FENTHDREMET — X WEE BRI T 5,

o T4 () BEEBIVLERER L R/NRICIMA DI ENTE D,

3.0 WHABBER

E2B (R3) 2B RHNTWVWD K I REBERFHEAYAR— T2V 7 b= THERZBEET D
Wi, BREAOFHRE IOV TOERFHZ 0 FE L, EFA v E—UIZIEfHICK RS
HEDICHVMIeZ ENMBETHD, BEFIHA -7 —XHEB OIEMRESR (XML A
X—=) ZETT TR, RN RIERCHD = OIZ R XD T — X THH M O BE6R & #E
FFLZ20hude o2y, 7— 2 BEX, JBEY A b, #fif 2 — F&XOVICH ICSR A F—~<#ill#)
DBAE Z 2 ICSR DEBEFHURELZLHET DY 7 VY =2 THREOE 7 a2 TH 5, ICH
ICSR A vE—0%, E2B (R3) NEOEXT > HIE EMICHER, RELLLBWER BEF4
DT —HY v MEREZATREICT D, REEN A K 3ETIE, EMER E2B (R3) T —XIHH LA
FATRE CACHAATHEZR ICH ICSR A v & — Y ORI MHDOHERR R % 5% 79 %5, ICHICSR A ¥
TV ER AR —< T (A) IZREHIN TV D,

3.1 [ICH ICSR B&:EX

E2B (R3) ICHLEESNZICHICSR A v —OFEEARER & XML h 1 & OFRA2K 1157
T, MothoznZnoRy 7 AXE2B (R3) 7 — X HAMEEICEBRT H2EELY, B A b
(B4 ) XN TWLZEDTay 7 OF—XHHEZRLTWS, FIZIEKOR Y 7 A C1,
TEPIZ B2MERE O#MFNE E2B (R3) T—XHH O C1IHA2KRE E2B (R3) T—XIHHA Y A MM
ZFHNTWA Cl 7 ey 7 DHEEE2HRT,

E2B (R3) fEERIZHA, &, BEALUY KL ARSI Xy (FR7vny ) 2%

BLTT—YHAMAOBREZEXRT D, HAROZ 5 LEEBRIIEEREH Y, KO X DI
REND,

ICHICSR #4074 R 20164 11 H 10 H

21-



(A 1)

o 1.1 (A TLH)
e 0..1 (HHTER)
o 1.n (1 %Z%HETUA)
e 0..n (1 XZXHETERE)

3ATEOKIZZNE I HITHELLELEZDLDO T, EHEL—F =2 ICSR O X F X F iy OFF A
BRZHME L, 77U r—3 a VEREEN E2B (R3) HHEICHAT AT A &h. B
FEENTZ XML A v v — L OREEL 2 BifiE3 5 OIS,

X 1:ICHICSR % 1

[ ICH ICSR j
C.1 PN ® D
ERRSIRE DB 1.1 1.1 B
C.2r P < E.i
B BomEEE *— 1..n BlfER BEER
C3 F.r
ERRLIERED o o1 mzopmimEssaE
REZIET HIEE 1.1 0..n RUREDHR
C4r o G.k
c5 - ° i
T T ~ 0..n 1.1 ERBERUZ OOERORER
ALl
1
_._< 1%% (1..n)
by
—e—| T
BB
%% (onn)
ZE
—0O—] 1x1 (0..1)
\ L == /

3.2 E2B (R3) a—F+tv b, FHARUVEE

ICSR ADIEH OGS L < iF=2— MUz S @ Bl EETEET 5, €9 L
HAFEXZa— Rty hofTh, BECHMOBN UIE =2 — R & —#iE—&RI T, %<
DOT TV r—va SN TS, ZTALSE MedDRA ([HESEFEHELE) O K9 7R
DEICHHME LT HEECH D, ICHER O RMN 22— R 2 M3fic b b5, 22 Tl AE
A RTHEHTHE) Lica— ey b, HEEAUGEEIZOW TR L5, 34HTHARICAE
W72 T A X A ™ T,

a— ey hOEIRARERR (B 0 7 —2M) & 34 HTRTA, TNOIFIARTET A FOR

KIFRTHRIO D Th D, HAERITHE LWET R O LW IE Lo =—X2H&bE T, #RE
CEDL AR D, BEIIC, 33— Rty bOASYF—a ARk (] §FFa Sz Bl

ICHICSR 2841 K 20164 11 H 10 H

22



(A 1)

Ty NROME) 28D 5O AHEELEHTAMETHY . a— Ry FORFOHE
BRSSO A b B LB S 5,

a— RNty MEEE B BTSN HNT 7 +—~ > P ROME) I3HEEE A BT S
0 BENED B, 25 LI IIAREE Y A KOAR L Rl b ~i— 2 ThEb 5 AN

R BT=t, T— Kt b OB OS5 10134 IR A D 5 LA
b5,

7= 2 Mgkl 7 (Object Identifier, OID) X, A7 ¥ =2 NERET HI2ODEIITH D,
ZOEINL, EEEESREEES (International Telecommunications Union) ASN.1 FEYEIRFE % F]H
L CERITHUE SN - E % 2 34125 M 2 =T, BONER TXE 6 v —fe & D5,
XX 17T 0F) EMEENRD Y A RE L TREND, il 21X MedDRA &5 HIEEEIT OID
2.16.840.1.113883.6.163 THFE IS4, ZNE 7 7 FTET & [joint-iso-itu-
t.country.us.organization.hl7.external-code-system.MedDRA | & 72 %,

OID | IflBl 2 %8k 35 Z L THREMENOATTHZ ENTE, AFLEHEBEILERSHN
1A 1T RGEBI & L CHEOMEENES ATV 27 NMTTFDOID DA 2 N TXx %, ICH
1Z. ICSR A v E—URHIIBWTHEHIND 22— FMERZFHBIT 5 OID &AL T\ 5,

RIEDF 1~7121%. ICHICSR DF—ZHEHHE D a— MMUIZEH EN 5T _TO OID D—E &R
T, ICHRAE L7 OID D—&IXICHY = 7% A hIDBAFTTE S, £ 1~70 OIDIZHZ T,
—HEOIE B O HBYZ2 XBI9 5 7212, HL7 23848k L7-—#5D OID % ICSR A v & — 2 T

42 B AR EEREOT —ZEA Fr4 KOFrs Tk, MEE) & TEfE 2 X504

D2, FNENE/D OID #FEHT2) . £ 6@ HL7 A6k OID (X LL FOFRITIZFLak LT

WA EBROMHICEI LTI _To OID #+8% 1 (D) OBMHINRT,

ICHICSR #4074 R 20164 11 H 10 H
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(A 1)

3.2.1 ICSR Ay&—CTHATHIAERVER

3.2.1.1 IS0 EZES#A (Identification of Medicinal Product, IDMP)

ICH D /1% 15T, ISO VXIEFEMIZRET 2 F MO % b3 2 72 D1 —H O E HHEE % BRI
L7z, T o3BG, SAELROHERMOERMLHFEE O~y B 7 2 RERICT 55
F ORI 5T, [HEE A - BA OB N E O A 72 TS (B BRES) LD~ v
v EAREIC T D R T b & T,

ISO IDMP #EH#EMM I LL T % & T2,

e [SO 11238 Health informatics - Identification of medicinal products- Data elements and
structures for the unique identification and exchange of regulated information on
substances

e [SO 11239 Health Informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging

e [SO 11240 Health informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of units of measurement

e ISO 11615 Health Informatics -Identification of medicinal products -  Data elements and
structures for the unique identification and exchange of regulated medicinal product information

e ISO 11616 Health informatics - Identification of medicinal products -  Data elements and
structures for the unique identification and exchange of regulated pharmaceutical product
information

ISOIDMP ODHFEZ AT AT — ¥ HEBZALEI4HIZHE LAY, L L, ISOIDMP H:E
SRS (B 32— F) XUTXZF OGN RWEE IR, RKEETA RREOFRE 2— NMEbd
5120 DR BERICOWTORRRFHEAZ R T 5,

ISO IDMP OB H HZENFIFH AIREIC 2 5 % TIET — X H B IZE &V —)V % 1
O %, FAEBEUORAT (=2—FK) %, ISO IDMP EHHEN FE SN 5 £ TII4A Hisk
THREELTH LW,

ICHICSR 2841 K 20164 11 H 10 H
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#1:E2B (R3) ¥—#IEHB KO IDMP OID

(A 1)

ERBAIT BERA ZROoID!Y
D.8.r.2b EERESHBAF (MPID) ISO11615 MPID
D.8.r.3b A AIF (PhPID) ISO11616 PhPID
D.10.8.r.2b EERHSHAF (MPID) ISO11615 MPID
D.10.8.r.3b A AIF (PhPID) ISO11616 PhPID
G.k.2.1.1b EERHSHBAF (MPID) ISO11615 MPID
G.k.2.1.2b HEEAF (PhPID) ISO11616 PhPID
G.k.2.3.r.2b B/ BFEMRSDID 1SO11238 IDMP Substance
S O (7 1SO11239 IDMP Dosage
G.k4.r9.2p BERm AR OID Forms & Routes of Admin
N 1S011239 IDMP Dosage
G.k.4.r.10.2b B EZEBROID Forms & Routes of Admin
N 15011239 IDMP Dosage
G.k4.r11.2b BAORSREOID Forms & Routes of Admin

3.2.1.2 MedDRA (EFREZMAESR)

[EB5 [ FEH B4 (Medical Dictionary for Regulatory Activities, MedDRA®) [FEIE S K NE DD
R (EREERE T 7 F o7 ) O EBET 2 HEFELREROGEIMHEH I NDIE
FHREETH D, TNHDOT —% % MedDRA HIFEIE Y v Mz =— R 25 2 & T BlHN)E
B OBSEAR B N EPRIL SL OZ R RIS BE T 5 7 — 2 & L 0 S OpT Lo3 < 22 51,

MedDRA %, ICH 23BE% L, ICH O{RER L U C EHEERIKL (K# 4% (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) WFTA L T\ 5, #MEAFE PR

(Maintenance and Support Services Organization, MSSO) 7% MedDRA D& # | Hiks & OELAG 21T
9 &L HliZ, MedDRA & RS FR OBLHIY RN COZ ORI 2 Bl A 55 L <
W%, MedDRA IEFiE ITHFEOELREZ HEET D, MSSO IIZEFRAICIEE) L TV 5 EATD
TN—TBHY, WOEPMABENORBEINTZT R COEFELFEL, TOREHFITHEFEICH
BRIET 5,

ICHICSR TRIMER X IIAEESL, EKFHoMHEE, BEER Y., < ORI SO = — FML
IZ MedDRA Z i 42, A FDF —ZEHH TIL MedDRA /&7 (LLT) 2L 52— KMz 4
FHL45, 1 OOICSRIZODE 190D MedDRA NN— g LI TER2WZ LICEET S,

10 Z B 1388k OID B2 — ROFMAMNAIREIC 2 o T2 b ZNHICE S BRI DD,

1= ® MedDRA Df#E#iix MSSO D = 7 ~— (http://www.meddramsso.com/) 75D 5| H T
H%, FELUIZDICHIZHT 2V = 7 _X—=v &S Rancn,

ICHICSR 2841 K 20164 11 H 10 H
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#2:E2B (R3)

5 — A I8 B & O MedDRA OID

(A 1)

ERWAT ERA 2 fROID
BET ABRBERUMEER (KE/FiL
D.7.1r.1b = Z0M) (MedDRAT— I 2.16.840.1.113883.6.163
D.8.r.6b FRAEE (MedDRATI— R) 2.16.840.1.113883.6.163
D.8.r.7b El¥EE (MedDRAD—K) 2.16.840.1.113883.6.163
D.9.2.r.1b MESNFEE (MedDRAT— ) 2.16.840.1.113883.6.163
D.9.4.r.1b Bz & B%EE (MedDRAO— K) 2.16.840.1.113883.6.163
FOEET 5ARERUVMEER (BE/F
D.10.7.1.r.1b feitm 2 by (MedDRAD — K) 2.16.840.1.113883.6.163
D.10.8.r.6b FRAEE (MedDRATI— R) 2.16.840.1.113883.6.163
D.10.8.r.7b El¥EE (MedDRAD—K) 2.16.840.1.113883.6.163
E.i2.1b BlER HEEKR (MedDRAO—FK) 2.16.840.1.113883.6.163
F.r.2.2b #B&E4 (MedDRAD—K) 2.16.840.1.113883.6.163
Gk.7.r.2b {HRAEH (MedDRATZ— K) 2.16.840.1.113883.6.163
H.3.r.1b EEEIC S SBMA MERBKU R IIEIE 2.16.840.1.113883.6.163

A BEEEROBN$E (MedDRAO—F)

ICHICSR £ 74 K
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3.2.2
Identifier, 0ID)

Z 2 TIX, ICH D 7= OIZHBNCHER SN T AREE T A FIZBfRT 52— Rty NETNOID O—

(A 1)

ICH ICSR FHICHER SN ICH AT 50— FEy FRUFT TP/ FEBIF (Object

BREETT S, 2NHDa— Rty MIICHIZL > T, ICHD-DICHE SN,

#F3:E2B (R3) —ZHEBKLOCICHICSR X vy¥&—Y 22— K OID

BRI ERA4 ICH OID
N.1.1 NYTFHD Ay E—SDIELE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 wmEDIESE 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 KEGIDE—EEE 2.16.840.1.113883.3.989.2.1.1.3
C.1.11.1 WMEWEMSIE 2.16.840.1.113883.3.989.2.1.1.5
C.2r4 & 2.16.840.1.113883.3.989.2.1.1.6
C.3.1 EIEBEDELE 2.16.840.1.113883.3.989.2.1.1.7
C5.4 BMER EEBRIERINI-HEBRDOIES 2.16.840.1.113883.3.989.2.1.1.8
B'] 1 '1 - BEORHRIRESRULOERE 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOEHE BEEOXBEIZLD) 2.16.840.1.113883.3.989.2.1.1.9
H - - T =

E.i.3.1 i;ﬁ" FOTERLSNIEIER BT 2.16.840.1.113883.3.989.2.1.1.10
E.i.7 REBRBORER  AEERDEIR 2.16.840.1.113883.3.989.2.1.1.11
F.r.3.1 BREHR (3—F) 2.16.840.1.113883.3.989.2.1.1.12
G.k.1 EELESOMET T 2.16.840.1.113883.3.989.2.1.1.13
G.k.4.r.10.2b BEZBOID (E2B (R2) )

' 2.16.840.1.113883.3.989.2.1.1.14
G.k.4.r11.2b BADIBEERBROID (E2B (R2) )
G.k.8 EELICH L TERLOAENE 2.16.840.1.113883.3.989.2.1.1.15
G.kJ9.i4 BRECEMEAIRBHRLEN? 2.16.840.1.113883.3.989.2.1.1.16

EERICET 2 F0MDIER (23— Kik)

G.k.10.r (BB =T C 48 Y R 2.16.840.1.113883.3.989.2.1.1.17
ICHICSR #4714 F 20164 11 H 10 H
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(A 1)

#F4:E2B (R3) —%HEBKLOGICHICSR X vy¥&—Y 22— K OID (ICH #IfRfF UCUM 22—

K)

ERWAT R4 ICH OID

D.2.2b BIER BEERXEBFOEE (BAD) 2.16.840.1.113883.3.989.2.1.1.26
L | 3 = == = 4|

D.2.2.1b %EF?ﬂWm/ﬁ=$%%ﬁﬁwﬁﬁj 2.16.840.1.113883.3.989.2.1.1.26
il (BEfL)

D.10.2.2b HOEH (BALD) 2.16.840.1.113883.3.989.2.1.1.26

E.i.6b FMER.  BEEEROEGIAM (B 2.16.840.1.113883.3.989.2.1.1.26

G.k.2.3.r.3b SE (Bf1) 2.16.840.1.113883.3.989.2.1.1.25

G.k.4.r.1b BE5E (BfHL) 2.16.840.1.113883.3.989.2.1.1.25

Gk4r3 BEMROER 2.16.840.1.113883.3.989.2.1.1.26

G.k.4.r.6b EELESHAM (BAL) 2.16.840.1.113883.3.989.2.1.1.26

G.k.5b %gg(ﬁﬁ%g%ﬁif@i&hk%g 2.16.840.1.113883.3.989.2.1.1.25

G.k.6b BRERFOITIRAM (B 2.16.840.1.113883.3.989.2.1.1.26

. EEROBRSREBEMISEIER BEEEX
G.k.9.i.3.1b 4 T OB () 2.16.840.1.113883.3.989.2.1.1.26
G.k.9.i.3.2b BERRORRESH LBIEA FEERR 2.16.840.1.113883.3.989.2.1.1.26

WETORMERER (B

Fr3.3 TRERKE] oW TiEfisnd 5, ZOHEBIIEA REMNEZ AR E TS0, ICH IZ
Z OIEHBE IR L CHIBRAT UCUM 22— FEELL Ty, AU o UCUM U X R
UCUM 22— R&ERTHZLENTE, XBIZOID i InTWV5d,

ICHICSR £ 74 K
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#5:E2B (R3)

(A 1)

F—ZHEB KR ICHICSR 2 v —4RiZ2f OID

ERWRT R4 ICH OID
N.1.2 NYFES 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 INY FIREBEHBANF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 INY FREBHBANF 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 Ayt —UREBEHBNF 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 Ayt —UREBHBNF 2.16.840.1.113883.3.989.2.1.3.12
-, E p—— - K [ :'—_E I
C.1.1 ﬁ?% CERRER GER) REMREHE 2.16.840.1.113883.3.989.2.1.3.1
C.1.8.1 584 (2 B A 0 fE 1538 A1 F 2.16.840.1.113883.3.989.2.1.3.2
81 'g'] ;; o I3 F DR $RIR B CME IR F 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.r.1 HEBOEHES 2.16.840.1.113883.3.989.2.1.3.6
C53 HERMKIEEE (RRVH—) OHBRES 2.16.840.1.113883.3.989.2.1.3.5
FEOZEIBRBSRUVZTOERRE BIE
D.1.1.1 EmaEES) 2.16.840.1.113883.3.989.2.1.3.7
EEOZEEHRBESRUZOERE (EM
D.1.1.2 EmanEES) 2.16.840.1.113883.3.989.2.1.3.8
g;). = 23 = N I=E 5“ =
D.1.1.3 ’?2%?“’ ,\Laﬁgﬁ&u%w R (Al 2.16.840.1.113883.3.989.2.1.3.9
SRR ES)
EFEOZEIEBRUVUZTOERRS (HE&
D.1.1.4 DETHEEEIES) 2.16.840.1.113883.3.989.2.1.3.10
G.k.3.1 RBDHEES 2.16.840.1.113883.3.989.2.1.3.4
# 6 : E2B (R3) 7 — % HB RFEFRILE A v —U4ARI12EM OID
ERWAT ERA ICH OID
ACK.M.2 FEASE /Ny FEEELRF 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 RS E /Ny FRELZBRF 2.16.840.1.113883.3.989.2.1.3.18
ACK.B.r.3 ICSRA vt —UHERILERIES 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r4 ICSRA vt — VRIS EEIES 2.16.840.1.113883.3.989.2.1.3.15

ICHICSR £ 74 K
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(A 1)

# 7 : ICSR,/FERIRE I8 D HATHY OID

Hffra—F ICH OID

ELIzF7YPara—F 2.16.840.1.113883.3.989.2.1.1.18
BREANI—F 2.16.840.1.113883.3.989.2.1.1.19
BYL—Fia—F 2.16.840.1.113883.3.989.2.1.1.20
BYMFontzIoT4 T4 DEE—FK 2.16.840.1.113883.3.989.2.1.1.21
WERMKRI—F 2.16.840.1.113883.3.989.2.1.1.22
WEMEFITI—F 2.16.840.1.113883.3.989.2.1.1.23
7FriarvsA4ra—~K 2.16.840.1.113883.3.989.2.1.1.24
XEBBA—HF (Y —a—FK 2.16.840.1.113883.3.989.2.1.1.27

3.23 ERMREI—FEY b

Z ZTClE, ICHIZ X » CTXILICH D72 DIZREBNCHER SN TR Z DO H A X2 AT
BT 52—ty NEDOID DY A MR T5H, b0 a— Rty NI ICH LA OR
EOFRICE » TEE I E G CEBEMICHEREF SN TS, 207D, FRMELE N7 +—
~y MIZOa— AR L TV OHEBIIC L > TERSND B DIZRES D,

Avb—URTHAISNDEREE— Kty N ROOIDIZIZL TR H 5,

e 1SO3166Part1 (alpha-2) — [EXROZED FALXyDFR=T— K — Part 1: [Ha— K, [EH4,
B OHIPR | o0 B A ORI I O 4 xS 5, (EFE2 XFEa— 1K)

o ISO 5218 — IHHAERENT — & P OMERIZRD =D 22— R,

o 1SO0639-2— SEHFZTRDEDHDIT—,

e UCUM — HIEHN DO#—=— F (UCUM:The Unified Code for Units of Measure) . K3
o NFIREBEN S 12

o INLOAHa—FEy MEMHHAT S ICSRT —XIHB ZRFITZET 5,

12 http://unitsofmeasure.org/|Z UCUM (22D CDOFERIZ2 EHN B 5,
xml X% html 2T http://unitsofmeasure.org/trac/2> > UCUM KE#EZ X 7 o — KR35 2 &0
T&E 5,

ICHICSR 2841 K 20164 11 H 10 H
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%= 8 : EfEE#Ea— R >  OID

(A 1)

THEWAIT | B Ta T smom
. ISO 3166 Part 1
car3 HEEDOEI—F (alpha-2) 1.0.3166.1.2.2
. . e ISO 3166 Part 1
C345 EEHEOER (Ba—F) (alpha-2) 1.0.3166.1.2.2
- ISO 3166 Part 1
C5.1.r2 HEBROEEE (alpha-2) 10.3166.1.2.2
D.5 ;1] ISO 5218 1.0.5218
D.10.6 BRI ISO 5218 1.0.5218
, BE—REHRICE YHRESNIEIER | 1ISO 639-2/RA
E.i.1.1b o EEmSnO=E (alpha-3) 1.0.639.2
E.i.9 IR HEERARELEEOR | oo o0 Pt 403166.1.2.2
(alpha-2)
F.r3.3 REGR (Bf) UCUM 2.16.840.1.113883.6.8
o o B2 ISO 3166 Part 1
Gkz24 ERRZEATF L=EOH (alpha-2) 1.0.3166.1.2.2
- ISO 3166 Part 1
G.k.3.2 DR (alpha-2) 1.0.3166.1.2.2
H.5.r1b EABERUREEOBRORMER | gy | 106302

FRIZEENWFEISAN 1 25,
KO MR

I A DA R F |

EEHEZEICEAD (ER) LM
(C.1.8.1) THEHINTWDHBFIX.,
FIHLTCa—MbEnsbiFTidinizy, EFITEEN TV,

ISO 3166 Part 1 %

LorL, ZHh 6 Ol

FIIF OO —EFNZ ISOE =2 — FERREZFEHL TV, FliX C11 BT 2FHDOF5|

RO L,

3.2.3.1

SO 3166 Eo— FOFIA

fERERZE S (ICSR) WOEIKN, AEFG, BEE UIREEITEFRT 28507 —
X TEHHCEEZFET 5, E2B (R3) TIZE=— FEME T2 7 —XHHBIZEBW T, ISO 3166-1
alpha-2 #Z M4 5%,

ICHICSR £ 74 K
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(A 1)

3.23.2 AytE—PIra—T414UIDER

ICHM2 X ICHEHA FT7 A4 VNESWTERSINTZTRTOA vE—IJIZBW T, XML
Ayw—Vxra—F 4 72 UTE-8 DEHZHERE L TV 5,

3.3 ICSRDnzkI<B¥ % ICH E2B (R3) 4k

E2B (R3) OfLARIE, REICHOWTOEFTFHELOFMOFS| & LT, ICHICSR DT —H
HHE OFFMR B Z ED TN D,

3.3.1 HIERMKELER
AR MRS TR ERRSE R R E L TORSE LU TE2ZATHRITNITR 5220,

o — ANDFHHITE ZHRE —FBHTE HREOHEIIIEEDT —XHBDOWTIN1DOTHE
mEEZLND B A =, Filn, MR

o —ANDOHBHITE ZHREEF B TE 2MEEOREIITELEDOT —XTHADWT N 1D
TR EEZLND B £ =2 %L, (EFT. EHK)

o VOO, BERS CUTER)
o U ODYERE A AR

TR TRIKROEHR ) 2oV T, Hillk L~ TENOBGEELV— VB ET DT LD
b5,

Wl TE DA Bl A =T vov, e, MR TR TE SWEE (B
b, ERT. B OREICIIEEOT —ZHEOW TN 1 DO TRS &%z%
hd, ZORMEY ZIZOWTIZICHE2D A4 R7 4 > 513

(http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html) (Z5E L
o WA B AND D, e, BELREEVER—-AHOZLbHY 5508, LD

B b REROREELEIWHZ L TWDLEZXD, FAFRREECLY, BEOA
=X VREDMOEEFIF A MEIEET S LN TERVEGH S, L
L, ZNTH DIEHOT—FHAICANTRRBERH LD T, ZOT7—FHAIZ
DWTHRHDOFG & 2R 2,

3..2 Ayt—YHOT—AEEDER

ICSR DAREIZET D H A X Ak, lx ORIWER, /A EFSME 20T 2 7-DICFH7ed
TOMET —F 2 BETRICHT-> TORELZET, ZOHA X AT Lt% v —
HEHIFRIE, ICSR ZRIMBIET HZENTE S, LL, TRXRTOEECBNTTRTOT —
HIHH OIERNBATARE L TR LN THA 9,

EEE, IZEAEDICSR TIIMHEHEOT —XEEHBPAHATHY . REOHTEEI R,
ICSRIZEBEFHINREEND T2, RETEED T —ZHBIMEZE Y Y4 THLETRY, Li
L., T—HHEANETHHHENZEY LRWNS R0, RIAENL 200, B AGHRR#EE
WZE-T ME#] SNTWENLRONEND I ENEELBA LD, ZD LI RBEEITIX
ZEE R ERE T —ZEAICETAA v =G50 T, T—INRNWZ L ERREOEE %
N eI

ICHICSR #4074 R 20164 11 H 10 H
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(A 1)

S DI, ICSRICESR SN D RRIRL B 3.1 HSBM) DI, WG & w4

5D OERERLRIET XETH D,

o EEHEILICEAD (ER) ZatwE#RNT (C.1.1)

o WO (C.1.3)

o KWL OEHIERAFAH (C.1.5)

o AJEGNIULIE O BB OBMEL =T 2 (C.1.7)

o MBI EA ORERFENIT (C.1.8)

o WEFOE=—F (C2r13)

o EEFOMEE (C3.2)

o ORI B OOWE] ORE. YHAIENAEELNBE SN -RBRORE
(C.5.4)

3.3.3 —fRRAl

HETIHRIZIZETHDHLZENLEE LL., ICSRPERTH 5 7= DI IIRIERLERERYE »
FRUBTERIIND, ZOI EITRMOEFRLE. BINER N OMEIE X TEEE SN 5 & EH
EEtedh HWAEED ICSRIZHTILE S,

AFLEETRTCOFERIL, 595 E2B (R3) 7 — X HHB L OHEH e B EHRE 2V, 58
EIHEELEINTZ 7+ —~ v P THRETRETH D, ZnbOHGEICIE, 1SO (H=— K,
Bla— K, SiE=a— ) . MedDRA (] : {RIEEE, L/ BRY. BWEH FAEFESR) . UCUM

GFHEOHAD) | KOVISOIDMP GELIE32.L1HEBR) RNd D, #FMI OV TITAEYER
BEZHB I,

iofEfL SN TWRWnT =4 (Bl ARICER, BRRDHIGLE. XREEZR L) ORHITA
RIEHTA FOMBHTH LN, 3.5 HTEMNERPHRED 728 O HATRIAFIRIE 24295,

3.3.4 JEGIDIRE

ICSR 1%, EI ML EMEERICIIT 2 KEHIROMERE K OEBHEICESNT, BARHREH
RO EHMCOREESEEND 2 N5, ZOHEXBRRTIL, EXEE21T 5 HEH I Y RG]
BT A EIERE AT LRWVEY . MEIEFNC ST T52(E LTz EFHIERA S ICE
SUTIEER LTI B2,

BISBNL OB Y LFOT = ZHBIZOWTIEIEFRATRETH 5,

ICHICSR #4074 R 20164 11 H 10 H
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(A 1)

o EEHEILICEAD (ER) ZaMwE#RNT (C.1.1)

o {ERD AN (C.1.2)

o [HHIFEDDEMICHENAFINIZA (C.14)

o RWREDEMERATH (C.1.5)

o FIHFREZRZDMMOERHIH D722 (C.1.6.1)

o ARSEFNTMFZE OB MG OBEA -T2 (C.1.7)

o JEBIZAMREOREHEICET H1ER (C3)

o HEFHITLOHEEMDOILEE (Ei3.2)

o ZOMOIE®R (Fr.7)

o EHNLANWER /AEFLORREML WEIISUHEYIET) (Gk9.i2r)
o EEHFICLDIPZMA (LEIZEL#HYIRT)  (H3r)

o EEHEOER (H4)

o ICSR DT —Z THH DHFR
INHOTF—X2HBIIMA, BHTRO MedDRA % FJH L7- MedDRA =2 — ROF — X IHEH O
FHARETH 5,

MR A OS] (C.1.8.1) 2A[F L TH D ICSR DEEAFET A<, [F—IE
BIOEHRICBIREB M Z S22 HEFORBITEHRATH] (C.1.5 BELCTHD
ICSR WEBGFHET HLERH D, TOLX D 72GE1T MERO BT (C.1.2) THRLERFIHE
DEH IR E 5 ET D,

3.3.5 F—AEHEDI+—7 Y MIDOVWTHOIEEE

E2B (R3) T—XHHB RNy V) —EiEx 73, £ L TEIROSRIERE X0 A K
WEBNZEET 2 EH A2 ST X0 B O DIZKBlsivd, ERDIEFEZEDOT—X OREIZL > TR
DX END,

o C.1—JEBIZ RS O]

o C2—H—WRIEMmIR

o CI3—JEBIZAEMEREDFEEICET 21E#®
o C4—75H3CHEk

o C.5—HBROFH
X

o D—BE R
—BIWEH, BEFER
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(A 1)

o F—E& OZWNIIBIE 5 M b ORLE DR

o G—EHRinfEH

o H—EGIMEE KL O Z O OFHROFEIE
RITERLAEFS% (ED) UTEES (Gk) OV ik L zrRd30r T KO Tkl (2, Tr)
TEOT—HHAXIZDOT vy 7 BBV IKLARETHD Z L 2R LT,

RFEWETA ROT—HIAHDOEFEZFERIZE2B (R2) THEASNTWA LD LR
o TW5D,

3.3.6 T—H2AND—EHIIL—IL
o HEfZ7#4—~v b

HL7 [ — D7 +—~ > b, CCYYMMDDHHMMSS.UUUU[+-ZZzz] CH K& FH+ 25 = D
T A=~y M S L BREOEREDEMN E CRBICRETE S, ZOAMT7r—~y + 72
HIXHEU R REE T — 4525252 L T& 5,

ICHICSR A v &—T [REDHN] ZEETDHZ EITTERY, BEEND 2 MM T
BEITOHA. BEEN TREOHAT) SMRENDDOETD, BER EZEFITIENE
NDOY AT AEBETHLENG S (B WEMREC 222247 > &6 5)
RO W TIAREIE T A ROfMHR T 25D Z b,

E2B (R3) IZ2oWTIL, 34THETHMNT —4THE Z L ICHKIEBO BHEEL ~LEED D,

KREZLTTA FTIIHE—D7 +—~ >  (CCYYMMDDHHMMSS.UUUU[+|-ZZzz])
THRZRBT 5, ZO7+—~v v FTiE, FRAD SR E TO H RS R A 2
6 12 B RRHECAEHT B = L BT B,

34T CHA T —4THHE Z L ICHKIERDOBE L)L E2RT N, AFARERRY £<
DIERERMET RETH D,

o [EFEAREITE 2 CREIRIA H OFER T T X CRFETITH  (FISMT THREEGE CRidk S iz,
B AR L0 HE SN HEIER AEFS)  (Billa) kO BEEFECRESNT
JEBMEEE R O EZE OE R (H51) ) . L, Avk—Yarbag—AT7 27 hT vs8—
ITEHIRD A v =V RBAOEEa— R2XET 5, FHOERET A R22RoZ &,
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(A 1)

o A— MUWERIZKDHMIET ZHEMT 5,

o ICH M2\ T, ICSRIZ X D 121% MedDRA ZF|fH3 %, MedDRA =t — R{LIZME R
FRHEICHOW T, &HFT® ICH & [MedDRA Term Selection: Points to Consider] %
SR Iz,

o LA X o TE, JEFGLRE RS2 EDORRIRIE H OIRFICET 2 HENHK TN TWD Z
bbb, kT —XHBIT, ST HIEERHGEZE > THEEL SN 7 4+ —~ v h Tt
THIEOTERVEBIMEREZIRIET27-2012H 5,

e 1 DODICSRHNTIL., 12D MedDRANRN— 3 0 DAEHH L THEYT LT XTCOTFT—FIE
H%za— NMbd 5, Lizh->TMedDRA HiEEZ AT 57 ONZR U/3— 5 > D MedDRA
DEFE SN2 6720, 72720, BEO ICSR # 1 DOy FTRHT 8546, 0
Ny FHNOFNZFND ICSR TR B NR—T 3 D MedDRA #E B L TH Ly,

MedDRA = — NUEZMFHT 22T —XHBIZOWT, 120 ICSR N TiFE—"
MedDRA N— 3 U &2 H Laid U2 5720, 72720, HEDICSR 2 150

6 Ny FTERET A, O TFHOZNZEND ICSR (FE LD NN—T g D
MedDRA ZZ ML TH L,

UFIZOWTHEET D Z &,

o BF—FHEAOT—FHELTO L5 RSN,

o A=Alpha (&) : ZOF—#FIFE L LT, ICSRIZBWT, #lxiE EHOFEa—
K1 (C2r3) —2A % ISO3166 fEHEHIE ICHDLE LoD Voo L ) R E BHGE 2 M3
ETHBLEOT —XHEBETHENIND, EFT — X 2HRT 58T — X HE DI,
FIZIEX TIP) DX T IVT 77Xy FORILFLE/NLTFLNEZ 2V, e s
S TR SUFHIAE 2 720,

o AN=AlphaNumeric (J&FLHT)  TALT7 7y b, T, BHECFE2EH 2 LN TE
DXFHNT—2EA, Bl [TAB-19.9901157"] . XML O3 X TOMEIZDUVNT,
http://www.w3.org/ TAR STV D WICHEHEIZHE S, HlxIE, Flik 7 —#HHEIZ XML
BT CThbH> <KRO&PHTL 256, TULEFICENEN&gt. &lt & '&amp
WCE R D,

o N=numeric (7)) : fHEEHRLEEH, EHEUIFH/NER AN S 5"0~9 E+-"
DXL F-OIH Ete LFHT —2EH, ] : "1.23B-1", "34192", "32.12". =2 <IIFEHT
RN
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-36-



(A 1)

o Bff:fHEk1 (A) M

o TV : T EIZML FIZ Lo TRENL D,
»  false| moJ ITFHYT 5
»  [true) lyes| *IZHHMT 5

»  Tnull flavor] RWICE S TERNELRDLE50”H D, HL7 T2 5% Tnull flavor)
EIES,  (FRziR) |

*REEH A ROBWE, ZOA—MZ3EINNR 12955, HEBREOSHBRIRI
(Gk2.5) T, ZZTiE Ttrue] NEHR FOBRIEICHZD

o TRTOMAT—FHEBEZICSRAYE—DO—EE L THTEOINERD I, EEHE
H OAREIT M TIE 220, ﬂej\jmﬁ_IEH 1L XML FIZENRNWZ ERH D, RATTDON
HIEBAIZ, AvEB—URALTH D720 XML FIZEAR TR 720,

o RERIZREHR TARANZ L TEMN 2T X R 20T bbb b9, A4)72 ICSR D—H5 L
LTBELRTNIER SR WEARH S, HLT A v B2— U TIIRATIOEB O(RIENA]
BETC, TOHBZa— ML TCT =N WHEEEZHATLIZENTED, O,
RETDNENR2VMEEH 2G50/ A v =V OIERNATRETH D, ZDORAN
OEBAOHMBZ Y mull D Mflavor (FFfa) | RS,

o null flavor : ICHICSR (%, 4% 7 IV —43F 9572012 O HLT R HERBE S O 21—

RZ&M 5, FEMizSW Tl ﬁ“ﬁﬁﬁ%lsommzmsm%ﬂ@@*k F—HZAZ k> Tik
YT/ null flavor HH D (B - FEFIET — X THHEIZI51F D PINF & O NINF OFEf)

a—F | 4Rl T

No Z OBISME BTV R DERBHER T E 220, TR b — a2

NI Information | FISMECd 5. FIUMEDTIIET S & 5.

ZOHEBIZOWTOAFTAREZ2IERITH 508, LAaflh, BN SRR
I T NS OB TREEE N O MA TR L TRy, Zoff
WIZT 7B AT BBOMMANGFET 256055, 1 ZOnull
flavorz 32 Z L2 X O B AIERERGEE & 7o DFEM 72T — 2 %
PRI MR e CH D, FIT, FEMERMT 2 2 & 2<%
FBEICEROGEZMOEDVEN G 2 HEIHERT 5,

MSK Masked

UNK Unknown HTUTE WU RENRHTH D,
Not ZOEATE® VT E 2@ 2MEA 720 (] BrEOSEORKA R
NA .
Applicable H) .
ICHICSR #4074 R 20164 11 H 10 H
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G

a—F | &Rl E#

ASKU Unknown hotr) o

Asked But BRAFEZRLTBHEONRNoT (B - BEICHRAEEITNS

NASK | Not Asked ZDFERDOAFITAL TR (] - BEICFZRRN-T2)

Negative A %
NINF Infinity A DO MR KHL,
PINF | fostve E DR AEL,
nfinity

ICHICSR ® =1— R & LC null flavor 28 ¥ D X 5 IZFIH TE 2032 R OFITHRT,
BT, 7 —XHH OAHIIE<!--comment tag-->N D 71— RME I 7= K FAEDOHZIZ

5] 1. null flavor ® MSK T [Masked ({REHNTW3B) | Z#FE T,

<componenttypeCode="COMP">
<adverseEventAssessmentclassCode="INVSTG"moodCode="EVN">
<subjectltypeCode="SBJ">
<primaryRoleclassCode="INVSBJ">
<playerlclassCode="PSN"determinerCode="INSTANCE">
<namenullFlavor="MSK'"/>
<!--D.1: Patient (name or initials) -->
<administrativeGenderCode code="D.5"codeSystem="1.0.5218"/>
<!--D.5 Sex [1] Male [2]Female-->
<birthTime value="19200101"/>
<!--D.2.1: Date of Birth -->
<deceasedTime value="20090101"/>

5] 2. null flavor ® UNK T [Unknown (RBH) | ZZ9,

<roleclassCode="PRS">
<code code="PRN"codeSystem="2.16.840.1.113883.5.111"/>

<associatedPersondeterminerCode="INSTANCE"classCode="PSN">
<namenullFlavor="UNK'"/>
<!--D.10.1: Parent Identification-->
<administrativeGenderCode code="D.10.6"codeSystem="1.0.5218"/>
<!--D.10.6: Sex of Parent [1]Male [2]Female-->
<birthTime value="19730101"/>
<!-- D.10.2.1: Date of Birth of Parent -->

</associatedPerson>
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(A 1)

3.3.7 ICH E2B (R3) T—%IEH M

HHDORIFLL T &2 &L,

o T—HIHHAES

o ARFEHEHA FOHME, FERNERA vE—UDF —XIABIZIZ ACK O STFENEAICFT L,
Bl z 1%

o F—HXIHH NI2F34THTHR TS [Ny TFEE] 27,
o ACKMI TR N T YT a iiBibd THERIGE NNy FES] BT,
o T—HIEHA%

e #E2B (R3) 7—H#HHODELWANFEIZOWTHEREZEREET S (FIHOFGIE] 12E
BETT,

o AN (ZIX. YT —FHHA OBUESBAEIMEE N Z R T, —HoT7T—ZHBT THAfF
H7p) B (B 5% A v =V R IE LT T 5720) ICLVmHE S TEBY, 2
NBPEMESND LT —0EL S, ERSNLDHEADO-Fafakl (G) [HARMEH) 12
Y 5,

o [F—HM| FONTF—HEHE-—T —XHEHAZ LIZT—XEHDIEZ /RIETF & FNITH D
TF— 2 WA RTETTNH D (A HFE, N: TP, AN: WFe8T) . a— Rty b &
ST 57 —HXHHIZOWTIE Bl k7 — X B US| YEHREE L EHT 2B
BINWE DR TRITOMEEZEDILERDH B,

o 7T/ i (Object Identifier, [OID| ) —4FED 2 — KU A b XA RITZER N T —
ZIEBICEYS T DA T 5, KREHET A RIZ/RT OID X ICHICSR @ XML A vt —
CIERT 5,

(PR X207 —#HBEIZAD 5 HfEZRT,
o TRHUL—V 1T HOT — X HEE OMGEEL—/VIZBET 2B A SR 5,

ARELEHA RORA v E—VHARIT, ICHA LV AN—IZEVFEE, a8EShiV—LThb, Zh
51T 1%Z15) SN ICHICSR XML A v — Tl SN AWttt cdh s Wz ix, 1%E
FliZkoTEHEND) . LEn->T, [#EF] 3415 ICHICSR XML A & — IERRFIC
I, RFEET A RE2FH L TT—Z AJOIERMEE L OSE A MEZ2 REET 5,

—H D a—RKY A MIHOWNWT, KAXEICREHEEINTWD TFFERME] OFRIZTE -T2 REse
W7o TV T 2580355, ZOERIIARSEET A4 FOFBEN CHRF SN, D a—
K= O\ TIEfHRT (F) o=2—RU R &SRO L,

34IH® ICHE2B (R3) 7 —#ITHH OARIF ICH IZBW THEE SIeT — X Mk
e I—TH D, EEDICHICSR XML £ vt — UERRERICIZ,. Zh DT —ZIEH
EBEIZLTT—Z AT OIEERE R OES L REET 5,
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(B 1)

[FFRME] Oa— RiZOWTIHfHERT (F) DICH=2— RY X MZHHRFTO 2 —
K—EE2ZSHOZ L,

ICHICSR J#471 R 20164 11 H 10 A
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(A 1)

3.4 ICH E2B (R3) ¥—#%IEH

N.1 ICH ICSR =& RIF (/v F 5 ws\— : Batch Wrapper)

ICSR O C~FIHOfF# L TR 1T v =] OFRIEFINV—T 17 OHZAE LTEY
(Bl x1X, Tfrom] — Tto) ) | WFILRE UIRFEI N, A v EB—UFKE, EEHH]
+. ZEHEHEN AL OA =Y B OERITE 7 —#H (Electiric Data Interchange: EDI)

ODHLEFMOEEIZEIVED LN TNDHD LT 5,

N - ICH ICSR{mZE # Al F (/N F5w/3—:BATCH WRAPPER)

1...1

N.1- ICH ICSR{z:#% 53 F (+VvF 5w/ 3—:BATCH WRAPPER)

N1 - N\ FAD A vt—2 DIELE
N.1.2 - "\wFES

N.1.3 - I\ FEEEHHF

N.1.4 - )Ny FZEHHBANF

N.1.5 - \yF{EED B {3

1 n | N2r-ICHICSRAYVE—SAYE (Aot —S5ysi—) (BEIZHLRYET)

N.2.r1 - Avt—T8 A F
N.2.r2 - Ayt—UREEHRF
N.2.r3 - Ayt—UREFBAF
N.2.r4 - dyt—IMERO B

N1 RNYFHRDO A vE—CDEH

FIAOFEF & ZOT—FHEBIIHMEE SN D EHROFEICE T 2 HEWAE TN 5, 1DDICH
ICSR/N» FIZ, 1L EDICSR (ICSR) # &2 EMNTE 5,

AT W2

7= s 2N

OID 2.16.840.1.113883.3.989.2.1.1.1

FAY(ER 1=ichicsr

EEL—IL
ZOTFT—HFHEOHFRMEIL. KLFE/NLFEXNT L EICHET D, Ok
W/INLFETCERIAITESNTND Z &,
Fio, FHIRCTRAZa—FBEAINDIZELH D,

1 OOy FIZTI DL EDICSR A v —T% 5t 6N TEXS, LrL, 1oOD
ICSR X v E—IZ& 5 ICSR 1% 1 FEEICT 5,

ICHICSR 2841 K 20164 11 H 10 H
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N1.2 NyFES

(A 1)

FIHDOFG & COTF—ZHEAK IRy F T v_—] LB, FEEICE > TEFEICHICSR
Ny F 77 ANEFID Y TOENDLEEOBRES THD, Ny FEHEIIICH
ICSRN Y F7 7 A MBILEAREF S TH D,

WA WA

T KA 100AN

OID 2.16.840.1.113883.3.989.2.1.3.22

FIAE H HFT#E

L —v
NA2IFU T OREMERH SN D -
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>
rootlIN.1. 2D 4 R ZEM 23 L. id extensionlZ EFE DN v FH 52 AT 5,

N.1.3 /8y FEEEHRANF

FHOFE & ZOTF—ZHEAE, Bl AIXEFELCHEIY R &V o TR ICSREE D45t (ICH
ICSRNN Y F7 7 A VOERE) 2 EXT D, ZEEICEEOEFTH D,

AT WZH

e i 60AN

OID 2.16.840.1.113883.3.989.2.1.3.13

A B HFE#

EEL—IL

NI T OREPEHEIND ¢
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>

rootiIN.1.3D 4 FiZEM %3 L. id extensionlZEFED /N v FIREH B+ %2 A9
Do

EEEHHFIEEMTLARL TR LEDRH D,

ICHICSR £ 74 K

20164 11 H 10 H
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N.1.4 Ny FREBBINF

(A 1)

MMHOF5 & ZOT—HHAFICSRN Y F7 7 A VOIRESZERT D, EMEHICHEA O
TTH D,

E WA

T4 60AN

OID 2.16.840.1.113883.3.989.2.1.3.14

FHAE A HIRL

FEEL—

NI T oORENFEHSND :

<id extension="receiver identifier" root="2.16.840.1.113883.3.989.2.1.3.14"/>

root!IN. 14D L FZEM 23 L. id extensionlZ FEEED N v FZAZE TR+ %2 A 14

60

ZEHEBAFIMEEHF AR L TR LEND D,

N.1.5 NNy FEEEDBM

FIHOFG & ZOTFT—FHAIFICHICSRY Yy F7 7 A VPREINTZHTH S,
AT WH

T — s ERN S

0OID 7L

FFAE FELWERIZOWTIIfMRIEZ S B0 Z &,

EEL—

AR EALE TRAICIEMISEGH S LRI NER 62 (T2bb

[CCYYMMDDhhmmss[+/-ZZzz]] ) .

RO AMZIET DI LIITER, KEICLVREKORAfM LD HE, 74

N R RS
ICSR A vt — kRO B IZ 5,

N.2.r ICH ICR A vE—UAvH (A yt—TFv/—)

N.2rt1 A yt— A+

(BEICKHC#RYET)

FIHOFE = ZOTFT—FHEBAEA v E—VEIT (A yE—UT v R—=L b EEIND) &5
to, BEHICL > UBESNDICHICSR A v — VHIZEI YT HN5 [EAH DB
BRI+ Cd D, 1 DDICHICSRA v & —PITIFICSRP LI DD HE £ D,

et W2

F—Z 100AN

OID 2.16.840.1.113883.3.989.2.1.3.1

FFAE SREEGE D)

AL —
ZOMEIFCILIEFUTH D, LIeBoTEDRMIILTOLEY THS :
<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>
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(A 1)

N.2r2 A vt—SXERHMNF

MMOF5] & ZOT—ZHAFICSRIE DO IEEE (ICHICSRA v & — Y OIEHE) 2 &
%

M WA

F—5m 60AN

OID 2.16.840.1.113883.3.989.2.1.3.11

FFAE B hEd

FELEL—V
N2 2IZFUTFORENEH S D -
<id extension="message sender
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>
rootlIN.2.r2 DA R ZEMR] 2 2% L. id extension|ZEERD A v & — U EFEE T2 A
N %,
EEEBONFIIEBEHFLARE L TBLERDH D,

N.2r3 X yt—CREHEHEF

FIHOFG & ZOF—HHEBIXICSRA v B —VIREDZEEEERTD

M WA

7 — & 60AN

OID 2.16.840.1.113883.3.989.2.1.3.12

FFAE SREEGE D)

LB —V

N2 3IFUTFORENERN S D -

<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>
rootlIN.2.r3D4 A ZEM 2 % L. id extension|Z FEFED A v & — U ZH AT % A
119 %,

IHMEEHFLEEL TR RLERDH D,

AT E AT

N.2r4 *Avt—SHEFOBE(

FIHOFG & ZOTFT—HHEBIEEFEEDT — X X—ATICHICSRA v & —VMER ENTZH T
Ho,

M WA

T— A £,/ IR

OID el

FFAE FELWERIZOWTCIIMHRIE S B0 Z &,

EEL—
ZOMEIFCA12ERI T TH B,
A RSP HALE TRAICERICRES L RTWER Oy (T2DD

ICHICSR ¥ H A R
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G

[CCYYMMDDhhmmss[+/-ZZzz]] ) .
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(A 1)

C.1 EMRESIERE DR

C.1ITIEFI L BVERE D root (IZkT 5, 1 DD ICHICSR X >t —27 7 A JVIZE £ 5 A5
JEBIZEMERE X 1 DDOHTH DM, 1 OO ICHICSR ¥ F7 7 A W2l 1 DLl LoD ICH
ICSR R&EEND, D=, ICSR A v tE—T7 74 /1D [controlActProcess] PIIZI [subject]
HEMN 1 ODLNFEL TR B0,

C.1- fEFIR SRS DHE A

C.1 - Effl & &R & DA

CA1 - REEBETULIEED EF) REMREHF
C12 -feFkoBf

C13 -#HENFESH

C14 -FEHREISRMICHENAFINIA

C15 -ABEOERFIEHRAFH

C.1.6.1 -FATEELZTOMDERTHEIMN?

CA7 -FEFIFLZEORIRMEDHEEH-ITH?
C1.8.1 - HAMIZEHDOEFERF

C.1.82 -KEFIDE—EEE

C1.9.1 - BEDGEETRESN-FDMDEFHRFIEHEH?
CAA - SREWEMEE
C1.11.2 - REWE MEEEH

0. n | Cl61r- #EERBELTOAERN BECHLRYET)

C.1.6.1.r1 - EZEENRBELTLDEHR
C16.1r2-aEhd&H

0..n C.1.9.1.r - FEGIEERI F DIFRIR W EITISCHEYET)

C.1.9.1.r.1 - FEBIEERI F DIEHRIR
C.1.9.1.r.2 - FEBIEHERF

0. . n C.A.10.r - RERE LB ET DMEDHANF (BEICGLRYIRT)
C.1.10r - RERELBEES D|E DB F
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(A 1)

C11 HEEHIELICEAD (EHF) REM|EHIF

FIAOFEF &

ZO7—ZHAXER OICSREAF 2 &, ZOMHEIX, ¥yia,/ (7 TK
o3>0k A b, Fhebb THa— K — ¥4 UKL R4 — @
EBES ] OMAAEDLETHD, FHa— Fel3@mEHROE (C2r3) ITRIsT 55k
F23CFDIS0 3166 part 1 =— K (ISO 3166-1 alpha-2) TH 5, EFEH K/FHH2%S
Ji# LT EE OMRICE G RIS a— R4 D & ThDH, T AV
FC =) (Fyva/ A7) OFRITEETLZ &, WEERSLITERH
D EBEHZIEFIE S TH S

Bz X, HHEENRDDBHLFHIC T T v 2 BIEMRE 2 5%ET 554, C.1.1
1T TFR-S3E4-12345) & 720, 123450132 OREDOEA DIEFHRERE S TH 5,

] CREARFE DR — OIER & FARET D4 (BIIE, BIEHROEE) | C1.1X
WBEEDLRWEETH D, UTOEEIIFN LD,
- MR SR S V2 A (B EMOA I UIATRET) | B LW LIRS 0
BFZ&C1UI AT LB S 253 5,
M B LB —RERIF)  (C2r3) XiEZzo TEWEH, BEESNHEH
L72E] (Ei9) OEza— RREEINZHA, CLIZEFELTH LW,
7217 L. FE TOEGITF — % O TRV THRAI EA OREFRER] T
(C18.1) FEFLARWVWZ L (C18DFIHDFFI X HM) |

T DM DOEREE 1T Z OB %2 B S EF O FloiE & iz 5,

WhZH

100AN

2.16.840.1.113883.3.989.2.1.3.1

FEAE

HHRCHE (H=—F — S SOIHHE /A — S ER )

AL —

B OB 7 O ERER ER I IIN T R T2 TFOE 2 — & EHT 5, EUDE
o — RIEIAMISEa— R & LTISO3166E = — R U & MIfEELTEY . BN
BEDOAHMZRTVEOH 5T XTORELYFR— b5, 204, [EUl 2
EFa—KN& LTEREND,

Cl1IDT7 +—~<v MTX Y., BEDICSROEEF ICHEE OWMEHRN TN E 2 b
%)0

MR SUIHBN L /A ) ([ZBNWT T—1 (Fyva /A7) ORISR
5T &,

BEEZEZLICEAD (GEF) ZaetbmEan+l (ClLl) RO MHERAIcEE
DFEFFHRIT-1 (C.1.8.1) DML OFT —FHH L, HL7ICSRET/LIZEIT D
lnvestigationEvent| entity?® H O V) 3K L A[AEZ2 XMLBME<id>Zxt i35 (fF6k1
(D) ZEFHIZH) , ICHIEC.1.1&CA181%XHIT H7-9DIZ, investigationEvent.id
Drooti sy T 2.16.840.1.113883.3.989.2.1.3.1] K ¥
[2.16.840.1.113883.3.989.2.1.3.2] D2 ODEZFEHT 5,

CLUIIFUTOXREMERSND -
<id extension="country code-company name-report no'
root="2.16.840.1.113883.3.989.2.1.3.1"/>

ICHICSR ¥ H A R
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(A 1)

CI8NTIZLL T OEREMEM SN D -
<id extension="country code-company name-report no"
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C.3 EFIREMHEBEDEEFICET HHER
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FFAE =B A3
2=HLH1 4 )7
3=EFREM

EEL—IL

ICHICSR £ 74 K

-63-

20164 11 H 10 H




(A 1)
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C.3.3.3 EEFDAA
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5 i 7l 60AN
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FIHOFF & ZOTF—ZHAIIEEEE A E AT D,
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<prefix>C.3.3.2</prefix>

<!1--C.3.3.2: Sender's Title #1 -->

<given>C.3.3.3</given>

<!--C.3.3.3: Sender's Given Name #1 -->

<given>C.3.3.4</given>

<!--C.3.3.4: Sender's Middle Name #1 -->

<family>C.3.3.5</family>

<!--C.3.3.5: Sender's Family Name #1 -->

</name>
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OID L
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PR SNEERRE
EEL—
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FIHDOTFS| = OF—XHEBIZE, Ba— FRUOHRE S 2 5 OSEEOERESE AT
D,
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D, B, ERNTEBEICEa Z#H L TWAEIZOW T, ENE 5 0xx-
yyy-zzzzI X E R F+ce-xx-yyy-zzzz& AJ)T %,
Filo, BREFIE, HEOEEESY A YA &S (BIAE, BNIL00, KEILO1L,
HARI301072 EOEBEERRIEE) 2580700, EREXEFEES
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1A £&

> — & 7l 33AN
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C.3.47 XEEEZFEDFAXESF

FHDOFS| = ZoF—FHEBAIKIE, BHa— NEOHIEE S5 510k EH OFAXE 55 A7
D,
EBEERED AIRE R RFLIE (I : +cc) THFZE AL, EN@EFEHOTNRE LS
D, B, EANTEBEICEa Z#H L TWAEIZOW T, ENE 5 0xx-
yyy-zzzz| 3 E BT 5+ce-xx-yyy-zzzz & ANT19 5,
T, BEEESIIE. HEOEBS A vES (FIZE, BONX0, KEX01L,
HARIZ0107: EOEREFERIE L) 2808\, [EEFESEEES
(International Telecommunications Union) 77 Ait (+) RO IED ., FilF T
WEEMNETOLGINISUEa— Re A7 5,
AT T HTZDD5; F!iﬁ IVERN, SBET 55, EHTLIOER - (Xy
) | X T GR) 1 IR S,

A (RR=%

> — & 7l 33AN

OID 2L

PAE H R Ri#

AL —

C33DEHFHNL—NEBRBOZ L,
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ZTEH
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F—Z 100AN
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C.4.r

(A 1)

SIAXH (WEICIHL#RYET)

-

C.4 - 5| FAXEk

~

C4r- 5|AXHE(BEICIECEYERY)

C.4.r.1 - 5| FAHk
Car2-&8FEh3EH

C.4ra BIAXK

FIHOFG & T T — Z ISR S SCikEt S Cid e < L MEBIES] A Flik U 7= SCiikad g
DIcdDT —F2IHA Th 5, FIFSCHILEFMEmmED EFHZ S (International
Committee of Medical Journal Editors) (Z X > CTHRRES NN 7 —S—HK ([
VI =N—ER] L LTHLNTND) IS TANT 5, FEkaGabaED
AR NROSTERFIZH 5
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.
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F—Z 500AN
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FFAE SREEGE D)
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THH O KIBAm L L7 WS 2 5t 3 5 72 Onull flavor DFE I B B3 L
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ToEL—L
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(A 1)

o

Bk oA b &, BIASTHRICHE A S AR 7 4+ —~ v B BN 7 —
N—EXDOBZRIEITRENTWD,

C.5 FHERODEA
C.5 - sHER DA
0...1
C.5- ERDEAI
C5.2- R4
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C54 -l AEBRI’BRBIN-HBOESE
o n C5.1r- RERDERIER(LECHLRYET)
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\\‘ C5.1r2 - RBOHHE 4//
C51r HEBOEHRE WEICIHLRYIET)
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CS1rUZIZB T oRENMEH NS -
<id extension="study registration number"
root="2.16.840.1.113883.3.989.2.1.3.6"/>
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(A 1)

C.51.r2 REROEKE

FIHOFF = ZOF—=FHEBIICS 1L TRENZRBROBEE S ZE 0 Y TEEEANTS
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A T

F— s 2A
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EERL—V
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60
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EERL—V
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=5 50AN
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FAE EREERE
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72T 720Il, DEHOV R EH1OOT —XHAILEKROH LS LI~ A7 SN EE A
DLz 6220y 33.1ImEBM)

[— NDOHHITE DBE] OEEZTT-0IZ, DHODRI L 12DT—4
HAICERODH LMD LT~ R 7 SNTMEZAS LRIT TR 5720,

HEVSOFFLIR A 2 L Lo U O RIS ITIREE S, 22010 UTEBRORIWEN AE
FHEPRILIZHGAE, -/ MEOWFEICET I MEANT D, T OIEF#HA 138
—F/IRIREHE LN D, ZOMOWE 2R ET 55 TR T RIERNCHE S

o F/IRBICHETZENWEM /AFEFRBR2WVGEITE. B— 1/ RRSETEN S e,
Bz, DEHOT =X HBIZEWER AEFR 2RI LB (RESUISCE) ORI &
b,

B : BERICFIRENS BB L, FICRIERNRE L2WEES, FReEDRIWER, A%
FHEERB LRI OWTOICSR & 1 D7 TERT %, FIZOWTIZENER AEHE
BN E I NPT, FOFITHOWNTORET S ICSR ITEFEH L7,

o REESUINRIEFET & 5 VTR B RMEDIEGIOBEITIT, REBOBREDHR L5, Bl
UTODHOT—ZHEFRBUCEM SN 5, L, CEPHEEEEZ A L TWizg e
I, ZOFE% GkI0riCAT 5,

o BROT/IRROWEHEBEWER A EFRLE WS THEIL, 2 00O RRDWME, B2 I1TH
(R IAE) OREER T/ IROBEELIR L. ZWZROWMED C.1.10x %
WCRHE ST 5,

Bl RESFRIATPEZ L. AR MERE THXER H > T hHf. 2 DORE
3% ICSR 248 H¥ %, REBOWE TIFREIEN AEFFERE L THRINEZ, FOWET
FRIER AEFRE LTREARELNREZRET 5, FRATETREEZTICH T
FED, WHOWE BIAE, BB EFO®E) O CLIOrICANT S,

o /IRIRTZIDEIER /AEFSR (FWARIKE TN 2RI L T D55,
ZOTF—HEAIIEF BRI OBDOERE AT L, WEEEA~DBRBEOIR L o728 (B X
IIARB) IZBIT AEHEE DI0OEIZANIT B,

Bl EABEOETHELRZE ZDOBRESA ML 20HE, BRY A L ZORIWEH
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SHEEFERLERRI R, BEHOREEZ DIEIZASI L, BhET 21E8E L L Cir EYIE
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ICHICSR #4074 R 20164 11 H 10 H

-73-



(A 1)

o MEHMAHERDOBRBOIR L EDONDEAEIT. DI0EIZEHOERE AL, EFOFTERE
W O(H1E) ICXEBEOE#RE GTESICET 5T X ToFHRE AT 5,

ICHICSR #4074 R 20164 11 H 10 H

~74-



(A 1)

D-BERME N\

D- &R

D1 - BE@EAIXIEA=IvIL)

D1.1.1- BENPETHRESRUTOERF HEEDRTIRES)
D1.1.2- BEDSHRLHRESRUZTOBERE(ZMEDRREES)
D.1.1.3- BENZELHESRUZTOERR(BRZETLHEES)
D1.14- BEDSHRLHRESRUZTOBRE(GRBOPTORERNES)

D.3 - 1RE (kg)
D4 -Hf&(cm)
D5 - 1t5l

D6 -®¥A#H

D.7.2 -BEETZABRERUVREEER GUER  EEEREKR OB ER
D.7.3 - fiEE%

D91 -®ErH

D.9.3 -&RIZEHmSNI=M?

D.2 - FiniEH

0. 1 D21 -4£%AH

D.2.2a -EBlEA BEBREEFOER ()

D.2.2b - BIER  BEEZREHEFOFH ()

D.2.2.1a- BRIBTORIER  AEEREHRIFO TR (30
D.2.2.1b - ERTOEIER . EEE R R B ORI (BD)
D23 -BEOEHHEWREEOXREIZLD)

D.7.1r- EEY HARERUVRHERDOEE LS FHR (BLEICHLERYET)

0..n D.7.1.r.1a - BE&ET 588 E R U HEIR DMedDRA/A—D 3y
D.7.1.r.1b - BA&E Y HaRERVREER (K FHLE.Z0H) (MedDRAI—F)
D.71.r2 -FitRE

D.7.1r3 - ##
D.71r4 -#&TH
D.71r5 -{#E

D.7.1r6 - RIKE

D8r-BEY S BENELERERE BLEICHLRYET)

0..n D8r1 -EXRZ(@WESN-RE)
D.8.r.2a- MPID/A—C 3V Bt /&S
D.8.r.2b - EE&H ZHERF (MPID)
D.8.r.3a- PhPID/A—>3v Bt /&S
D.8.r.3b - ®AIE5]F (PhPID)

D.8r4 -BAHA

D8r5 -#TH

D.8.r.6a - {§ AEHNDOMedDRA/\—>3>
D.8.r.6b - £ AEH (MedDRAD—F)
D.8.r.7a - Bl{EEDMedDRA/N—23>
D.8.r.7b - Bl¥EFH (MedDRATZ—F)

D.9.2r - HESN-FHE (BEITISCEYERY)

0..n D.9.2.r.1a - &SN =FEE DMedDRA/A—T 3>
D.9.2.r.1b - FESh 1-3EE (MedDRAD—F)
D.9.2r2 -#MESh-FE(BHIH)

g C RAR—S A< ) .

ICHICSR 2841 K 20164 11 H 10 H

-75-



(A 1)

D- B I
] ( RIR—S B DHE )
D.9.4.r - BIRRICKBIEER (BHE(CFELEYIRT)
0..n D.9.4.r.1a - Zl#&IZ L BEEDMedDRA/A—P 3>
D.9.4.r.1b - El#RIZ LS E (MedDRAO—FK)
D.9.4r2 -ERICKDEH(EHBEZH)
D.10- B —F  HREBEICH TS, BRICET LI
] D.10.1 - FHDHEH
0. D.1021 -BOEERH
D.10.2.2 - HOFH
D.10.2.2a - HOEH (B0
D.10.2.2b - D F & (B 1)
D.10.3 -HOFKKARA
D.104 - HOKE (kg)
D.10.5 -HOHEK(cm)
D.10.6 - DRI
D.10.7 - RO BEY 58 EER UM HEERK
0.1
D.10.7.2 - FOBEET 2R ERUREER O it ER
D.10.7.1.r - RO ELSINI-IFR MEICHLERYIRT)
0..n D.10.7.1.r.1a - HLOBEEY A RERVHEHEKDMedDRA/A—Day
D.10.7.1.r.1b - FLOEET ZARER UL &K/ FHLE.ZDith)
(MedDRAI—F)
D.10.7.1.r.2 - BAtkE
D.10.7.1.r.3 - f##
D.10.7.1.r.4 - ##T7H
D.10.7.1.r.5 - {#Z
D.10.8r- HOEESTIBENERRERARE (WEICHELEYIRT)
o n D.10.8.r1 - EERE (FRESN-KRE)

D.10.8.r.2a - MPID/A\—> 3y Bt BS
D.10.8.r.2b - EE & R F (MPID)
D.10.8.r.3a - PAPID/N\—av Bt /&S
D.10.8.r.3b - S5 5F (PhPID)
D.10.8.r4 - BAtAA

D.10.8.r5 - #TH

D.10.8.r.6a - {#AEHNOMedDRA/A—23>
D.10.8.r.6b - { A H (MedDRATI—K)
D.10.8.r.7a - El{fEF ®OMedDRA/N—>3>
D.10.8.r.7b - Bl{EfA (MedDRAT—F)
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(A 1)

D1 HBEF (BWIXE1I=>vIL)
FIHOFF = OTF—FHEE~DANIEETH D, BELRHETE HHEROERILT, BHIC
Ko TEH ZREDOE ANERAHEDIER SUTRANC L > TEIEENTWBIEERH
5, EATERAEICHAR L2 W EAIR, ofFma Rt 3,
A DAY=
>z Y 60AN
0oID el
FrAE EREERRE
nullFlavor : MSK, ASKU, NASK, UNK
AL —
EEEDBEDA = XY L EH> TWHWThH, [HAEREEDTZDICENZARET
WA null flavorOMSKZFIH L CZ OF — X IHH %22 %@ii 25,
FEHR D KABRAEE L 72 WEHRE 2 Eib % 72 Onull flavor D HICEET 236 LW
FHXITHOWTII336EEZSBROZ L,
D.1.1 HEOREEHESRUZTOERIR (‘Eﬁfﬁ.ﬁ‘léht W5ES)

FLERE B ICIXEREMFZ OREE 5. Hhi
B TENEEND, ATENOMLELRGEI
W2, xbwieTr—XEBEHEHT 5,

T 570

WA O T o BAEHAIERIT TREOD

BES) J (D.1.1.4) 1§
M 5 IRER SEHE fE R 1D,
ODIEH ;]\jj‘j_éo

B % sk 5 TR RER O hToBE R
. B OEREZ R L CRiEZ Y H L7 <

‘,Eﬂﬁﬁé%&tﬁ%@%i&ﬁ FBRO T TOBE R
AT %, BEEAOHMBMERICT S720IC, HEREOT —Z ~N—2
BAEDLOEERLE (F=v ) %ﬁ@iofi%ﬁéi@IEH%?ﬁﬂmb\ Z

D.1.1.1 BEOZREHKRESRUTORBER HXEZLERLHKEES)
FIHDOFG & D1IEHZZHRDOZ &,
AT (=N
ez Fl 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 % 112.16.840.1.113883.3.989.2.1.3.7
FFAE ENESEE )
nullFlavor : MSK
EEL—

FLIR 92 72 Onull flavor D HICE S 23 LW
z L,

RO KEBE LW EREL
FHXITHOWNWTIE33.6EEAZERD

D1INIIELL FTORENFEHEIND -

<id extension="medical record number"
root="2.16.840.1.113883.3.989.2.1.3.7"/>

<code code="GP"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>

root!ID.1.1.1D4 R ZEM 2 3% L. id extensionlZ B OB EL B S L2 AT 5,
a— K [GPJ #AJ1LTD.1.1.2, D.1.1.3&U\D.1.1.42: D“JIJ*ré

ICHICSR ¥ H A R
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(A 1)

D.1.1.2 BEOZERUEHRBSRUZTOEHRR (EMEZREHES)

FIRDOFG = DILUHZZMROZ &,
A =
F— 20AN
0OID 2.16.840.1.113883.3.989.2.1.1.4 % 12.16.840.1.113883.3.989.2.1.3.8
Fiaa i) SREEGED
nullFlavor : MSK
L —v

RO RKBARE L2 WEHREZFTIR T 2 729 Onull flavor D HIZBEF 25 LW
FHXIZHOWTII336EESHDOZ &,

D.1LI2ITIELL FTORENFEHIND -

<id extension="medical record
number'"root="2.16.840.1.113883.3.989.2.1.3.8"/>

<code
code="specialistMrn"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>

rootlID.1.1. 204 RiZEM 23 L., id extension|Z EFR ORI E 5 &2 AT 5,
z— K [specialistMrn] % AJJ L CD.1.1.1, D.1.1.3E‘<U\D.1.1.4& XAl3 2,

D.1.1.3 BEOZERUEHRBSRUZTOEHRR (FkZELHEES)

FIHDOFG & D1IEHZZHRDOZ &,
A 653
7= 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 % 12.16.840.1.113883.3.989.2.1.3.9
FFAE SNEERRE
nullFlavor : MSK
EEL—

TEH O KIBRARE L 72 WE#REE 2 LR 5 5 729 Onull flavor O FIZBIF 23 LW
FHEIZHOWTITI33HESZRDOZ &,

D.113ICIELL TORENFEHIND -

<id extension=" medical record number "
root="2.16.840.1.113883.3.989.2.1.3.9"/>

<code code="hospitalMrn"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>

rootiID.1.1.3D4FIZER] 23 L. id extension|Z ERE DR IFELERE 54 AT1T D,
22— K ThospitalMm| % AJJLTCD.I.1.1, D.1.12%UD.1.1.4 &£ XB]$ 2%,

ICHICSR ¥ H A R
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(A 1)

D.11.4 BEOZERLIHREBESRUZOREHRE FEROGDTOHREHINES)

FHOFE & D.IL.IEZZRDZ &,

T A £&

> — & 7l 20AN

OID 2.16.840.1.113883.3.989.2.1.1.4 %2 112.16.840.1.113883.3.989.2.1.3.10

HRAYE! H HRo#H
nullFlavor : MSK

EEL—IL
TR D KARCARTE L7g WE S 2 T2k 9 5 72 o Onull flavor D HICBIS 25 L
FHXITHOWTITII6HEEZBRDOZ &,
D.IL.ILAZIIBL T ORLEAFEH NS ¢
<id extension=" medical record number "
root="2.16.840.1.113883.3.989.2.1.3.10"/>
<code code="investigation"codeSystem="2.16.840.1.113883.3.989.2.1.1.4"/>
root!ID.1.1.4D 4 RiiZEM 2 3% L. id extensionlZ B OB EL B S L2 AT 5,
=2— R linvestigation] % AJJ L TD.1.1.1, D.1.1.2/320\D.1.1.3 L XBIF 5,

D.2 FHIER

Eﬁ“fﬁ?ﬁﬂ)gﬁ‘éﬂ) IH1DLETANT D, TOHE. ATARERER b EMRERICESNT,
% E OB AT MG I 20 b D AEEIRT 5,

D.21 4£%£AH

FROFF| & COF—ZHEAIIBREOAEAR L LTRATERZAMN (B A, A, WHE
) ZANT D, EERAFEH BRAHGAIL, D22IHTEBLZOFHmzE A
Tz encEsd, LT BEOERE GREFEOERBIZLD) | (D23
H) CTEOREOFEMERLTH X,

A T

5 —x H f+,/ 1Re R

OID L

FrAE ZELWERICOW T ERIEZ S RO = &,
nullFlavor : MSK

AL —
RIRRME X, B (7 b [CCYYMMDD) ) £ TTHh 5,
KKOHMERET D LT TE 20,
EEHEDAEFHBZMS>TNTH, BAAFREEDOT-DIZENEBETE RN

4. null flavorOMSKZFIH L CZDF —XIEHB 222l & 45,

TEH O KIBRARE L 72 WE#REE 2 LR 5 5 729 Onull flavor OfE FIZBIF 23E LW
FHXITHOWNTII33.6EEZSROZ L,
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(A 1)

D.2.2 B EEBREEHROER

WMEPICEEOBIWER AERFELND 5551, ROOBWER /A EFLEBEFOFERZ2 H
%, BRIBOBIWER, / BEFELOEAEIL. TRECTORWER A EFELREIRIFOEIELM )
(D.2.2.1) %I 5,
FEEERTRTEAIE, 6B 7EFHOFERD 60 D ANEETZ LICEET D,

D.2.2a EBl{FA  ESHZEBRBOEFER (B

FIHOFG = D22BHEZHROZ &,

HEtE £, 7272 LD22bIC AT T D HAIIMA,
Vet ki 5N

OID 7L

FFAE B

ZEEL—L

D.22b Rl  AEBERKRELROFH (Bfi)

FIADOF = D.2.21H % 2 [

M &, 7272 LD22alc AT 28581304,

T —H 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAE A, B, BEROEEOUCUM=— K : {decade}
EEL—

O G k.6 T\ BEEERS DITIEII & A5 5.

D.2.21a MBRRTOEMER  EEFBREEHFHOIIRM (¥

FIADOF = ZOF AL, MBI FEFLPBIEEI N L & OB O
) # AT 5,

et f£E, 7272 LD22.1bIC AT DA ITMA,

F— a2 H 3N

OID el

FFAE e

EEL—
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(A 1)

D.2.21b KRR TOEER / AEERFEEHOITIRIARM (BAD)

FIAOFEF & ZOF—ZHEBAE, RIRICEWER BEERPBE SN & & OMIRBIH O
(WAL ZANT 5,

AT &, 7272 LD22.1ac AT DA ITMH,

F—5m 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TP A, BEOHODPUCUM=— K : {trimester}

EEL—IL

D.23 BEDOFRHE HREBFORHICELS)

FIAOFEF & ZOTF—HHEE OFEEORAFEIALECTERE P, WEENEHLZAE (F
ebb, FHRFIC LV HRESNERIAOEE) 2T H72D0LDTH
Do ZOHEBEITFEICE LTI M ERI RIS TOZRWES (F - D.2.1
HID 22N ZEMDOLGE) ([ DAANT) S D,

A ey

7 — 5 R IN

OID 2.16.840.1.113883.3.989.2.1.1.9

TR E 0=
1= (REEN e OE ST AR )
=5
3=/
=D
5=RA
6=

EEL—IL

D.3 {KE (kg)

FIAOFG = ZOTF— X HEBIIIEWER / AEFLEHIFOBEOREL X1 77 LAHMTA
3%,

A ey

T — 4 6N

OID 2L

A e

EEL—IL
N () Y ZENRTED, ZORTET—FEA TR~ () BEHALT
EVF 2R,
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(A 1)

D4 HBE (cm)
FIHOFF = COTF—XBEBIZIIEIWER BEEGRIAGOBEOEEEL T A — MVHEAL
TANT B,
A &
7 — 4 Al 3N
OID L
TP B+
AL —
WWEEHA LI a2 A2, o7 —XHEB TII/NEEOT Y~ () &
FLTiZniFzen,
D.5 3]
FIHOFE| = ZOT—HZEBIZITEEFEOMRE ATTT D,
1A &
o — Al IN
OID 1.0.5218
HRAYE! =5
2=2c Mk
nullFlavor : MSK., UNK. ASKU. NASK
FLERL— L
EEHEDHENE > TOTEH, AAEREHEOI-DICENEZBETERWVES,
null flavorOMSKZFIH L CZ D5 — X IHHE 228 & 5,
FEHR D RABRARE L 72 WMEH S 2 28R % 72 % Onull flavor D I EAT 53 L
FHXIZHOWVWTII336EESHDOZ &,
D.6 m¥HALA
FROFF| & ZOTF—FHEBICIIEET AGAICBEEORKARBE AT S, BBXETOH
EADNTHZENTED B EEFELROCH, WIEBFEZT) . PHRXIMA
RAICBIR T AIEREZD. 7.1 A5,
T/ IBROMETH DGET. FEHORKARKRED.I103ICA T 5,
1A &
I — H <,/ IR¢ R
OID el
FrAE ZELWERICOW T EIEZSRO = &,
nullFlavor : MSK
EERL—V
RIKPRME R E X, £ (F740bb [CCYY) ) £TTH D,
KKOHMERET D LT TE R0,
FEHR D KABRAE L L 72 WEHRE 2 Eib 5 72 Onull flavor D BT 236 LW
FHXIZHOWTII336EESHDOZ &,
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(A 1)

D.7 BiEY HARERUMHMHER BIERA AEEREZKR])

D.71.r

(D.7.1.1.5)
HT2DIZ
W) 1 AT S,

B 2 1R I ) OSREREE R O A 1728 D.7.1 12
R i C R T 2 IR e OSREEIE R OB 220 GA 12X, D72 OfE%
nE T7pL] ERFBILZV, BiFE TiE TUNK) @ null flavor 24 H L.

w® L THaET %,

K7vav 7o Ir)

a7y ®fﬁ§|§75§ﬂ—@ r]

PEREIR D HEEZ &

BEEYT SARERVEFEROBELL Sh-HR (WEISELHKRYIET)

AREBIZANT B2
#4E (psychological trauma) .
HHih, REOLH.

TIE, EFRSHEIS M L 72 D, SRR, ﬂ%&&@h
fElRIR D K 5 I ER] &2 BfR 5 7=
M%&) (D.7.1r.5) |

QiO%Q\X

ﬁ%@%%)

(D.7.1.r.6) 2 Ttrue (1%

A8 )

R IR EHAPKERETHD L L, FL t) TRENDTATOFT
IR TDXEBERICH D 2 L 2 BN D, BT L IR K O
o () 7wy 7 2D
JERZ D111 7225 D.7.1.1.6 F TOEBICFEIE L, &5 1 ODERE D.7.1.2.1 725 D.7.1.2.6

o BT 2 DOFER DL S T-5E

FCOHAICERLRT D,

D.7.1.r1a AERERUVREMHERD MedDRA/NN—C 3>

FIHDOFG & ZOTFT—HHEBIZIED.7.1.r.1bOMedDRANN—V 5 > & A ST 5,
WA £E, 7272 LD bl A1 T B 85E 130 A,

T =4l 4AN

OID el

FEAE BEkO T (R) |

EEL—

1 DDICSRIZ I DDOMedDRANN— 3 » DIF T 5,
MedDRAN— 5 1515 U7-RE, ZFRMEIE M15.1) 2725,

D.7.1.r1b BEEY HEMEBERUREMHER (KK FHLE Z D)

(MedDRA 11— F)

FIADOF = D71HESZROZ &,

WA £, 7272 LD 1rlalc AST 5541304,
F— a2 H &N

OID 2.16.840.1.113883.6.163

FEAE e

EEL—
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. FINALE, K
Mgﬁhﬁ®ﬁﬁﬁ
ZHHALTW L HAEKRELZAT S, EfRHA
MRARHTHY | LEIZ iéﬁLﬂ%@fW@ﬁﬁfﬁUWﬁfﬁ®@%
R 7 Al R AL IR D3 25 O TR IEE Je OSREFEAEAR & O BRI 2 7R 9~ DI SO 55
(@D ENTE D, FROET SEFHNHR (B
. BE O DIEHIE K OREFHER Z OV T TSR

O % %
2 VIR

RN E. DI2~DANPMEATH D, WD
#%F ClL None] &3FC

RAND




D.7.1.r2 FiaH

(A 1)

FIAOFEF & ZOFT—HHEAIZIED.7.1r.1bD [EFHPREE] O A 2 A7 5, BaA KO
KTHOELLIZODWTH, BBLXEDOHMEANTHZI LR TEED, KbE
VEENZEE LU,

AT Gy

T B A f+/ I

OID 2L

TP FELWHFRICOW T ERITZ S RO Z &,
nullFlavor : MSK, ASKU, NASK

AL —
ARBRML B2 KEE X, 4 (T72bH [CCYY) ) £TTH D,
RKDOAMERET D LIFTER,
O KIBOEE LARWME R 2 5008 2 72 9 Onull flavor O FIZBIF 23 L
T XIZOWTIT336HESHD Z &,

D.7.1.r.3 ##:

FIAOFEF & ZOF—FHERBIL, ZOWEORETD.7.1r.1bd [EEAPREE] 23k LT\ 5
MERT,

AT Gy

T—s TR

OID 2L

FrAE false
true
nullFlavor : MSK, ASKU, NASK, UNK

EEL—IL

THE D KIBARE L 72 WE S 2 5t 3 5 72 Onull flavor DFE I B3B3 L

FREIZHOWVWTII336HEZ SO Z &

D.71.r4 #¥TH

FIMOF5 = ZOF—FZHBEIZIED.T.1r1bd TEZRRE] OKTHEANT S, BIGHE LD
KTHOELBIZDNTS, BBLZOAMEANTLIZENTEDLN, kbm
VBN EE LU,

A (=N

T — &R A e,/ RETH]

OID el

FFAE FELWERIZOWTIIfMHRIEZ S BO Z L,
nullFlavor : MSK, ASKU, NASK

EEL—

RIKIRME RS X, 4 (T7205 [CCYY) ) £TTH 5D,

RO BMERET D Z EIXTE 220,

THHR D RIBLCIEE L 72V MEREE % FCR 3 5 72O Onull flavorDFE A ICEI 25 LW
FHEITHOVWTIH336HEZSHBD Z &,
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(A 1)

D.7.1.r.5 &

FIAOFS| = [BEE 3 B 1R K N EE IR O & b S 721 (D7.1r) ICASI T 7
Motz TEFAPIRRE] 12O W GBI BEER 2 AT 5, Bl IXREDY
B, TICHAREEZRET D, BBIFDOHMD WIS IZIEEE K OREREIE
ROBM LSO LEEIC L DE0R (] NEENS ] ) 2ZZICAATHZ &
MTED,

T A FiE

5 2 2000AN

OID 7L

A H R

EERL—V

D.7.1.r.6 Tk

FIHDOTFS| = (B4~ 2 IR IR R OB FHER O E L SN2 EHR) (D7.1r) (SR B2
WMOAPNOFERO—BIZHFEET D EME SN TWAEES B @\mtEER) | 2
DOF—FZERIT Ttrue] AT 5, LLARNG, THOBNES S IR K O6E
PEER) (D10.7) IR CEFENRMGEZBEOR L TWAE, o7 —XHAX
ALY, ZOF—XHEBIZ Ttrue) 2 AN L7HEIE, fElZH. LIRS
50

1A &

T—s A 7 — LA

OID el

A true

EERL—V

D.10.7\.Z B ORI IE X OREFAEIR 2 BEIC AT L TV D56 YBE IS B EU
HELHAMY 2 — MeEh T Th, ZOF—FHAIZ Twe (3V) J AN
L7anz &,

D.7.2 BiEY HARERUVHMHER BIEAAETERZEK) OmdBER

FIHDOFS| = ZOTF—ZHEBIZIE, DI1rCHEE(LTE R0 o 72 Z OO &K OREREER
RS A mAE AT B,
F 7o, BHEIT 2 IR K OREFEER OME S22 & &2 2 212 None) & AT
éO
WE O CRE T D IREE L OFEHEROBERIN W &, ZoOF—XHEIZ
AR (F720 5, null flavordUNK) # AJ L. T4 [Nonel ELIREIEIL7ZRV,

WA £, 7272 UDIINREDOHEITNA,

T K A 10000AN

OID 2L

FAE EREERE
nullFlavor : MSK, ASKU, NASK, UNK

AL —
EEE VBT 2 IRIE L OREEER 2 b ey (B2, ®ED ) Hh .
null flavorOUNKZFIH L CZ DT —XTHE 2= & 5,
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G

TEH O KIBRARE L 72 WEREE 2 LR 5 5 729 Onull flavor OfE FIZBIF 23E LW
FHZITHOWTI336HEZSBRDOZ &,

ICHICSR #4074 R 20164 11 H 10 H
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D.7.3 #tHAEE

(A 1)

FHDOFS| = ZOTF—FHEBITIE, SRR, RRE, REMBIRS IGHEICA NI TE
WZ D OFLEL 22 EOBEREEICOWCRIERRBEROFELZ AT, 20
T—XHBIZ Ttruel] Z AN LEESEE, FEZHIAICRERT 5,

A (R=%

T — Al 7 — L

OID 2L

AL true

AL —

R

BFHE OB AITZF DEEG O EL SN IE®REZ GHEICA TS, GHETHEE(L
O TERWEDMOIBEREDEATE. D73 HEHIZ true & A L. 3% H1HE IR

D8r BIEYLBENERRKERAE (WEICHLEYVIET)

ZoHBIFEERICKRE Sh, AEFREIAMITIE SN E T SEIEMICET L LD TH D,
PEEELARIORIEN,/ AEELRICEE L TO D AIREDH 2 EFM TS5 L Ly, KEA
(CADTHI0ITiF, EFAPHARNE L 05, BEICH IR SR ANT, HRLER G O KA
O R B (BT, BEAF OB SUINHERERR S O & 5 3) ISR DB O3 7Rk
MNZESWT, P E RSO BN H 5, HFESCMOPEIRICET 1 #IE, GHIC

AT % REBIZAD SN D HHRITITFRFEOBEOMARBR O EZEN D,

F—ERIFIC L0 HRE SNZERLLICES S DR 721SO IDMPH#BI 1 Th 5 200
g akE (MPID) XUT#HEEF]7 (PhPID) OWIFNndE AN+ 5, iESIhzERLD

MPID=°PPhPIDS 72 WA I,

ICHICSR ¥ H A R
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(A 1)

MEMEE] (D8r6b) KON TEIEM] (D.8r.7b) 121X MedDRALLT = — K& AT 5, 1@
FIZEILCU 7 F ARE I NZNEERN 2 WEAIE, BWERAOEBIC TRWERZR L] @
MedDRA = — R&Z AT 5, BABELEA K THOELLIZOWTYH, BBLEOASME AT
HIENTED,

A7vy 7O ) LEIHEHENKEATETHL L L, AL 1) TRENDZTNTOHT
7y 7 OFRNE—O 1) BT DRICERICH D 2 L 2BEWT 5, BEd 5 R HE D
EWZBID (1) Tay 7 EHCD, Bl 2 oOEEGLPRE SNTHE. RUOERELE
D8.1.1 775 D817 ETOHAICHLAL, b5 1 SDEHEMZ D82.1755 D827 £THEHHAIC
FLIR Y D,

ERAZPRSFHNS KIS L, T2 L DRV D 25813 DER M 2 R L Ried, Z o
B L TR N & HEARRE IR/ H T, HX OB E#RT T2 6 2RIk~ 5
TEMTE D,

—RIFERI & LT, $EEROBR GRS ARG NTET L ik Ehied ~TOESR
iz [BE 2@EDOEERMEHE] (D8) DEHEIZED D, BIFEMFEHRICE

O DEFICHREGENTEY, BIEH/ AEFRLORRERPEDONLVERLZ G
HICHFHEL LTED D,

FFEDEIRTIRT 57 L X—FEIX D8 HE BT 2iEEOERLMEHE] Tl
HETHTENEE LY, ZOWMEITITY RIS 72 O QNS AE B L OFEITER
5 — X I HIZ MedDRA HFEZfEH, ITLAVEDT—F X=X TINHDT—HIH
HEWMRTEL-0, ZOWEFENMIEIND,

0 HREN 2T LA —nlEsnHEEe Bl A7 77 7T LAX—PHES
NI, ANVKRCT I RRBUAEANCKT 2 00 L7 7 HIEBRIREICRT 5
DA . DEREFIRLE 2O OFEIZ LLT [3EPhEEE] CUIL R
M7 LLT) 2 AN L, ZOEEMLE T2 A ) HAKRET Z LT, ZofF#
Z D.7.13H TR 2 150 K OE R O &b Szl THET2 Z &M
T& 5,
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(A 1)

D.8.r1 EXGZA @BEShE-RE)

FHDOFS| = ZOTF—FHEBIZITREENEA LZERLLE AT D, 1OOEELBE—D
REEFICLVREI N TV TYH, EICE > TR STZFEELE L SHBEODH D
ZEICHERT D, e, MAXITEDHAEHEHT L LN TE D,

A F£E, 7 LD8r FOWVWTNIOT —XIHBIZANING D55 IFAF—~ L
ZH,

I — & 250AN

OID L

HRAYE! H HRL#
nullFlavor : UNK, NA

EEL—IL

NullFlavor=NAIZEIR L XIT U 7 F VREEN 2 WGAITHW S,

NullFlavour = UNK{Z, #@EOERKLEHBENSH 50, @wEICHEH I N EERLA
XX I F U ABARHDEZEIHE S Z N TE B,

D.8.r2a MPID/A—Y 3 VAfT/EE

FIADOF = ZOF—FHEBITIEDSI2bDO A=V g O R EASIT D,
i E =

T — A ISOIDMPD L B0,

OID L

A E ISOIDMPD L B0,

ZEEL—L

D.8.r.2b EFERZHELEAF (MPID)

MHOF5 & ZOT—FHBEIZIIMPIDZ AT 5, #iE SN EIRAOMPID 2061,
ZOTF—ZHBFZEMIC L TEL,

A 1%

T — ISOIDMP®D L 1,

OID ISO IDMP®D &£ 51,

A E ISOIDMP® L 51,

ZEEL—L

W2 B EFBITHB W T HMPID, PhPIDDO ELL0a AL, EHHBANTS

Z EiE R,

D.8.r.3a PhPID/A—Y 3 A/ /&R

FIHOFG & ZOFT—FHHEIZIED.S.r3bD =V g VO A EANT D,
M L&,

=5 ISO IDMPD L 1),

OID L

FFAE ISO IDMP® &£ 339,

ZEEL—IL

ICHICSR ¥ H A R

20164 11 H 10 H

-89-




(A 1)

D.8.r.3b HEIEAIF (PhPID)

FIHDOFG & ZOT—ZHAIZIFPPIDE AT D, WE S L7 EH S OPhPID 2 WA,
ZOTF—FHEBFZEMICLTEL,

AT LB, D8I2ICANBH HBEIIATI Ly,

T— ISO IDMP®D &£ 339,

OID ISOIDMPD L3V,

FFAE ISO IDMP® £ 339,

AL —
W R B EHTIZB W T HMPID, PhPIDO EL 50 E AL, EHE5HANT5
Z LN,

D.8.r4 FitaH

FHDOFG = ZOTF—FHBIITEEGLOR B E AT L, BBBRUKTROELS
IZ2oWThH, BBLEORMNZANTHZ N TE S,

M &

T—H4 %l A /R

OID L

FFAE FELWERICOWTIEMENZ SO Z &,
nullFlavor : MSK, ASKU., NASK

ZEEL—IL
BARIRMBE KGRI, £ (T7ebb [CCYY) ) £TTH S,
RROAMEIEST D2 LITTERN,
TEROKIBBE LRV E RS 25889 5 729 Onull flavor O FIZBI T 23 L
FHIZIZONTII336HESMOZ &,

D.8.r5 #TH

FHDOFG = COTF—ZHAIIFERGLORGHR THEANT D, BBARCKTHOEL S
oW ThH, BBLEORMZANTHZ N TE S,

M &

T—H4 %l A /R

OID L

FFAE FELWERICOWTIEMENZ S BO Z &,
nullFlavor : MSK, ASKU., NASK

ZEEL—L

BARPRM B2 1%, £ (70bb [CCYY) ) £ TTHh S,
KkOBAMNEIREST D Z LIXTTER,

TEHR D KABRARE L7 WIFH S % 5k 3 2 72 O Onull flavor D IZEE T 25 LW
FH|XIZHOWVWTITI336EESBHOZ L
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20164 11 H 10 H

-90-




(A 1)

D.8.r.6a fHMA¥EHD MedDRA/X— 3>

FIHDOFG & ZOTF—HFTHHIZIED.8.r.6bOMedDRAN— 2 U & A ST 5,

et fEE, 7272 LD8r.6bic AN T 2, A T MA,

T — &R 4AN

OID L

PR B ko () )

EEL—
1 >DICSRIZ1D>DMedDRAN— 5 » DAERT 5,
MedDRANN— 3 IS AEEH Lk, FFAMIL 11511 &725,

D.8.r.6b f{FH¥EHA (MedDRAI—F)

M OF5 & ZOF7 = ZEHEITIEES S OB OMedDRA LLT =2 — & A9 %,

A TE, 7277 LD.8.r.6all AJT HA I34HE,

75 8N

OID 2.16.840.1.113883.6.163

FFAE BT

AL —

D.8.r.7a EI{EF® MedDRA/A—T 3

FIHOFGI = ZOF—HFHABIZIID.8.r.7T60OMedDRANN— 3 V& AN T 5,
M £, 77 LDS.LTbIC AN T HiBEITNA,

T 4AN

OID L

FFAE Bk () |

ZEEL—L

1 DDICSRIZ 1 DDMedDRA/RN— g o DIEH 5,

MedDRA/X— 3 15128 L2, ZFAEIX T15.1) &85,

D.8.r.7b El{EA (MedDRA 21— F)

FIHOTFS| = ZOTF—FHEEWANTH7221F, EFHEALEL D, ZOT—XIHEH
IZ1%, D8r Tl 7ERMLOMEHEICET2EREATIT S, D8raso
L, MedDRA LLT=— K&+ 2,

A &, 7272 LD.8.r.7alc A14 A 13 0A,

7 — KAl &N

OID 2.16.840.1.113883.6.163

AL T

EERL—V

ICHICSR ¥ H A R
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(A 1)

D9 ETCOHE
D.9.1 % TH
FHOFE & OTF—FEBIZIFRESINTZEEOKRTHEANT S, BRBEZOHMEAT
THIENTEXD,
WA (E=s
7 — a8 H fF/ IRsfH]
OID L
FFAE FELWERICOWTIEMEIEZ S BO Z &,
nullFlavor : MSK, ASKU, NASK
AL —

EfE7REE (T72bb TCCYY) ) IRERLETH D, RROAMNEZIEET S Z

LITTERYY,

THH O KRERARZE L2 WIFHREE 25089 5 729 Onull flavor O FHIZEE T 53 LW

FH|XIZHOWNWTIT336HESZROZ &,

D.9.2.r HESII=TRE (MLEIZIHLEYIRT)
KTav 7o lr) ZR3EEABRNENRERTHDLZ L, FL lr] TrENDZTXTOYT

70y 7 OERBE—O Tr) ([ZET DSBS D 2 L amkd 5, LR

FEZLChoT

2y () 295, Hl2X, 2 20X RNRE I NZGE. &AOKERILDI2.1.1 05

D.92.12IZ AL, 9 1 2DFRKIED.I22.1705 DI222IZ AT D,

D.9.2.r1a HESINI-FEED MedDRA/X—P 3 >

FIHOFG & ZOTF—FHEHEIZIED.9.2.1.1bDOMedDRAN—V 5 » & AT 5,
HEtE {8, 7272LD.9.2.r.1bic AJ1T DA I1TMA,

T — 4 4AN

OID L

FFAE B ko () )

EEL—

12>DICSRIZ 1 2DMedDRA/N— 5 » DIFEHT 5,

MedDRA/N— 3 1512 U72RE, 3FAMEIE T15.1) &70 D,

D.9.2.r1b #HEESI-%E (MedDRAI—R)

FIHDOFG & ZOTFT—ZHEBICITWE SR OMedDRA LLT=— K& A1 %,
EAETE fEE, 7272LD.92r1all AT 254130, .

7 — 5 R 8N

OID 2.16.840.1.113883.6.163

A E BT

EEL—

ICHICSR ¥ H A R
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D.9.2.r2 #HMEIN-FEE (BHEH)

(A 1)

FIMOF5 = ZOTF—FHEBEIE, HREZLRRTEOICHNONZE - RREEOSEL T
XITEGER A AT 5, EFERRBETIEIGR L TANT 5,

et fEE, 7272 LDI92r.NiC AT D55 130,

5 7l 250AN

OID L

FFAE ENEEERR )

EEL—

D.9.3 HBEIEES A=

FIHDOFG & ZOTF—ZHAIIFEREMT O E T T,
A T8, 7272 LDINC AN T %A IT0H,
T — 2 7 — LRl
OID 2L
FFAE false
true
nullFlavor : ASKU, NASK, UNK
LB —V
TFEHRDOKEARE L WIEHRE A FLIR T 5 72 Onull flavorDfEHIZEE T 25 LW
FHXITOVWTIIIIHESROZ &,

D.9.4r EHRICKDERE WEICHULEYIRT)

D.9.4.r1a FlRIZ &k HFEED MedDRA/N—D 3>

FIHDOFG & ZOT—HFHEHEIZIED.9.41r.1bDOMedDRAN—Y 5 » & AT 5,

et {8, 7272 LD.9.4r1blic AJ1T DA 1THMA,

F— 4AN

OID L

FFAE B ko (R )

EEL—
1 >DICSRIZ1D>DMedDRAN— 5 » DAERT 5,
MedDRA/N— = IS 1A L7k, SFAMIE 11510 &7 5,

D.9.4.r1b FlIfRIZKSHFEE (MedDRA O1—F)

FIHDOFG & ZOT—ZHEBICIEHIRIC X 2 EK DOMedDRA LLT=1— K& A1 %,

AT 5, 7277 LD94r1alcl AT B5A I34E,

T — 4 8N

OID 2.16.840.1.113883.6.163

FFAE BT

AL —
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(A 1)

D.9.4.r2 EKICKkSIEE (HHEEH)

FHDOFG = ZOF—HHEBAIE, FIRICE DR E TR T D OICHW BBk EH O
SERO/ FEVGENEANT 5, EHEARRE TR L TALT S,

M £, 77 LDIAL NI AT T HHAITMA,

T 250AN

OID 2L

PR EREEERE

AL —

ICHICSR ¥ H A R

20164 11 H 10 H
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D.10 H—F /RREBFICHITH, HIc

AHEE L, BUCEIWER BEEGNRIL L 20> 7256
TRWEESIX, KAEBZFERHLRY,

(A 1)

MY E

DB —F/TRRHEIHENT 25, £
DIHOMMDOFE & 2B MI 5 &,

D.10.1 H DA
FIHOFG & DIDOHMDOF 2B T L5 &,
HEM &
Fahm it 60AN
OID L
FFAE ENEEERE
nullFlavor : MSK, ASKU, NASK., UNK
oL —L

EEFEDBOAFTRA = v V2BV GEEIE,
—AHAZZEME T D,

null flavor®UNKZFH LT

REEZNLHRA =V Y L EH > TNT S, EAFREH#ED -
ERANAL RN

IZENEARFET
null flavorOMSKZFIH L CZ OF — X IHH %22/l & 95,

[HEHR DO KB R L7 WEHEE 2 ftah 3 5 72 Onull flavor DFE A IZBI 556 L
FHZITHOWTIH336HEEBRDOZ &)

D.10.2 FHOEHIER

+ /BRI

BIWEH,/ BEFLNBE L-FOBOFERZ AT 5, D.102.1 XX D.1022 D

7= 5’1,5\50)9%1071 FEBEIRT 5, ZOHEE. AFRERER S EMERERIZE SV T, 4
% OENAFRRE L2 S D 2 RIRT 5,

ERRAEFER BN RIT L, REe

RAMEFHLTL LV, HDEWIE. BBXLZOF

#n% DI022THICA NI TH I ENTEX D,

D.10.21 #HOEEAHR

FIHOFF & ZOTF—HHBIZIEBOEFEHAEANT D, AESRAMEHEAL TS Xy,
et &

T — s EES i

0OID 7L

A E nullFlavor : MSK, ASKU, NASK

EEL—

BIKR MBS IL, £ (T72bH [CCYY) ) £TTH 5D,
KEDOBMERET S Z EIXTE AR,

EEENEFABZMS>TWVTYH, HAAFREEDT-DICENEEETE RN
4. null flavorZMSKIZERE L CZ DT —XHB 222 L 42,

TEH D RKAER(EE L 72 WIS 250892 72 O Onull flavor D FHIZEE 453 LW
FH|XIZHOWVWTITI336EESBHOZ L

D.10.2.2 HDO &

ICHICSR ¥ H A R
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(A 1)

D.10.2.2a HOEE ()

FIADOF & o7 —ZHBIZIEHOER B 2ANT D,
M £, 77 LD.1022bIC AT A 1TH4AE,
74 3N

OID L

FFAE BT

AL —

D.10.2.2b FHOFH (HBifI)

FIHOFG = ZOTF—ZHAIITBOFR (BA) 2 AT D,
A L&, 7272LD.10.2.2al2 A1 D58 1302,

T K 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

PP FEDOUCUM=— K : {decade}

L —v

D.10.3 HoOEKRALH

FIAOFG = COF—FHEBICIIHOKKAKRBEANT D,

AT =y

T — & A s}/ R[]

OID el

FIAE FELWFRICOW T EIZ SO Z &,
nullFlavor : MSK, ASKU, NASK

AL —
FARR MBS L, 4 (F7bb [CCYY) ) £TThHD,
KEOBMEEET D Z LIXTER,
RO KIBC/EE L2V RS %2 50ib 92 72 9 Onull flavor D FICBI 323 L
TR XIZOWTIE336HAEBOZ &,

D.10.4 HDHEHE (kg)

FIHAOFF = ZOTF—ZHBIIIBORELZF 0 ST DA TATT 2,

G &

F— a2 H 6N

OID L

FFANAE er

FLER L — L
INREME D Z &N TE D, ZOHFT—XHATIEI~ () ZHEALTUIW
TR0,

ICHICSR ¥ H A R

20164 11 H 10 H
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(A 1)

D.10.5 HNDEE (cm)

FHDOFG = ZOTFT—HHBEBILIBROEER T A— NVHEATANT D,
AT &
T — &R 3N
0OID L
Fiaa i) B
EEL—
WEEHEALTZETFEATT D, ZORFET — XA TIINIKR O v~ () %fE
FLTIEW T 7220,
D.10.6 FHDEH
FIHOFF & ZOT—ZHBIZITHOMRN A AT D,
A D.10DOWF DA 2 A3 258 13%H,
F— a2 H IN
0OID 1.0.5218
FFAE 1=
2=1c i
nullFlavor : UNK, MSK, ASKU., NASK
EEL—

EEEDBOMNEZM>TNTSH, BEABERREDT-DIZENEBETE RN
4. null flavorOMSKZFIHA L CZ DT —XTHHZZEME T 5

THH O KBRS L2 W 2509 5 729 Onull flavor O FHIZEE T 53 LW
FH|EIZHONTII336HESROZ L,

D.10.7 FHOEET ZAEER UHMARER

D.10.71.r BOBEEIIhI-1EHR DLEICELEYIERY)
D.10.7.1.r.1a BOMEET ZAERER VHMAFEIRD MedDRA /A—P 3 >

FHOFG = ZOF—FHABIZIED.10.7.1.r.1bOMedDRAN— 5 v & AHT 5,

WA f£E, 7272LD.10.7.1.r1bic AF T 2 B A 1T,

F— a2 H 4AN

OID L

FFAE Bk () )

AL —
1 >DICSRIZ1D>DMedDRAN— 5 » DAERT 5,
MedDRA/N— 3 IS A% Lk, FFAMIL 11511 &2 5,

D.10.7.1.r1b HOBEET HABRERUMEEIR (ER/FHLE Z0Of) (MedDRA

a—FK)

FIHOFF & ZOF — X HE BB OBE S B 15 K OREEE IR OMedDRA LLT= — K& A
5145, DIITEESROZ &,

A &, 7277 LD.10.7.1.r.1alc A1 T 288 130,

ICHICSR £ 74 K

20164 11 H 10 H
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(A 1)

T — 8N

OID 2.16.840.1.113883.6.163
Fiaa i) B

LB —V

D.10.7.1.r.2 BA%sH

FIHOFG = ZOF—ZHAIZIED.10.7.1.0D [EZAPRIE] OFER 2 AT 5,
M &
T A /K]
OID 2L
A E FELWERIC LTI ERIEZ 2 EO Z &,
nullFlavor : MSK, ASKU, NASK
AL —

HAKBMLEZREE X, £ (bbb ICCYY) ) $TTH D,
KKOBMERET D LT TE R,

THH O KBRS L2 W 25095 729 Onull flavor O FHIZEE T 53 LW
FH|EIZHONTII336HESEOZ L,

D.10.7.1.r.3 #%#%

FIHDOFG = ZOF—HHEBAE, ZOWEORITD.10.7.100 [EFEAIREE] 23 FE 750k L <
W inkERT,

A [E=n

T—s 7R

OID 2L

PAE false
true
nullFlavor : MSK, ASKU, NASK., UNK

L —L

THHRO KB L LW ERE 2
A& D

LR 925 7= Onull flavor DfE FAIZEI 3 D3 LW
FHEITHONWTIH33.6HE S ko

i
-
Z

D.10.7.1.r4 #TH

FHADOFG = ZOFT—ZHEBAIZIED.10.7.1.00 [EFHPREE) O THE AT 5,
et &
T A /R
OID L
FFAE FELWERICOWTIEMEIZ SO Z &,
nullFlavor : MSK, ASKU, NASK
EEL—

HAKBMLEREE X, £ (bbb ICCYY) ) $TTH D,
REEDHMEIRET D Z LT TE R0,

TEH D RKAERGEE L 72 WIS 250895 72 Onull flavor D FHIZEE 4 53E LW
FH|XIZHOWTIT336EAEBHROZ L

ICHICSR ¥ H A R
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D.10.7.1.r.5 {&#&

(A 1)

FHDOFG = WiEbsnzT —%HEE (D.10.7.10) AN TERD -7 TEZIREE] 12o0
TIBIME 722 BE G A AT %,

M &

=5 2000AN

OID L

PR EREEERE

ZEEL—IL

D.10.7.2 FHOBETY 5AKRER UKELEIR ORI IER

FHADOFG = ZOF—HHAIZIE, D.10.7.10rTa— RMETE o 7Bl o2 OO IEFREE &K O
BEFEREIRICRES B ERE AN T 5,

A &

=5 10000AN

OID el

AN AE EREEERE

ZEEL—L

D.10.8.r FHOMEET HBENEXERFEHRAE WEICHELHYIERT)

D.10.8.r1 EERAL FEIHL-FRH)

FIHOFF = ZOTF—FHEBIZITREENHRE LZERLLE AT D, 1OOEELBE—D
RIPENEE - P RIEXN TV TH, EICE > TR SEEEL 2 LOBE0H 5
ZLICHEET S, D8EEZEBROZ L,

1A lE=3

>z Y 250AN

0oID L

AL EREEERED

EERL—V

D.10.8.r.2a MPID/A—Y 3 VAT /&S

FHOFG = DRHHAZHDZ &,
G =

=5 ISO IDMPD L0,
OID L

A E ISOIDMPD L 51,
ZEEL—IL
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(A 1)

D.10.8.r.2b EERKEMAEFF (MPID)

FIHDOFG & DRrHAZZMRDZ &,
A 1%

T — A ISOIDMPD L 51,
OID ISO IDMP®D &£ 51,
Fiaa i) ISOIDMPD &£ 339,
EEL—

W2 B EFBITEB VT HMPID, PhPIDDO ELHna AL, EHHBANTS
N = A

D.10.8.r.3a PhPID

N—La AR/ ES

FIHOFG = DRHIHAZHDZ &,
i E P =

=5 ISO IDMPD L0,
OID L

A E ISOIDMPD L B0,
ZEEL—L

D.10.8.r.3b #FIF#FF (PhPID)

FIHDOFG & DRrHAZZMRDZ &,

HEtE fEE,. D.10.8.r2bIC A3 DIHEIFATI LAV,
=5 ISO IDMPD £ 1),

OID ISOIDMPD L3V,

FFAE ISO IDMP® &£ 339,

EEL—

W R B EIRIZEB W T HEMPID, PAPIDO EL 6502 AL, EHE6 8 ANT S
Z EiE R,

D.10.8.r.4 FBAtaH

FIADOF = ZOTF—HHBIZITHOBET 2R EO EELERBEOR5ME R 2 AT 5,
A 1%
Vet ki SR T
OID L
TFAE FELWERIC LTI ERIEZ S EO Z &,
nullFlavor : MSK, ASKU., NASK
EEL—

IR MBS IL, £ (T72bH [CCYY) ) £TTH 5D,
KEDOBMERET S Z EIXTE AR,

5D RIELIEE L7 W S & 5ok 3 2 72 8 Onull flavor D FHIZ B4 2
FHEITOWTIH336HESHOZ &,

FELL
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D.10.8.r.5 #TH

(A 1)

FIHDOFG & ZOTF—FHEBIZIFBOBMET 2B EOERLEAEORGKTREATIT S,
et (=¥
Vot g SR
OID L
FEAE FLWERICOWTIIERIZ S RO Z &,
nullFlavor : MSK, ASKU, NASK
LB —V

BIKR MBS IL, £ (T72bD [CCYY) ) £TTH 5D,
REDOHAMEZRETDZ EIFTE 20,

WO KB mE LR WERS 25889 5 72 0 Onull flavor D FHICEEF 53 LW
FHEITHOWTIH3I6HESHOZ &,

D.10.8.r.6a fEFA¥EMHAOD MedDRA /S\— 3>

FIHOFG = ZOF—FHAIZIED.10.8.r.6bOMedDRA/N— 3 & A ST 5,

M fEE, 72720 D.10.8.1.6bIC A4 DA I3,

T s 4AN

OID L

FFAE Bk () |

ZEEL—L
1 >DICSRIZ1D>DMedDRAN— 5 ' DAERT 5,
MedDRANN— 3 IS EEH Lk, FFAMIL 11511 &725,

D.10.8.r.6b {EFRIE

B (MedDRA O—F)

FIHOFGI = ZOTFT—ZHBICIZERGOFAEB OMedDRA LLT2— K& A1 %,
et {5, 7272LD.10.8.r.6alc AT DA 1T MA,

T — &R 8N

0OID 2.16.840.1.113883.6.163

FFAE B

ZEEL—L

D.10.8.r.7a &I{EH

M MedDRA /S—T 3 Y

FIHOFG & ZOTF—HFTHHEIZIED.10.8.1.7bOMedDRA/N— 3 » & AT 5,
et fEE, 7272 LD.10.8.r.7biC AT D553,

T — 4 4AN

OID L

FFAE B ko () )

EEL—

12DICSRIZ I DDMedDRANN— 5 » DIFEHT 5,

MedDRANN— 5 15128 L2, FFAEIX T15.1) &85,
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D.10.8.r.7b EI{EMH

(MedDRA 01— F)

(A 1)

FIAOFEF & ZOT—ZHEBICANT H-0IE, EFRHALE LD, 207 —XHH
121, D108y Tl Bl EH L O AREICB T AWM E AT 5,

AT f£&, 7272 LD.108.r.7alc A S DA 1302,

7 — a8 8N

OID 2.16.840.1.113883.6.163

FIAE e

EEL—IL

ICHICSR ¥ H A R
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(A 1)

Ei BIER/BEER WEICIHCHRYIEY)

HZ#h72 ICSR & L IZHKAK 1 SORIWEH /B EFRZHnR L i o2y, ZoEO [ i
X, BFEENBROVEEL 228K, FU ) TRENDZTRTOYTEZ Vg v OER
WEFR—o M) BT 5306BE%RICH 5,

Hfr 2B BIc LV, Gk9il EEE FEFEG~ N 7 ATEWERH FEFL %S
BMTEx2X51C, TNENORIER/BEEFERIZNEID 2EH V4 T5H,

GBI HEESOMES LD () 78y s 585, BlziE. 2 >OEIERR
O Db I . BOEWERIE ELL 76 E1OTIZLAL. b5 1 SORIERE
E2.17/26 E29HICANIT 5,

E-BlfEABEER

Ei-BlffR BAEER (WEITISLRYIRY)

Eilla- BEBCRHIN:, F—RERRICKVEREShEER EEER
E.il.1b- E—RIEFHRRICLYBEShI-BIER AEBRNDEE
Eil2 -FfRShfiz. E—RERRICIVBRESIE-EEREEER
E.i2.1a- 8l AEELRDMedDRA/NA—T3Y

E.i2.1b - BI{EA. B EE R (MedDRAD—F)

Ei31 -HEBICI->TEELSN-FE

Ei32 -HERRILOEEMHOEE(IDULERIRE)
E.i.3.2a-EIZEDELD

E.i3.2b - £@MEENT LD

Ei3.2c- ABEDE=HDARIIIARHEOEENBETHDED
E.i.3.2d - kMR IITEELIES - BEETFRITHDED
Eil32e-EXKEEZETLID

E.i.3.2f - ZDODEFMICEELIKE

Ei4 -BER BAEEROHXKA

Ei5 -BER AZEZNKLTH

E.ib6a -EEA  BEEZROFEHMED

Ei6b -BIEA  BERROFFHLAM (HELL)

Ei7 -RERERBORER " 8ZEER0ER

Ei8 -EEREMRICIIEFRESD

\\‘ae CEWERL BEERARELLEOBI 4//
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E.i.1

(A 1)

F—RERFEICEYBRESNEEERFEER

Eilla BEETE#HIN:. F—XRERRICLYBESI-FEREEER

FIHDOFS| = ZOT—FHEBIZITEER /AEESR 2D T 20ICHWONZE - RHEED
SELO/ UIHEVENE AT S, SGELSOSTETAT LIEGEE., BERE
DEEAIT D,

A [RS=%

> — & 7l 250AN

OID L

AL B B EH

AL —

Eil1b F—RERERICIVEESIh-EBER " EEERDERE

FHOFE & [FBSE e = — N : 754 22— N —Part 2: alpha-32— K& AW TC, EillaTHERAL
CEmr AT 5,

AT fEE, 7272 LEilLlalc ANd 5541304,

F— 3A

OID 2.16.840.1.113883.6.100

A E ISO 639-2/RA. alpha-3

EEL—

E.il.2 #fREhf-, F—RERRICEYBRESI-BIEREAEER

BITER AEFRzE T 20

FIHDOFG & 07— 2 HBIZIXEBERRZE DD,
LI H—RMEEDEERD/ UFENGEAEZ IR L TANT 2,
EAETE &
7 — & 250AN
OID L
FFAE SRR
AL —

E.i.21a Bl{EA / HEEZD MedDRA/S—P 3>

FIHOFF & ZOF—ZHBAIZIFEiL2.1bOMedDRAN— = » & A ST 5,
WA WZH

T =4l 4AN

OID 7L

FFANAE ko T ()

ZEEL—L

1 DDICSRIZ 1 DDMedDRANN— g » DIEH 5,
MedDRA/N— 3 151 % L7=FE, FFaEIE T15.1) &7 5,
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(A 1)

E.i.2.1b BI{EA /BEEH (MedDRAI—F)

FIAOFEF &

ZOTF—FHEBIZIXFE - KRERFIC L VRS S EWER  BEESRICK D —K
9 5MedDRA FfERE (LLT) & A9 5, BISRGE L LT, %75
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IR B L, 2O OB % B iR D8 HIZ AT 5.

G.k.2 EFEZOHEH

= A U 44 13, BB —IRIEHIED DS SN7-RBLIT Gk22ICANT 5, EH ORI
AEHELT H7291Z, ISOIDMP 2 H 3 _E ThH 5, IDMP 23FH AIRRIC Z2duiR, B35 &5
BT DR, &b IEMICEE(LSNZERPEO., BEETLEREZEEV KT LE T2V, f
ZIE. Gk2.1.1 TMPID ZAS1+iE, Gk2.1.2 TPhPID # A1 BB T2, FREIC,
PhPID 28 A ) SAVT WX, AR DA ANJ19 2 BT 720,

o BEREDUEAIL. B2 a— RSN RWEATH,. Gk22 KN Gk23rn1 125> T
WA TR Z AJRE/RBR Y < A5,

o HOHEIHMIZE LTI O EORSANFEINTWDHEEE, HEIZSEETGK23 it
DIRLTAREBIZATIT B,

WEHEDEH LZERRAZFICANT T TH D,
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G.k.21 EEROBEFHBBNFBF O EHENF

G.k.21.1a MPID/\—Y 3 YAt/ &EF

(A 1)

FIHOFG & ZOTF—HFHEBIZIEGk2.1.1bDO A=Y 2 VO A E AT D,
A (G-

T — ISOIDMPD L 51,

OID 7L

FFAE ISOIDMPD £ 350,

EEL—

Gk21.1b EEXEKHFRZFANF (MPID)

FIHOFF & ZOTFT—ZHBAIIIMPIDE AT 5, WE SNTEIELDOMPIDA 2 WA T,
ZOTF—FHEBIFZEMIZLTEL,

A (653

Vet ki ISOIDMP®D &£ 51,

OID ISOIDMPD LKV,

A E ISO IDMP®D £ 59,

EEL—

MPID (Gk2.1.1) Z A LA, Y OEH Gk2.1 X Gk23r
(Gk23r1 75 Gk23.r.3) 132 e 4%,

G.k.2.1.2a PhPID/A—Y 3 VAR/BEE

FIHOFG = ZOF—FHEBIZIEGK2.1260D =Y 5 L O HAFE AT TS,
G =

T—5 M ISOIDMP®D L 51,

OID 7L

A E ISOIDMPD L 51,

ZEEL—L
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(A 1)

G.k.2.1.2b #HEIFEFF (PhPID)

FHDOFG = ZOTF—HHAIZIIPPIDE AT D, WG S 72 EH S OPhPIDA 72V 4
X, ZoOF—XHEAEIFZEMICLTERL,

M L&, GK2.LUIANR S HHEIIATI LA,

=5 ISOIDMP® L 51,

OID ISOIDMP®D & 51,

Fiaa i) ISOIDMPD £ 3510,

AL —

W7 B EIRIZ BT HMPID, PhPIDD EL &2 AL, M2 AT 5
Z ElE A,

o

MPID (Gk.2.1.1) %7223 PhPID (G.k2.1.2) Z# AN L7286, Gk23r
(Gk23.r.1 26 Gk23.r3) X2 LT 5,

Gk22 E—REHRRIKVEBEShE-ERERA

FIHOFS| = COTFT—FEBIZIXREENMEA LIZEELLEZ AT D, 1DOEERL P HE—
ORGEEFICIVRIEIN TV TH, BIZX o TR STEEIELE L OHAOH
HZ EITEET S,

A WZH

7 — & 250AN

OID L

PAE EREEERED

AL —

Gk23r HO/HERSOHBINFEESE WEICHLRYIET)

MPID X (% PhPID O W F I H 72V GA . Ay T L ICARTEE 240K L, B4 IC AT 5, ISO
IDMP SR FIRBIZ 224U, ZNENDENKT Z L2, D FFEK 7D ID 2 N1 5, Ak
5/ FEERT D 1D D72 WIiGETE, EFELERE AR (INN) | fiodh. EERLE =2 — RO
W EANTHZ L,
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(A 1)

G.k.23.r1 HH/ HERS%A

FRDOFGE (4 OID)  (Gk23.r2b) BRVEEE., ORI ORLBE#HE AT 5,
CZICERSRE AT H I ENTED,

T (5=

7 — & 250 AN

OID L

AR A I RCR

AL —

G.k.2.3.r2a HH/BERSDID/AA—23 AN/ BEE

FHOFE & ZOF—=HHEB IS L DIDDO A= g O A EATIT S,
A (E=w

T — 2 ISOIDMP®D L 1,

OID L

FFAE ISO IDMP® &£ 339,

EEL—

G.k.2.3.r.2b R% ./ HERMS® ID

FIHOFF| = MPID (G.k.2.1.1) X OPhPID (Gk2.12) DM EFNRWEAE, I biEy ks
IDEEMT 5, @BFHHATRRIC /2 > TOARWERSIE, ZOE A ITZEM & 4
%,

A &

7 — & ISOIDMP®D L 351,

OID ISOIDMP®D L 51,

PAE ISOIDMP® & 1),

AL —

G.k.2.3.r.3a 8 (#)

FIMOFED = PhPID (Gk2.1.2) BRIAARFOEE, By0EEE R T L VIRWEEEZ Z 0T —
ZIEAIWCANT D, HAHVITEHERRTIUE, ERERTEIE (Do TWVW5bHE
) BEANTS,

T A FE

o — Al 10N

OID 7L

AR B

EERL—V
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G.k.2.3.r.3b BE (Hfu)

(A 1)

FIHDOFG & ZOTF—FHEEIZIEGKk23.r.3aD L E AT D,
et fEE, 7277 LGk23r3ac AN T DA T MA,
5 i 7l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FFAE HIFRAFUCUM =z — K

AL —

Gk24 EEREATFLI-EOHA

FHDOFF| & ZOTF—HZHBICIRERSEAF LICEE AT 5,
A EE=3

F— 2A

OID 1.0.3166.1.2.2

FIAE ISO 3166-1 alpha-2, EU

EEL—

TRTCOBEEHI2FOEa— R&EFEHT 5,

EUDE = — R3S aIEEa— R & LTISO3166E =2 — R VU X MZEELTE
. BRMNESGOLARIZRTVLEOH LT XTORGEEYR— T2, ZOHA,

[EU] BREza—FE LTHERIND,

ERINTWD, T—XDEERAET D2, RFEWED A FTIE, HHEHOND
DIZISOE=Z—REHFEHTLZ L LT 5,

6 HFEITIE. Gk24 T H OF — 2Bz S\ Cit. HL7 Tl a— FG7 < T35 b

ICHICSR ¥ H A R
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(A 1)

G.k.25 ARBREOEFHRKR

FIAOFS| = ZOF—ZHEBITERRR) D OICSROAICEAFRETH 5, ICHE2AN A R
A UNF, B FCOEMZEERETRE L2 LTS, L, K
BRI ICER FOEFIZEMERE LR ZhbT Z ENEETHIEAIE. 2
OF—HHEHEUTOLRBOFEHATLIZ L SN2 ETORIL, 25T —%
HHIZ Taue)] ZANTHZET TERTI LWHIRNERRT D, ZOHEN
ltrue] THHHAE, [Gk2EIRELOEI) FICEHEENHHEA I, 1BEBRED
HREANNT D2 klo%k@%%%# FONDLAEE. TN oK%
BleDGk7T vy ZIWZANTHI L, SR, @YeEae. Gk23rTH
BIRL LT [Fo98R] 2RET 5,

A &

T =5 7L

OID L

FFAE true

AL —

AR RRBR I B4 2 ICSRICEB W T, ICSRIEFERICRBIEETH 2HEAIC DT —
XIEE OfE%E Ttruel IZRET D, TOMOBEIT @T—&IEE%:{K%LT
T2 57220,

Gk3 EERORBOMBHERUVARRE HEES

%&%éhﬂ\él:‘;fzun {25\ T ISO IDMP MPID ﬁﬁf;b\ BaE. JEFIHE 2k D BRI
DOHEZETHENCBIT D8 HiEES L & bIKROREE A E N7 5, MESFEITA
®%&£%%a:omfz!xrﬁi&%ﬂﬁa“é_&o
G.k31 RE HEES
FHOFE & MPID (G.k.2.1.1) 27RWIEEIL, FEFIHRE Zmk T 2B, £0oHME T 5EIC
B BEEMOKR BHE L ZOF —FHAICANT 5, WAL, D7
< &b HILOPWERIRIZCOWTAREREANTHZ L,
AT =&
5 — A Fll 35 AN
OID 2.16.840.1.113883.3.989.2.1.3.4
A E B HFeH
AL —
Gk3.NUZIZBL T OREAEH NS -

_n

<id extension="authorisation / application number"
root="2.16.840.1.113883.3.989.2.1.3.4"/>

rootiZG.k3. 1D FIZER] 23 L, id extensioniZ EER DGR, HiEEZ &2 AT

B

ICHICSR ¥ H A R

20164 11 H 10 H

-124-




(A 1)

G.k.3.2 R HHE

FHADOFF| & MPID (G.k.2.1.1) D72WEEIK, ERHRE ZEET LRI, EELPAE SN
TEE ZOTF—ZHEEICATTS (o TWBHEE)

A &, 7277 LGK3 U AT HEAITMA,

7 — 4 Al 2A

OID 1.0.3166.1.2.2

A ISO 3166-1 alpha-2, EU

EERL—V
TRCOPFAI2LFTOE 2 — RE2EHT 5, EUDE=2— RIfINEta—F
L LTISO3166E = — KU A MIIFEELTEY ., BRNESDOLARTEZRTHEDH
DT RCORFEEYR— N5, ZOHAE,. TEU) BE=a—KFE LTHFRIN
5,

G.k.3.3 REOWMBE HEEDLAM

FIHDOFG & COTFT—HHBAIIIN Y = UICRR ST D BUEGERRIEE 04 FrE A
T %,

M e

T 60AN

OID 2L

FFAE B hEd

AL —

Gkd4r BEERUEERR (LEICELRYET)

Gk4rl b Gk4r3 FTOTFT—XHAX, HHEEEREANTLHDIEH]TH &, Hilx
X, Smg (1 [EHEEGEE LT) ZREATRET 25613, Gk4rl b Gk4r3 £TOTF—XIH
HIZENENS5, mg, 2. HEANT D, FERIC, 50 mg & H & 53 5541, 50, mg, 1.

HET 25,

FTE DR CHEEEIR ST 25613, ZORBICED 282 AT 5, #lziE, Smga 1H 4
B (QID) THLHTHLE1E. Gkérl NS Gkdr3 ETTOT—XHEHBE, TNLI S, mg,
025, H&T %,

EEHBEOEAAIDOEA, mg DbV IEEOHLL {DF} & L CEEERN (Gk4rlb) %
AT %,

B—A /RRBEDBEAIL., ZORSGEOHEHB IR SNEZE~ORGEEZ AT 5, Bz
X, FLIRICRB T 2RIERRBLORIK L b 2 3K 2 BN ER Lz Ga ., 2ok 5 2FH
(Gk4rl1 5 Gk4arll.2) (X, REBUCE T 2 DOIEAOEHARIE AT 5, REBIOIPEESE
DIFTIRTHDHHEIT., USRI 52 OHEAI OB I 5/ 2 # 5 BERICATT 5,
RN ORI CH HHEA IR, TERLICET 2 Z0MmoE®R]  (Gk10) AN 5,
JEFIOFERTER (H.1) (2id, REOWEHE2 G OIEF2EIC >V TRtk 35,
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(A 1)

1 DOMFIZEBORENEEND T2, WSS EEEREZANTDHZ LN TE 2N
FElE. GkAr8 IR TANTHZ &,

& ZooREEORBF 18T (G)

W29,

Gka4rla BE5EE #

FAOFS] & ZOF—-FHEBICEAES R ) 2ANT 5,
A ey

T 8N

OID Bl

Y BT

FEEL—

G.k4rib #EE (HfI)

FIHOFG = ZOTF—FIHEBEIZIE, GkarlaDEEROENEZ AT 5,
WA f£&, 7272 LGkarlalc AT 555 1304H,

7 — & 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FIAE HIBRfFUCUM=— I : {DF}

EEL—

UCUMTlE., UCUMIZE ENWVGEESICBM Ut oEREHEH LT Ly, 2o
BA. XMLA v t&—Tid (DF) 2L TH vy,

G.k4r2 HBEMEOERME

MHADTF5IE ZOF=ZHEILEAERE (Gk4rlak OGk4rlb) ORFHEHEEOM (&) ZA
N5, Gkar2XIGk4r3ID W FTAPNPRRADEE, BG5MBOERN [H
H9 (cyclical) | . THEM (asnecesary) | . &Rl (total) | OWTNNDOHE%
BT, WEE ZZEME T2,

EAETE (E=s

T — &R 4N

OID L

A E BT

AL —

G.k4r3 EBEHEOES

FHOF5 =

ZOTF—FEBIZITERERE (Gk4r2) O EELEYIZERT HUCUM
a— REANT S, BAMRERGEREIRETH S, EHRAE A 3E A
IR SN Z ERMHERENTHAEAIE. ZoF—#IEHBIC [FE
(cyclical) | X% TWEHA (asnecesary) | é”ﬁ"ﬁfﬁ LTH LW, Btk
O EREIIRATH D2, BIERGEENS 1> THBEE ] RGO 8
&) 1%, BLHAL (Gk4rlalGk4rlb) & &b, ZoF—FHEBEKC A
(total) | #ANF1TD (GkAr2IZEMMET5) |
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(A 1)

i FE, 7272 LGkAr2IZANT 551304,

T 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TP HIBRAIUCUM=t— R : {cyclical} . {asnecessary} . {total}
FLEL—L

UCUMTIE, UCUMIZE ENRWVFLFICHMLAORHEZFEH L TH L, 20
WA, XMLA vt&—Tlid {cyclical} ., {asnecessary} . {total} ZEHLTH
L,

Gk4rd EEXEZOHSBEKA

FIHOFR & ZoOF—ZHAIE, BERMBE AT D,
et &

T s A+l

0OID 7L

A E nullFlavor : MSK, ASKU, NASK
EEL—

FARIRME R REE L, F (T7bb [CCYY] ) £TTHS.
RRORAMNEZIET D Z LILTE RV, FROKIBLRE LARWERE 2 k5
% 1= Onull flavor D ICBT 22 LWER| X IO W TIE33.6HEZ RO - L,

Gkdr5 EXROBEKTH

FIAOFS| = COTF—FEBIZIE, BEETHEANDT S, BHWER /AEFEPRHLED
BEZMGEL TWDIEAE, ZoF—XHEAFZEME L, TEELICH L TR
72aLiE ] (Gk8) TS, BEIFITEINTHDENR, ZOHMNRZE RN
LA, Gk4rSiIZBW il 22 nullFlavor & 8R 35,

A LRS=%

7 — KAl HAF

OID L

R nullFlavor : MSK. ASKU. NASK

AL —

BARRBVE R I, £ (725 [CCYY) ) £TTh D, KKROBNMNEIEE
TBHZ LT TERY,

[HHR DRI U7 W HEAE & FEik 3 2 72 Dnull flavor D FHIC B 23 LW
FH|XIZHOWNWTII33.6HESZROZ &,

G.k4r.6a EEREBREHRE (#)

FHOF5 =

W, BEHEITEREORBE KT ENLRE SRS, UL, XTEHO
Eole, LM BRENEAERERDBE VDD, £, ZOF—HIEH
1, OB TR G OIEM BTN B0 A, FS BRI 5 RS
LNTWAEAIZHLEAT 2,

DX RIEFTIE, 12OAMTF—XHE (BMHA IR TH) & ZOHEBIZA
N2, TTTHELRIFRITIEREHHTHY . FXESHMLEEND,
ZOF—FHBITIIEGEHEOE G 2ANT D,

&, 7277 LGk4r.6bl AN B8A 1344,
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(A 1)

T — SN
OID L
FFAE B
AL —

G.k.4.r.6b EFERIZXSHM (Hf)

FIHOFF & ZoF—2HEBAIE TEFRLEZEEH’] (Gkdrea) DHEMEANT D,
M B, 7272 LGk4r6all A4 28581304,

=5 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FIAE HIRAFUCUM 2 — K

EEL—

Gk4r7 NyF /0O FEE

FIHAOFF = COF—FHEBIIIEEKSONR Yy FRiTu v NESEANT D, KIERIZY 7 F
Ve RIBNC B W TEICRE TH D, FTRERIR Y BARM 2 A A4
Do BHIRE KR OF DM OBIEFEHRIZ OV T, TEIEMLICET 2 ZF ool
w1 (Gkl1l) 2T 5,

A =y

5 2 35AN

OID 7L

FFRAE ERzERE

EERL—V

G.k4r8 EBEEZFHRITLHRIFER

FIHOTFS| = BEE L SN EREBEERE R T I ENTERVEGAS, it ah-RE&ICH
L CEDICEMZBNT 28546, AT —XHBICHAHRHEOWEHRE AT S, #
Ehan-®EEDT —XHA CTAN LB REZEBEET LB R0,

1A &

7 — KAl 2000AN

OID L

HRAYE! H itk

EERL—V
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(A 1)

G.k4r9 EEGZHT

G.k.4r91 EEZFY (BHIH)

FHOFG = [EIRFFIFEOID] (Gk4r9.2b) NAEWEE, ZoF—FIHEBIIZEERLATZIC
B4 2% HHE#E Ok AT 5,

A &

7 — & 60 AN

OID L

HRAYE! H H ik
nullFlavor : ASKU, NASK. UNK

AL —

TEH O KIBRARE L 72 WE#REE 2 LR 5 5 729 Onull flavor O FIZBIF 23E LW
FHEIZHOWTIT33HESZRDOZ L,

G.k.4r9.2a EEZFIEOD ID/N\—P 3 B

FHOFE & ZOTF—XBEBIZEFERERLAFEOIDOAA— 3 AN E AT S,
A (G-

T — A ISOIDMPD L 51,

OID 7L

A E ISOIDMPD L 51,

EEL—

G.k.4r.9.2b EELEIF®D ID

FIHOTFS| = PhPID (Gk.2.1.2) D72WGETE, EIRLAITZIZ DUV TIXISO IDMP /& 34 A E
HRAGEOIDE AT 5, EHLFIEOIDNRWESIE., Gk4ro 1o AHEH%
fER9 5,

A &

7 — KAl ISOIDMPD & 81,

OID ISO IDMPD L 31,

HRAYE! ISO IDMPD & 1),

AL —
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G.k.4.r10 BEHK

(A 1)

G.k.4.r10.1 HEHE (BHEHE)

FIAOFEF & MEHREEOID]  (Gk4r.102b) BRWVIEE, 207 —XHEBICHEGREICET
LRt E ANT D, FH—IRERFESERZ TR L TORWESEE XUXEHRZ 0 S 72
WAL, #Y)728null flavor 2 L TH Ly,

A EEy=¥

5 — A Fll 60 AN

OID 2L

FAE EREERE
nullFlavor : ASKU, NASK, UNK

AL —
THH D KIBARE L 72 WS 2 5t 3 5 72 Onull flavor DFE I B3B3 L
FHXITHOWTII336EESHDOZ &,

G.k4.r10.2a BEEEOID/\—avAF/ BE

FHADOFG = ZOF—ZHEBICIIHRERBEDOIDONA— g v A2 AT 5,

M L&,

T— ISO IDMP® £ 339,

OID L

FFAE ISOIDMP®D £ 531,

EEL—
ISO IDMPOIDAFIHAIHEIZ 72 5 F T, ICHE2B (R3) =— R U X M 4D/NN—T 3
VEGERMEMT DL,

G.k.4.r.10.2b #BEHKD ID

FIAOFS| = BRI IZ, 1SO IDMP&L#%%@%EEH% EDID%E A5, 1SO IDMPSF]H ]
2725 E T, 8 (F) IS BEfFoa— RREHEHT 5, ZhAodk

EIJ%%:®?~£¥I§H&:EH% LNz &,
B—F/BRIRRETIE, ZoF—FHERBICF/IBIE (BE) ~0BRERKE AN
T 5, ZAUTEE ., BEEHO X D RREAREIES, TICERE S EEMIC
ONWTHBAFOHRGREEZ G b H D, BOBGREKIIGkAIrINIATITS
Z &,

1A E9=3

7 — KAl ISOIDMPD L 510,
ISO IDMPXFIH AIBEIZ 72 5 £ T, ANTH 5,

OID ISOIDMPD & 30,
ISO IDMPMFIFHATREIZ 22 5 % T, 2.16.840.1.113883.3.989.2.1.1.14 % 4+ 5,

A ISO IDMPD & ¥ 1),
ISO IDMPIFIH FIREIZ A 5 £ C, k1 (F) o=a— FREMFEHT 5,

AL —
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G.k.4.r.11

(A 1)

BAOBS5RE (B-—F/ HRRASOES)

Gkari11 B~AOEBREEE (BHEH)

FADFEF = THA~DOBEREDOID]  (Gk4r112b) BNWGAE. 20T — X IEBIZHGREE
BT 23R 2 AT D, B —RERIENERZ T L CORWIEA TS %
HHARWEA IR, B Zenull flavorZ M L TH vy,

A &

>z Y 60 AN

OID L

AL H FHRL#
nullFlavor : ASKU, NASK. UNK

AL —
[HEHRD KIS E L7 WIEHREE % Fiilk 3 2 72 Onull flavor DfE FHIZBIT 25 LW
FRXITOVWTII336HEEBRDOZ &

G.k4ri1.2a E~OEREEROID/NN—a VAN BE

FAOFG COF—HHEAIIIREREDOIDON—T g A E AT S,

AT =

T ISOIDMPD LK1,

OID el

FFAE ISOIDMPD £ 351,

EEL—

G.k4r11.2b BADEEEROD ID

FIHOFG & ZOTFT—FHEAIZIE, Gkdrl~Gkdr3 Tl L= AEH LAl >\ To
B R M AEANTIT D, BEREEIL, 1SO IDMP A5 LD B HGEDIDE A9
%, ISO IDMPAFIHFIREIZ 22 2 £ T, KL (F) IR SN BEFED 72— RR Al
M52, 2SO T2 207 —2HBIZER LN &,

A 1%

T — ISOIDMPD L 51,
ISO IDMP IR HATREIZ 72 5 £ T, 3NTH D,

OID ISOIDMPD L3V,
ISO IDMPS R AT REIC 72 5 % °C, 2.16.840.1.113883.3.989.2.1.1.14% 5 5,

FFAE ISO IDMP® & 39
ISO IDMP3 R FIRRIZ 72 5 £ T, {81 (F) O =a— FREHEHT 5,

EEL—
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(A 1)

G.k5a B/ AEERRBFITORBKEKEE B

FIHOFS & ZOT— X HBIIIRAOWME, FER, BER/ AEFLOVWTIAIOREE T
IS SN BER S REOME (B) 2 ANT5,

A &, 7272 LGKSDICANT HEAITMA,

74 10N

OID el

P E HF

EEL—IL

Gk5b EMER/ AEERREBRFITCORBRIEE (Bf1)

FIAOTF = ZOTFT—ZHEBIZIZGkSaDEDHN &2 AT 5,

HEtE £E, 7272 LGkSalc AT 258130,

5 7l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

FFAE HIRATUCUM=— | :  {DF}

AL —
UCUMTIE, UCUMIZE ENRVEFICHMLSORRZFEHLTH L, 2D
Bh. XMLA v 2—U Tk (DF} 2EHLTH LV,

G.k.6a BREROITEHR (#)

HADTF5I& ZOT =BT S FORER OMEIRIIE O E AT 5,
i B, 7272 LGk6bICATI T DT,
7 — A 3N
OID 2L
FHAE LSH
FEEL—
SRR A, B, B, FFA AR2Z— (Gkeb) THIT 2,

G.k.6b MEEBOITIRIARM (B

FIHDOFS| = ZOTF—XHEBIZIIGk.6aDEDHEALE AT 5,
i EE B8, 7272 LGk6alC AT 258130,
T 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TFAE A, #EOHODOUCUM=— K : {trimester}
AL —

BRI TRV SN TV A BAUCUMIZED STV R WAL, B2 1E
{trimester} @ X 5 IZHFEINZ AW TrIETE 5,
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(A 1)

Gk7r EEXERFERAEHR WEICHLERYIET)
Gk7.r1 FE—RERRICEYVRESh-EREH
FHOFG = ZOF—XBEBIZITEBENRMBEOT-D, EEGHOEHBSE 2R 25 OIZHW
LN E—RIMEEDOSERL D,/ UIEOEAZER L CANT S, ERIENTE
WA L DR XIEHZ A L WS ENullFlavorz i 32 2 L3 C
x5,
AT £&
5 — A Fll 250AN
OID 2L
PP H HRo#H
nullFlavor : ASKU, NASK. UNK
EEL—

TEIRO RKIBL(B1E LR WMEHREE 25008 5 72D Onull flavorDfE FIIZEET 53 LW

FHXITHOWTII336EEZSROZ L,

XMLA A H 2 AZBWCIDFERHER D B % FFonull flavor 2 fEH T2 Z &
(ftE1 (D) D&EHELR) |

G.k.7.r2a {fAEHD MedDRA/A—P 3>

FIHDOFG & ZOTFT—HFHEBIZIEGkTr.2bDOMedDRAN—V 5 > & A ST 5,
A f£8, 7277 LGkTr2blIC AT 28581304,

F— 4 4AN

OID el

FFAE Brko I (R) )

EEL—

1 ODICSRIZ 1O DMedDRAN— g  DAFERT 5,
MedDRAN— = 1515 U= R, ZFAMEIE T15.1) &7 %,

G.k.7.r.2b {EFAEMH (MedDRA J—F)

FIHDOFG & ZOTF—ZHEBIIXERGSOFEHABH OMedDRA LLT=— F& A )35,

M £, 777 LGkTr2al AT D5E1TMAE,

F— a2 H 8N

OID 2.16.840.1.113883.6.163

FFAE B

AL —
G.k.7.r.1Cnull flavorZ /] L TW A5G, #IGARHTH D Z L 2R T8/
MedDRAMIFE ZEH T 5,
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(A 1)

G.k.8 EERICHLTELNA-NE

FIHOFF = COF—XEHIZIIRER BEFERORME L U CERMLICH L TERLZALE
EANT D, fE (1) (E5FIE) 13, REEEFRORIER AEFROE
J#1 (Bi7) T, BEFILZORE (dechallenge) (2B 2 1E#H 2 1Mk
b, THFL) XBEPKC LT, BUWER BEESNREIT HANCHEGEN/KT
LCWe, T TEERSBESoMEMNT] (Gkl) 28 3L THDH, 2D
K CHERT 5, 1IN & AT 2546, HEIZHEME AT S,

1A &

o — Al IN

OID 2.16.840.1.113883.3.989.2.1.1.15

HRAYE! L 2 — R

1=# G-Ik

2={ &

3=

4=$ 5 B T

0=FM

9=FF% Y

AL —

G.ko.i EERLEERAEEROTIFMIIR WEIZIELHBYIET)

AHHTE, BHEICBT2FEWEN AEFES () L20E3E (k) & ORREEGRORE %
RETDHFEEANTD, MOELER () 1k, B 2 ERFESUIHME T EIC & 2RO
2 R TBICHE T 5, @S0 B3R, BRBRETED LWREBREZ RL TV D
LWV D, RRERICETAHERIT. FRICABEREICBWTEZ DEAEBNTHY . AFTT
ERVWEANH D Z LRI TWS,

KRIAH O HELHEBERE 2 DL F R 62 WD CREICRA 9%,

o HBENIMOFEFRSL (FEHEFLR 1. AEFL 2. AFFR3) 2RULLGGEEET D,

o HEFIIAERG | MOHFEFS 2B L CRERBBROMZ®E Lz, AEHFL3IC
DWTIEHE Lie o7z, MEFIC X 2 EEBEROFMII 2R ZRAIRICLS 6D THY |
EEFIT T2RM 78251l (global introspection) | DRl =— KZEINL, 22— FMET
2

o EEFIL 2V OREBHROFME, 1 X7 AT XL (7T XL L) a—
R) . &9 1203~ Xt ( MBardi) W5 =2—R) ZANT 5,

o EFREV., EFEOT—FN 2%y b QAEEES ML) | BEEOT—ZN6
Y b QEFFELQ2QFNSE) 20, AE8Ey hOT 26D,

MRSEEAMR ) ICBT A EMIcE L-HE X, Gk9.i2rx (xIXV7F—HTHH 1~312/Y) T

HbH, V7TF—FHEE 1~31%, HVIKLARETH D Z LIZER Sz, Gk9.il Tk, EilH

BORWER FEERIIHTHHIFNESZHEHAT22 L, 775 —XTHH Gk9.i2r.l,
Gk9.i2r2, Gk9.i2r3 TiX, EBE{LINZFECHEIIRD ATV AN,
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(A 1)

G.k.9.i.1 G.k.9.i.2.r.1 G.k.9.i.2.r.2 G.k.9.i.2.r.3
EiEBBOFEFLIC W ) 2R LR TAT Bl & O (related)
HT 2 H TS N D Bt 570 b LIRS
e S .
(possibly related)
e Bardi 0.76
E.i B HDOHEEZR2AC W& A T 25T B 72 L (not related)
HT 2 H TS N D Bt 570 b LIRS
e S .
(possibly related)
{B¥ Bardi 0.48
EiEHOFEFL3IC o TNFY XL BELBEZR L
X9 2 B E S (unlikely related)
13 Bardi 0.22

HOLBEOEELEZMEH LCBFEOREEFEFRICONT, Yk E~ERWICHES
. FOREBBIZOVTIFERINTOARWES ., FDOIEHA| & DR FEBEMRA D
NTWNWDELDEREBEIND, LLRNRG, FICYZEOHHIC L > TRICER S
RV RY . Gk9.i.1~Gk9.i2.r3 1 X2 L 45,

O M3 X AREBEROFAMNIT. Gk911~Gk9i21r3ICANT B, £/, EEEZD
Eﬁ’iﬂ n¥ﬁﬂ%n£b<uﬂ%ﬁ—éaé}jf H4IE@/J$/D%@ ﬁ%ﬁfiﬁﬁbf%ib‘

LKEIC BT D BAWE  OWERRE T 2RI E IS L > T, X022 &
&’)é%%?ﬁ\%é#& IMBIRE D,

G.kI9.i.1 FHERZRDEER EEER

FIHOFF = COF—HHEHIZIEA v —VNO ERHIZIREH % N1 5, _zhi Eilck
WC EDEIER " EFLETMOMRE LTI ERET 570 AT
b, ZHUI2—Y—NANTHIEA TIERV,

HEtE =1
T — A N/A
OID 2L
FREAE N/A
k%) 2

T — =3 AT T A TIERLY,
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(A 1)

G.k9.i.2r EXERKLEIEA EEBROERER WEICHLHEYIERT)
G.k9.i.2r1 FHEDIEHRIR

FIHDFE| = ZOF—=FZHEBIZIZGK9.12.r3IC AN LTz EHME DO #IE 4 A 14 5,
AN &

> — & Tl 60AN

OID L

FFAE EREERE )

EERL—V

G.k.9.i.2.r.2 EHEA*®

I EETES ZOF—XEBAIIEGK 91231 AN L3 -l H A AT 5. B2 1E, Ak

PRI, T R A A KR,

AN T

> — & 7l 60AN

OID L

FFAE ERERE

EERL—V

G.k.9.i.2.r.3 SfE#ER

I EIETES ZOF— & A EBR O TG 2 AT D, Ml IXEREICER L F

EIZL o TkE B,

AN &

> — & 7l 60AN

OID L

FFAE EREERE )

EERL—V
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(A 1)

G.k.9.i.3.1a EXEHOFSEABHINSEIER EEBREHF CORMER (#)

ZOTF = HAIIRERGOR G FE» HRITEMRE £ CORMBROME (&)

FIMOFED =
ZANT D, MOBAMPRESENRTHEE LTS, FIZIETF 74 FF%—7R Y
M 2RD THEV oM BE. XEBB L Z0 BAF Loy 2 sk
FBIZBE L TIZ L VBRSNS o TWD E WS BENH Y . ZOREIZITAR
F—HZIEADGEENENTH D, HEENEAE & GICRRIEREZ AN LI
Elx, HEYHEZORRMBEROIEEE LTHABZ &,

1A &, 7277 LGk9.13.1bIC A ST DAL MA,

o — Al SN

OID 2L

HRAYE! et

EERL—V

G.k9.i.3.1b EXELOBREREHISEER EEEZRRAEE TORREER (BALD)

FIHOFF & ZOF—FHBICIZIGCKI.i3.1aDEDHENMN E ASIT D,
EAETE L8, 7272 LGk9.13.1al AT DA ITMA,
g 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

TR HIfRAFUCUM 22— K

EEL—

Gk9.i.3.2a EXRORBEREHNSEMER EEERABRETTCORBERR ()

ZOF—ZHBIFERL O G4 T bEWEMIEE £ ToRMEROM (&)

FROFF| &
EANT L, O BAPMREESH TS ELTH, BIZIETF 740 5% —R Y
M 2RD THEV oM BE. XEBB L Z0 BA Lvbns 52 sk
FBIZBE L TIZ L VBR300 TWD E WIS BENH Y . ZORRIZITA
F—HEADLEENERTH D, FHEEDNBME & B ICHRIBEZ A L2V
Bk, BEFRKAZZORMEROIEE E LTHADZ &,

A 5, 7272 LGk9.1.32bIC A 1T 2 AT VA,

7= s 5N

OID L

HRAYE! T

AL —
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(A 1)

G.k9.i.3.2b EXELZOERRBREISBEIER EEEZHEERFCORMBERE (BAD)

FIHDOFG & ZOTF—FHHEIZIEGKk9.i.3.2aD MDA 2 AT 5,
et 5, 7277 LGk9.13.2aZ AT DA ITNA,

5 i 7l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAE HIFRAFUCUM =z — K

AL —

G.k.9.i.4 HEE5TEMERAIEHRLE-HN?

FIFHOFR| = ZOF—FHEBE L, BEICHELEEToNE I ERIROM T2 AT 5,
HEGZIToT=nEI DR RESH TR VDESIE. ZOHEBIZASI LRV,

i A Ey=s

7 — A IN

OID 2.16.840.1.113883.3.989.2.1.1.16

PARE =30 — 13V (FHREE2T0, BWERASER LE)
2=lFV Wz (RS 21To720, BWERITER LR »1)
3=1FWV - R (G E21T o708, IRIEARH)
4= 2 —EE L (FREI TbR»o 7, RTINS ET)

AL —
HEENTONINE D DEREENMS RV, ZOT —XEA 2k L
A AN

G.k10.r EEXERICEATIZOMOER (2—Fik) WEICHLRYERY)

FHROFG & ZOF—ZEHEICF ERROEBICEE ERRVIERNCBIE S 2 BN E AT+
B, Bz, REPYEEREZHEA L2580, AERO 13 (RE AL
[FEFLE) EBIRT 5, BIMEREZGK10r T TE R2WEAIE, GkI1A2HERT
Do

A T

74 2N

OID 2.16.840.1.113883.3.989.2.1.1.17

HRAYE! =1 R 3
2= S
3=RBIAMER L7z R IR 5
A=A HAIR & 8 2 TEH S 7z E 3R
S=RRBROFE R, WEIEHELRICH D Z NP LNy F RO v b
6=RBROFE R, WEIEHELIRICARWZ ENH LNy F RO v b
7= IR
8=l
9=HLH
10=TEkZE R %
1 1= 4

FEEL—
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Gk11 EXRICET S E0MOER (HHBRLH)

(A 1)

FIHAOFF & ZOF—=FHEBIIEGkI0NIFEH SN T ARVEBIEFRZ BBTZ#H 7 4+ —~ v b
TANT 5, HlziE, Gkar7ili#ianizn v NEESDGHIRE = D5 —HIAH
HIZAT 5,

A i

= 2000AN

OID 2L

HRAYE! H H ok

AL —
ZZTANTAIERE AT AEAIT. Gkl10rd=— R X F CER S L
OB - M. S DMEND D,
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H EFHERVEDMHOFEHRDE R

H3 EXUHS X, BEH " BEFRIZHONT

T DMK ORRDEFELZHFENTELELIICTLOHMTHRVIRLATRETSH D,

(A 1)

L, BREZBRDIZDD 445702 A_R— A &

H - EFIEE R P E DD IFHRD L

H - EHIBEE R U Z Dt D 1ERD Tk

H.1 - ERREEE. SBRNE. BRRVTOMOEEFRE S OES O IFR
H2-#HEENER
H4-ZEENER

H3.r- ZEEICL 524 (WEISHLEYERY)

H3r1a- #EFICLLPWEEGHEY/ XFIREER AEERD

BH¥EDOMedDRA /A—23>
H3.r1b- EEFICESZHEERBRY/ XIEER/ AEERD
B 5% (MedDRAD—F)

H5.r- BEFE CRRBSNIEFMER VHEEDOER (BEITISLREYRT)

N

H5.r1a- EfMERVHREEDERICEHT SRR HER
H5r1b - EFIBIERVREEDBE RO EHE

/

H.1

ERERERE. ARAE. RIREUZOMOBEEREZESTEH DD IER

FIADOF = ZOFT—ZHBIIIARESNC BT 2 AR CFEICA L7 Mk /e iid GRS 2ME
ALESEIEVWEAZET) 2 AT 5,

AT WA

i 100000AN

OID 7L

FFAE B gtk

EEL—
AICSRICITFEMIF MM S N2 iE e B,
o7 —XHAERREENIREEOBRLLIEBR LN &,
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H2 #HEBFOER

(A 1)

FHAO T = ZOTF—ZHEBICIETR2WE, RRBROFTMSUIBENRH D & B2 b D EDOfMO
MEIZ DWW TOREEDEREANIT D,

M &

=5 20000AN

OID 2L

PR EREEERE

ZEEL—IL

H3r XEHICKIZHE WEICHELERYIRY)

H.3.r1a ZEEZEICKSD

A/ EEERVXEIEER/ EEERZOENED MedDRA /31—

av
FIHDOFG & ZOTF—FHEEIZIFH3.r.1bOMedDRANN—V 3 VB AT 5,
AT &, 7272 LH3 LIS AT D 5413028,
7 — s 4AN
OID 7L
A Brko I (R) )
L —v
1 DDICSRIZ1>DMedDRANN— 5 VDR TS,
MedDRAN— 3 IS A& L7z Re, #FAMEI T15.1) 7225,

H.3.r.1b EEHICK A EREERV  XIIEHER BEERZ0OESEE (MedDRA O—

K)

FIHOFF = :@%‘*—ﬁﬁﬁ ILIEEH D L IER &2 B T, iR & L CHE T
DT EEARRICLTWD, HEEERROMBIEZHAHIZA ST D, MedDRA LLT
2~F%ﬁm#6

1A 5, 7277 LH3rlalc AT 2854813404648,

7 — 5 A 8N

0oID 2.16.840.1.113883.6.163

AL s

AL —
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H4 ZEEBFDODER

(A 1)

FIMOFED = ZOF—FEBEIZITEEFIC L AEFOFTMICBET 2 EREA L, HEHICK
LW A Bl oMl 2 Rk BT 220y 2 L b TE D, Fio,
C.110r&fH L CHEHEDICSRZ BEFH T 2581k, £0HHE2 2 b50EROF
IZ AT %,

1A Ey=s

>z Y 20000AN

OID L

A H H e

EERL—V

H5r BEZCRHIA-EABERVREEOCER (LEICHLRYET)

ARIETIL, EFIORRRRE, 1REFE, BIRICBET 2 ®,. KOZOMOBEEEROIE), JE

BRI 2 EHOF Rz, H1, H2, H4HTHEH SN 55E

TR RDEFETTY,

—ER O EPHIE TIE ML IR U T, WD SHETEREE EZEEOEREZGBET IO,
H.5.r.la X O H.5..1b 2 — I+ %,

H5.r1a JEFIBIER UVHEEORERICEEY 50t HHR

FIADOF & H.5.IHZ 2R
G E5=3

T—5 M 100000AN
OID 7L

FFAE SRR
ZEEL—IL

H5.r.1b EFMERUVREEOERDEEHERE

FRADOFF & [FBSE = — N . 5754 22— F—Part 2: alpha-32— R& AT, HS5rlaTHEAL
CEREANNT D,

WA H.5.r.1lalZ AJJ ¥ 258 130,

T — 4 3A

OID 2.16.840.1.113883.6.100

FIAE ISO 639-2/RA. alpha-3

EEL—
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(A 1)

3.5 HRHFEH

MR AT 2 7-0121%. ICSROEEFITERZICSRIZEAT LR T HIZR SR WA N H
5o TATERHIICSR A v B —V HIRIZH DAL Z E N TE D0, BB OURLO A RT Z & 1TER
D HAR, AL EEHT, ICSRA v —HNO N P AT —F DL LTS5,

351 FIRADF3E

SCRRLASMZ B — U > D R SV 7- BRORIC B 280 (B« SIS . ECGRLSRAR, Mol
X#MEE, BE%) ZEEENPAFLTNLH5E, Cl61% Ttue) &L, C.L6.1r1ICEDEE
COVTRBT DBENR DD, SHICTOBHOET T 7 A /L ECLOLI2ITIRMNT 5 Z L BT
SR

FSURASCRRZTRATE R E L TEETDHEA. CArllINNy 7 —_"—EX TSI a2 L., &
B (B RS0 OEAT 7 A VEZICSROCAr2 (C1.6.1r2TEHARW) IR 5, (%
F—HEHHOFE LWMEREICHO W T3 4HE B R)

B4 5%k E LT, REEPRALTOVLEE (Cle.lrl) | S (Carl) | KU
EEOE UL, 1 ODICSRAIZHED IRLELH - M T2 2 LR TE 5,

ITERLE U CTHIRMICHR SN D 7 7 A MVERITEEEESE (. PDF, jpeg. tiff, DICOM)
BDHD, WENRARER T 7 A VB LT 7 A A XTH Z S ICR kD b s,

ATE DG IX 2B MHE BV TR ER 2 2856, E2B (R3) F—ZHHBIIALSH
To BRI OG22 HAEE N2 TV, EMEE MEIE (C.1.11.1) [32=EIELT5
(CLILIOFFE 2 Z2M) , £ 5 TRINE, B EE 2 & TlRE Tl OBINHRE & LT
%j—éo

3.5.2 Bfitpotdk

ATERHIICSR XML A v & — oGz lbiATe Z &, BNTRFEESNTZEBA~DNA 73—
Vo7 ORhETREHTDH I EITED SR,

AT ENIE I3 SO R AL, FREICHOWCGEY7Z2E%C.1.6.1.r2 X XCA 20 W T NI
LT 5,

i) AT ATHEAT (Media Type) : W7 E/MLT — X ER L, ZOT — X Z R ITE G
{672 HiEE#T 5, AJEMEIX. RFC 2046 (http:/www.ietf.org/rfc/rfc2046.txt) THEHEL,
SNT=T —# M%7 (f5l, application/PDF, image/jpeg. application/DICOM) , AT 4 7
X A 7 OYME I Itext/plain TH 5,

iiy 37~ (Representation) : % 7B NALT —Z DX A ThRT, THFAMTF—HI|Z1T [TXT]
., Base 64 Ta— RSNTz A F Y -7 —xI2i% [Bed) &M+ 5,

iii) EME (Compression) T A PEMESNTNDENE I, KOREDEMT LT Y XA
BN ENE2ERT B, DF) 137 7L — b7 A3 XANEH SN &2 E%RT
%) .
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(A 1)

3,53 XMLA 2YRAADHE

P& LTICHICSR A v & — V2O E R (PDEY 7 A L & JEfi LTZIPEGY 7 A V) D3 isAT
ENHHE. ZNLOBMERZXMLA v A X v A a— R 5,
<reference typeCode="REFR">
<document classCode="DOC" moodCode="EVN">
< code code="documentsHeldBySender” codeSystem="2.16.840.1.113883.3.989.2.1.1.27” />
<title>C.1.6.1.r. 1</title>

<text mediaType='"application/pdf' representation='B64™>
omSJUEdmde9j44zmMiromSJUEdmde9j44zmMirdMDSsWdlJdksIJR3373jeu836edjzMMIjdM
DSsWdlJdksIJR3373jeu83MNYD83jmMdomSJUEdmde9j44zmMir.. MNYD83jmMdomSJUEd
mde9j44zmMir6edjzMMIjdMDSsWdIJdksIIR3373jeu834zmMir6edjzMMIjdMDSsWdlJdksIJR
3373jeu83==

</text>
</document>
</reference>
<reference typeCode="REFR">
<document classCode="DOC" moodCode="EVN">
< code code="documentsHeldBySender” codeSystem="2.16.840.1.113883.3.989.2.1.1.27” />
<title>C.1.6.1.r. 1</title>

<text mediaType="image/jpeg' representation="B64' compression="DF">
omSJUEdmde9j44zmMiromSJUEdmde9j44zmMirdMDSsWdlJdksIJR3373jeu836edjzMMIjdM
DSsWdlJdksIJR3373jeu83MNYD83jmMdomSJUEdmde9j44zmMir.. MNYD83jmMdomSJUEd
mde9j44zmMir6edjzMMIjdMDSsWdIJdksIJIR3373jeu834zmMir6edjzMMIjdMDSsWdlJdksIJR
3373jeu83==

</text>
</document>

</reference>
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(A 1)

4.0 ICSREERIEE I VYHI a3y

ERINE N7 %7 v a id, K ICHICSR 2% T A BIBEMENERT D (BEMHFER

AR SN TWRWOLRHADOEAE, AT LIZ1EHR iﬁ%ﬁ;}araﬁémm\) ERBIGE A v —UIT

IZ. ICHICSR ~v &, A v¥—VDOWRINE, 7TD A v — Ik D0F (F  #E TR
DI SR /B 7 —) (BT D i s & £ 5,

ICH ICSR BESBISEMNM Ny F A v =T D VAR AL LTHESELSNTEY . Ny T,
Ny FNOERIA vv— () OmGOERE S AL TNDZ EICREE LRITUIR B0,

41 HL7THEBEEAvE—>

HL7 A v E—UNTIE, Ny FEE T oo —% T Z OBEREMEIZRHLL TV 5,

RFEETA FIZBWTIE, T XTO R T UoF 7 g 0By FRBEN, T _XTOL AR R
TR F T R—FORRA =525 T BT THD, BB root XA vE—U% A 7%
MCCI_IN200101UV & T MCCI_MT200101UV, A% 7'} MCCI_MT000200UV T& %,

VAR RITEDN Y T T 9 NR—KRA v =T %5 BT 5,

0 AREEHTA RIZBWTUE, T XTO TP va B3Ny FAEI R, $3TO

42 ICHICSRERBILEAvYE—

WERBINBEA v =~y ZIZiE, Ny FEEOZFICE#ET D N T o7 v a ERPEEN
TW5, ICHICSRﬁEwaEg CHWHNDT—XTHH % PRt 5,

ACKM THAE 57T — X HB 1T, HERIGE A v — VI BE 2 IRERN S EN T\ D

ACKATﬁAiéT v =l ZAE LTy FIZBET 2 HERAE EN TV DH, 20

CaiEs ﬁumﬁéntﬂ/f&wa\%E&UN~XK%¢6%%®%$k£K%ﬁ¢
éo ﬂfff 2, B ENAERIT. TONRNYTICEENDIFHED ICSR A v E—UTiERLI ANy F
ERIZET I LDOTH D,
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(A 1)

ACKB THAE A EFIZIT, Ny FHNDK ICSR A v —JICB#HT AHERNEENTEY
Ay —YHNTHREISNZZ T —ICETAHERbEEN D,

ACK.M/A - ICH ICSR/\WFFER L&

ACK.M/A - ICH ICSR/ Ny F RS &

ACKM.1 - HERISE NV TFES
ACK.M.2 - RIS /Ny F AR E A F
ACK.M.3 - RIS E N\ F ZIEEHMF
ACKM.4 - NyFrE DHERLE R

ACK.A.1-ICSRIA\YFEF

ACKA.2 - BERISE A+ —DFS
ACK.A.3-ICSR/\wFirixH

ACK A4 - X RS EI—F

ACKAS5 - NyFNYT—2avI5—dyt—

ACK.B.r- ICH ICSR Ay t— RIS

1..n ACKB.r.1-ICSR »*yt—U&S

ACKB.r.2 - iR EES

ACKB.I.3 - ICSRAYT—UHERICERZIEE
ACKB.r4 - ICSR Ay t—URERLEXIEE
ACK.B.I.5-ICSR »yt—C 4R A
ACK.B.r.6 - ICSRAYE—L DREREEI—F

K ACKB.I.7 - I5— " E&HAvE—TURIFER j

IO~y FEHAL, WRISE N T T 7 g VERRIEL, T AT 5,
ACK ~y #TEAIZ, . ZIE LRy FIZEEND ICSR A vt —T DO~y FHBICEET S, .
THORIT, Ny FA V=L UL TOEEELHRISENT T > a v E5RT,
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(A 1)

Batch Sender
N.1.3

ACK Batch

Receiver
ACK.M.3

ICSR Batch

M.1.4

Batch Receiver

N.1.4

R

Validation

ACK Batch
Sender

ACK.M.2

-

/ ICSR ACK \ /

ACK.M.1 |

Organisation that is
submitting the ICH
ICSR

Organisation that is
receiving the ICH
ICSR

ACK.M/A ICH ICSR/\ v FRERBIGE

ACKM.1 HEBEENYFEES

HHOF5 & ZOT — S HHIZILICH ICSRHERIGE /S » F7 7 A WTEI D 4T 5 [EA OBHE
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fT#% 11 (C) 1SO 8601 ZEHL XML i

20005-4 H 7H
<effectiveTime value="20000407"/>

20054 9 A 21 HA-# 12:42 (UTC X v 8 HFREI RO HY)
<effectiveTime value="200509211242-08"/>

2000 FEDUVNDH

<effectiveTime value="2000"/>

19944 11 H 5 B, K[EFHEEERFTRT 8:15:30 :
19941105081530-0500 (i [offset] HLIFRT)

HAT R OS2 LRI 701203 : 20094E 6 A 1 B, K FIFEEHERFT 3:31:15:05:5

o IUMET: 200906011531105.5-0800
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o BET:
o SET:

o HFEET:

e HET
e HET:
o FFT:

ICHICSR £ 74 K

20090601231105
200906012331
2009060123
20090601
200906

2009
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(A 1)

ek 111 - BERUVAE—K
T8 III (A) B&ER

& B

A Alpha, 7V 7 7

ADR Adverse Drug Reaction, % 3% i Bl F

AE Adverse Event, A =55

AN Alphanumeric, 5345

APEC Asia-Pacific Economic Cooperation, 7 3 7 A -LERR G W 1 ik

CDISC Clinical Data Interchange Standards Consortium, FiK 7 — Z ZZHUERED L ) — T

CE Coded with Equivalents, [F%4) C =2 — R{k

CEN Comité Européen de Normalisation, FXINIEHELZ B2 (ISORX A —FHUA T & 2280 [E DR
HEALEIARD & Rk 2 )

CIOMS Council for International Organizations of Medical Science, [E|FS =R #H4 B g =

CMET Common Message Element Type, 35if8 £ » & — U EFHEM

Cs Coded Simple Value, == — F{b S 7z BAlE

DSTU Draft Standard for Trial Use, s5fdi F oD 72 b 0B @ 1 U

DTD Document Type Definition, 304 E %

ECG Electrocardiogram, /[>#

ED Encapsulated Data, 7 72 /WALT — & *

EDI Electronic Data Interchange, ¥ 17 — & A #f

EDIFACT Electronic Data Interchange for Administration, Commerce and Transport, 1T, PH3E, HkD 7=
DDOBEFT —F 5T

EEA European Economic Area, RN & 7 Hilgk

EMA European Medicines Agency, BRJH [ 3 5 T

EFPIA European Federation of Pharmaceutical Industries and Associations, BRJN SUFE R (A8 525

EFTA European Free Trade Association, BN B & 5 # &

ESTRI Electronic Standards for the Transmission of Regulatory Information, [ 38 5 AL ) D552 B
9% - HUEE HERL

EU European Union, BN HA

FDA United States Food and Drug Administration, >A¢[E £ /i [ 38 5 J&)

HL7 Health Level 7

HMD Hierarchical Message Description, &g A » & — JFak
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(A 1)

7 B

ICH International Conference of Harmonisation, H KEU & 3 5 3 il FAF0 [E B &7

ICSR Individual Case Safety Report, {If51E 5122 2 15

IDMP Identifier for Medicinal Products, 38l F—2EHHEAE ST G21LUHESROZ &)

IFPMA International Federation of Pharmaceutical Manufacturers Associations, [E|BS 53K (A &2

ISO International Organisation for Standardisation, [E| S VE{LFEA%

1SO 27953 ISOf i % B2 TC 2155HL7 e 'CEN & & [R] TRRAEFEMA 22 B L TR L 2R CE O S

JIC Joint Initiative Council, [/l A4 =7 ¥ 7RSS

JPMA Japan Pharmaceutical Manufacturers Association, H ASHUZE T35

LLT Lower Level Term, FJE#E

MAH Market Authorisation Holders, 838 i 78 7&K R B iS5

MedDRA Medical Dictionary for Regulatory Activities, [E = 3 H 75

MHLW Japan Ministry of Health, Labour and Welfare, J& 4= 57 %4

MPID Medicinal Product Identifier, [ 3 /5t B4 5 ik 1) 1

MSSO Maintenance and Support Services Organization, HER7 2 LA

N Numeric, (¢

OID Object Identifier, 7' = 7 FakpI+

PANDRH Pan American Network on Drug Regulatory Harmonization, L7 A U 4 [EZE S HIFRFIR >k
J—7

PhPID Pharmaceutical Product Identifier, S705851 1

PhRMA Pharmaceutical Research and Manufacturers of America, K [EWFFEHEE T 34

PMDA Japan Pharmaceuticals and Medical Devices Agency, [ 3K 5 = R ae e O A

RHI Regional Harmonisation initiatives, JFICHHUIM 33\ C = 3K S 3 I ARG B0 2 5205 L T2 Hi
I

RIM Reference Information Model, & [fF4RkE5 /v

RMIM Refined Message Information Model, #EffiI{L A » & — VIFEWRET )V

RQ Ratio Quantity, tt &

SADC South African Development Community, FE# 7 7 U 1 BRFE LRI IR

SDO Standards Development Organisation, 15 L% BH FE [ 1A

SGML Standard Generalised Markup Language, IR ¥ENH~—2 7 » 7'E58, 77 v b7 4+ — AITBMR
PR JTUE TS L ST IE A Flab 3~ 5 ISORE HER S

ST Character String, SC=F41)*

TS Point in Time, FFAL*

UCUM UCUM (Unified Code for Units of Measure) , af | EHfz 22—

UTC Coordinated Universal Time, & it 5 IRF

W3C World Wide Web Consortium

WHO World Health Organisation, TH 7 { a4 B

XML

eXtensible Markup Language, L5~ —7 7 v /' 53k

*Z 5 OFAF N VEFIT HL7 (2BE 35,
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(A 1)

ftg& m (B) AE—KE

AETIE, BRICERFEAOMGE, EEHEETOMFEEZM &G, . A vE—YATEREND
—HEDOFEERET D,

S BIT, kR 2R E N R ONEBSHEE TR PR EERRIC I T 2 BARBLE 2B~ 25 DIZHW b
2% < OHFEBFEL TWD, AXLEDOH I, uT®% EMOVERIT. v MHEELOAE
FLRE IR DEA ML EENEZ SO L T2OICE S D,

B EE
FEER HLHEERMLERE SNZBE S EITERRBROEREICELZHE59D

HELLARWVWEREOTE LT, KT LLYFEERLORS L ORLE
BERH LR b DODOHRERTHDOTIERY, 2EVEEELRLIT, E
WL (BB NEEESNEBICRZ S, A FFE LR, D
FER L2V BBAREEORE 2 &) | Bk, ELI6EK
DT EThY, BHUERES (B L oRRBEFROAEIMbDAN

(R et T — 2 EHOICHY A KT A > {GBRFIcE b b2tk
RO PNZONTER) ,  [ICHE6(R1)]

WEBINEA v — TERIGE A v =%, MEOREERA v —V L BREMT 7 A LT
(ICSRACK) FENTLEMME DOZIE EWTRISE T D720 DOSAE Fiit X OMERINE D
FERICET ATERA G ENZEDIA v —YTh D, [EMA]
shEIEA (ADR) PR S F 7T E IS OFRE R X D AR OBRRBR TIX, FF

IR ARSI SN TR, RERICHEE L2 d 5 EHMIT5
TLAEENSRENO S 5 5 Sz EHEMEIER & Bied, [EHEHIZ
M DPOG &V D REANE, R L A EFRRE ORRBEMEA DR LD
BEHMICEZOND, FIAE, REABRAGETE NI &2 BW®RT
5,

MIREERMICBE LT AENOENTHY . ELBIRO T, 2
Wr. VIR E IR RE O UE A RIS AMEICBE R S o k58
THIBT DEISITHT DG (R LT — 2 FHOICH A K7
A v BRWEOEHE L Y% (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting) % %

#] . [ICHE6(R1)]

JiE 5l HEZETI2EEMNRTHY, Bx OBBREEIIIWRERIE END
MEIDENEIRNE WS TEENEAE SN, [HLTRELZET L —
7]
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(A 1)

ik B

%38 = 3K ERK O F 2 THPNCE L TEBE N O R IEICARE Sz ER G, A
I7 7 RE, UV v EOMBFTITOND ZEnH 0, EiEEK
i, E LW E N ERRE F IRy el g -z
i, AR NEEN T RRWIERS, AR B A+ 72 E 3,
AERBONEDOERL, WThrngEnsd, [WHO] 13

FEHA) (BEELEBROZ L)

BT — M (EDD)

EEEO NI YT arw21T) BRUT, B L SN BREZHT S
72O, [ICH M2]

EDIA vt — EDIX v E—V%, AEEEZRH N CHEELEh, 20 B a—% TiiA
IARAIRETR T —~ v N TER &L, HEM D SIMEICAE X 2 BE
o, —HOB I AL MTHRENS, [EMA]

Al SBDLTT T RERMBPENLT T T REXNGOERNT KT 2 HEDOREEE
R — E A OEEN E I ENREE BTSN TWAE, [ENV
1613:1995] [ISO 21574-7]
Bl . BRE A FEOBEAN, ZERIMN, BRI, YV — v T — I — RS
Rili, ERME, ERES

ICSR WENBRERVBLRERELIIAREEGA T U MIOWTHAT 572

DIZ, HDORFETHEE D DRI NZFHIT 2122 5+ 721 H.
HIIE, 14 OBERE F 7213 BRE D B o D REGNC BT D W3 & E
A5, [27953 Human Pharmaceutical Reporting ]

= Hdn T ORGR IS

b5 EOREEMICE > TRO N, HDEESEOF LRI AEZ
AT DRk, WY R R RS

] B = ) A

—BWobHHWME LT — XN EAEET 5 BT, AWn g il 4
ERY RPN T 2, AEELREOTDOEEEIRAE
(MedDRA)

13 ik SO G B A 2 165 R S e SRR 22 (IMPACT)
http://www.who.int/impact/FinalBrochure WHA2008a.pdf
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20164 11 H 10 H

-166-



(A 1)

EH

bt hOEIRERREII T2 E AR > & LTRSS £
1Ly DR AE o,

SREZEA . G, REHAOTER 2 8845 2 LI & 0 S {RBEEE % [m]

., BE, RAET 5, FLEEFEEREEZ T, OWThrO BT,

b MIEHERIIBRESNDREEO S 2WE £ 7213 E OMAE D

#, [ISO11615]

EZ2ME T4, £ REEELRE, BIE. AHITL2H0T, &
WEIREEZII T T 27201 MEZITEICKRE SN D ATREED H
DM E T IIWE OM A EHE [ENV 13607]  [F84. 65/65/EEC, &

1Ef%]

HERE (= v7) 4
()

BEMETRES N TOWRVWER LA T, BT FMELHA L T
BY, AL THEINSHE L H D, WHOREI Y X T EHE—&
4 (INN) TEEMEBNE ZITA 20 2500 %, FINNT RIS
BHTEAOLAHT, XMW ETH D, EHRAIL, YoRx v 4
ELTHEIBND, KETIX, KEAdopted Name Council (USAN) 73
TaxV v AL BRI HTD,

EIMZENER (77—~
a4 T R)

HEFRGELIIMOERNICEE L-RMBEOR R, FMh, BE, T
B L =B E), [ (2) WHO ; 2002 ; ]

B

FEFEIIWMOAMHIAT L > TEES N, =—XERIFTELITISZ D720
(ZHRIE SN DR H WV ITEEOWIR,  [HLTEH L eMt]

ik R i 2 PR R AR
,57 —

b5 ENICH 2 BUNAGEIERR (E72135ta T AT L) T BRKORF
BRARNELRDOZEMEICEE LT R COMMEINE, BE. T
L. HHRICBT 28E 2179,

B 2 J5) o 7 iR B

BRI AS . PRAEEE IR CRUM S 2 B OB 240 4 375 Y )5
Bl R LBRC, £oXJmid, BARITHEIYE R & FHIn s,

ZEBWETT L (RIM)

Bl Z IFRMIMS 72 EOMOFT R TOFRET VR OA vE—TDIEIT 7
HHLITE®RET L,

FHUL A v B —IEHRET L
(RMIM)

—HD A v — VOB AR T RIS,

Wi

B UAE IR, B2 IXICSRICFEE SN HEEEZ RIICIMET 25K, W
EEPEEEOHRELH DI, A vE—VORBFEHELEIXKNT L &,
[ICH E2B(R2)]

BEMEA v E—Y

BEMERA vE—UE, —~EORAvE—C NI s v a Ly TEET 4
LZEHE S oM TR ENT— e T A MCEENT— 1
HDICSRIZIRE I N B MR EZ G TDEDIA v —YTH D, [EMA]
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(A 1)

FHRE EH
SR BEHAORA v =T 2B LT N SUTFER, HEH Lk EE TR —A

WORIREIENR D D, EEE ORB L WEF OBRFIZRER LN &,
[ICH E2B(R2)]

EEEBEG SN (BERICHDPD LRV BTELED b b hFE
LLARWERLOTEZLED9L, UTOLDOEE S,

SRIZED

SRR~ Y/

-1BREDIZ DD ABEE T2 I I A OIER A LFETH D

- KBEH) FE T LB R R RE R R D

%

- JEREE AR

(R ZEMET — 2 EHOICHA A K74 GBI G b b 22 ak
RO FNZHONTESM) .  [ICHE6(RI1)]

[

BRI Bt B R0 ¥ T (% e S EE R A, .
Mgk, #fkOVFA,  [ICH E6(R1) & E2F]

H S

VESEL EDER G A &G Ui Tae e B Ic BB L, SRR R
RT—HNEAF— L THLNZ O TIERY, EELBIERICONT
W oA, BEYR., OO WT ISR DEE O,
[ICH E2C(R1)]

FRYERRS

FHE e HUE L, e aTREZR i IZ D AR b A, 1SOD X 5 72
JR S FBHN STV D AR TERAR (T, FERRAY L ~L Tl &9 5 F TR ARR,

=R —A

VAT DA D OESRITIGE T DO, OV AT AOFEETET D
i, [Objectory AB]

ICHICSR ¥ H A R

20164 11 H 10 H

-168-



(B 2)

’C = 3K SR RN E R EF

ICH E2B SZEA/EER S

ERESZetEwmE (ICSR) DOEFHIBEIC
PRORIETA R

8% 1 (B)

E2B (R2) RTNE2B (R3) H#atko#HiRE

N—T=3202 2016411 H 10 H
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(A 2)

XEDEE

mEIR | CEOERE o o

FEEH

2013 4F | ERBIGEG]ZEMEwR S (ICSR) OFERImEFE | 2.00 Sepd L | 2B

41 HEHA FOfHERT (B) EWG
E2B (R2) X UVE2B (R3) AMaPEDOHESE

2014 4F | BOIESEM, ZAREEEOFEMIINNTRDO S — & 2.01 Step4 & | E2B
& IWG

11 A

2016 4F | M5 2% ISO IDMP 2~ 2.02 Step 4 X# | E2B

IWG
11 A
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B X

1.0 BHHM

20 TE

3.0 Bt EMH

3.1 EE

3.1.1
3.1.2
3.1.3

R Y
% J7 B
AT A

3.2 EHEMEOFEAES

3.2.1
322
323

33 E2B (R2) RU'E2B (R3) BHIZBIT DT —F D5t DRIE

AT
T — 2 O fE A
FHRIE DA 1

4.0 ARt THRASICFIA

50 FEHRICEATHIHTAHX R
51 Bfto&EX

5.1.1
5.1.2
5.1.3
5.14
5.1.5

FEEEDF UG

E2B (R3) ORFEENMRWGH
E2B (R3) DN EWEGH
YERL D A fF

BA DS —

52 a—FKovwyvr 7

5.2.1
522
523
524
525
5.2.6
527
528
529

= — FLfE
BRI ETE

15 O T

R

1 4 5 5 D (B A

B SR 5 B R O a— R
B T

MedDRA ==— K

2— KU 2 FROUCUM 22—

52.10 HHFHE UCUM =2— K

ICH ICSR A_#att: D HELE

(B 2)

O© 00 9 9 9 =2 9 9 N

[
=}

-_—
-_—

12
12
12
13
13
14
14
15
16
17
19
19
20
20
21
23
24
25
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52.11 5 EOFEE 52T 5 BWEH DS

5.2.12 A KB OMER]

5213 fERISEZa— R

53 Hi

53.1 I RET—XHH
532 BEEMENSAINDT —4#HH
533 ZaMmEN—Ya L ES

534 rEIRG R

5.4 B

541 =y BT OR\WT—XIHH

542 FRERO L

5.4.3 1SO IDMP k3]

544 IRBIEOERRDL

54.5 REEEEIC X DRERIOFER

546 W/ BRSHWERWER FEHES
547 i SNIZER

5.4.8 HIRRIZ K DR
55 F—XHEBR

551 LRI N=T —XHHEOYIY $T
552 fEENTZT— X HHE ORFF

553 HEREHAORS (JLER)
5.6 Null Flavor

5.6.1 fEEOHHREHEMEE ZF(1T 5 Null Flavor

5.62 E2B (R3) TWHE &IN5 T7—HIEHIZxT 5 Null Flavor
563 FEEDa— KEOHAIZ%9 5 Null Flavor

57 &

57.1 H—KIEHRILOE

572 BIMEHL/ AEFLPRILEE
5.7.3  [EA OIEGIRE S

574 FEHEOEEE T M FAX &
5.7.5  BIHISCHE

57.6 SN, HEBMEOLYE

577 MRARR

578 EIMLL UKL EFR

579 o EE
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5.7.10
5.7.11
5.7.12
5.7.13
5.7.14
5.7.15

=3 S O B

EIGERIEN /AHEFZO~ MY v 7 A
EHGIZET 2 2 O oofE R

REHICXL D24

Ny FTyNR=KRA =TT v /—
ICSR FERBIGA A v — VR EH K OZEH
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4-

(A 2)

52
53
55
57
58
59

20164 11 H 10 A



(A 2)

1.0 H#E

KRICENT, HAKEU EFdn S fIEER 2 (ICH) VA FZ 4 > MABIE P LS
(ICSR) DEFHIEZ] DFERIETA NITHT M8 TH D,

ZOFERE, BERIOHA T4 THDHEB R2) L4EIOHA RTF7A4THDHEB (R3) D
M COMAEBIZET HHERIZOW T, HEE R OGS (B HH YR & OFEE R R
Aot —%8Te) kL, VAT LAOERELZIETHZEAEHHE LTV,

E2B 74 FZ A A E2B (R2) 76 E2B (R3) 2RI SNDH T LI LD, ICSR &= — D/ —
Tarnbi o=y (B IRITHID) ICRBICERT DL EIIRAREE 2D, B
R IRTZ LI LV IEEN B LIRS R L H D, TOO, ZEFIINELEEE
M T D MHENRD S, KALETIH, VAT LHBREOREGR DL 5, £7-. E2B

(R2) & E2B (R3) DM T? ICSR A v & — Y KN ICSR MEFRIGE (ICSRACK) A vt®—T D
EHGEICE L CHBoEMNE LD K9, ICHN TAR SN EHIZET 2 HESE 2 R7,

20 TR

BAEDE LRV T — 2 _X— 232 ICHE2B (R2) A R A v R OSCERE S
(DTD) RN— a3 v 21 IZESWTEM SN TS, ICHE2B (R3) HMFIEELEIC IV IE
B SN2 ICHICSR F23EH A Rick v, BATOE2B (R2) HA RTA M2 HA KT A N
UESND Z ERMIFEEND D, TXCORERRE (BHY R, REER, EERLFEST
OMOBEILRE) BFATA K742 (ICHICSR EEH A F) #EHEL, ZNENOEEGLZEME
BT — Z RX—RA % ZOFTA RT7A4 0G5 E TICBITHIR NS L 722 O 50
Tbh b,

ZDZ L%, ICHE2B (R2) KU/ XL ICHE2B (R3) HA RTA v Tl 5 EHKL LM
BT — X R—2ZANFEFHCFETH L2 EBWR L, ~ v B 7 GHEAMT) OFIE T, EHEEL
L TTRTOFEMFENTEHE B L7 ORI 72 ICSR DA FIRE/ R Z & A RFEL
T IUER 720, ICSR D RZMUIEE DO EGFEE L ZEHOM TIThiv, iU, SRk
55 BRE OFERI (B2B (R2) XIXE2B (R3) ) IZEKGF L TWAHZ EICHET HRETH
D

FD=H, E2B (R2) L OVE2B (R3) OFIAAA KT A M TOHRBMR OGS T H A v E—

HBRISHE L, BT 200 <D D 2 E A RGET D~ v VU TR IR T 5 Z LT E
DOTEETHD,
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(A 2)

AT T Z HRYE T2,

o % EMRMER O B IS 2RI A Y | LT L EMIC O W CRLR T B,
o HMMEDRERICKIET D HiEE R,

o HMWEDMERZNT Y —(bT 5,

e ICHE2B (R2) MUNICHE2B (R3) IZxt¥ A&+ 2~y B 7 &RT,
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(A 2)

3.0 HfttsOwEH

31 E&

311 EHift

BB AT (EziE, 7ulIn8 774 V7 4—~v b, Zurba—, 7l I A
SRER YY) NRITEET A LN TED, XET— AWM T DN TELZ L2 HEHRMELRD
HEWVH,

ICHE2B (28} 2 Hffatt L id, BARZERLLZEMEER AT L (2R, v 7 A,
Ty ANT F—<v b, Ta bha—, Tl 5AEELY) IZBWT, ICHE2B (R2) KO
ICHE2B (R3) (THESL EHNWEZEMEERT — X OE RSB Ea AT R—FT& 52
AR

3.1.2 #AHGBM

AR T DT AL 13, ICHE2B (R3) A4 R4 05 —XEBZIAR, +7%bb
2001 42 HAHF D ICHE2B (R2) HA RIALIC~v o B U TELZEHWH, D% HH
PETIL, 7 — % OEEMENHER S v, ZHOIRANFERICTER SN TEBY . RN E2BIZ XY
PREFESND Z L ZMRETHAVERH S (=L 20X, BPIC—FOT—Znkbh b5
E)

3.1.3 ATAEMM

AAHRIZ BT AR AL 1T, 200052 HAD ICHE2B (R2) HA R4 v OF—ZIEH%ZH
Wi, 772 B ICHE2B (R3) (v vy B TEHZ a2V, ZORIFAEBRMETIE, 7—%D
SEEMENHERF S, BHORANFEMCRERENTEY ., TN EBICLVREEENSZ &%
WRAETHMENRH D (T2 & 2 1F, B~ OT =2 RNk DBEERY) |

3.2 HE#froEREH

3.21 A#E

HHPEL, EREESEER S AT A, FOFOT AT AN ICH E2B (R2) KOVICH E2B (R3)
T =<y hTAYyE—UHRERVEL Y ZENTEIHEAICHEHAINS,

SRR E LIS B OERNLEMER Y AT DIRIG L7 +—~ v F THRE 2 EET 5,
ZDHA, ERLZEEREDZEHEN, ®iEE2H LDV AT AMIFEAAL T (R XXtk
HD) EHOFEEE BRI N D WJREMENDH D

AAFERIZ B L TR T SRR O —R &2 LU TSR T,
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(i 2)

o HIFEE2B (R2) 74—~ MIFIHGLTWBERBZEMER S AT AL, 5l&k
E2B (R2) fHARICHER L7 A v —TV %D ENTEER, ZNHDV AT ANE
HIZE2B (R3) fARICHEIL L 72 A v B —VICHEERIE TE D X 9127225 & v ) 3R
AN

e E2B (R3) 74—~ v MIXIGT S LI INTZEELZEEBR S AT AL,
E2B (R3) fLERICHEIL L 72 X v —VIZHIET D ZEMNMTE BB, TNHD VAT AR
E2B (R2) A v E—IZbxfnT 2 LB IND WO RIEZZR VW, L, VA&
T LPRE IR S BB OMER Z AREIC T Z LR END,

o [EIMEEMEIR T AT ML, ICH A v — VR ZAET 5 X 5 ITHEERT ILERH
D, TOZEIE, BEEL R DERET IV BE, T —FX—2R) [T ICH OZeM Kk O
BISEA v =V OERET NV EABEEFETOLERNH DL E NI ZEE2BH®RT D, -
L. VAT ABFICHRE O D& EH D W34 sk o B3 ICH OFHE 7 L o H
FHPASNCTH D AREMEN B D728, BRI T 2 HELENZ D L 9 728 - e IR B % 5 0
LHEIPERENDAREERH D EEZDND,

o ICHDOA =Y 75—~y hTREBINDIHERNDEUNNIE S, ABRTHAIAD D
T =<y hCarva—F | RETEDZEHRET 5720, EFRMLEMER S X
T AEHICHEET AN D D,

322 F—AXBOFEASBH

FEEHFZEZEZFOMTICHE2ZBIZET A A vE— 0 MmA21T 5B, ICHE2B (R2) X% ICH
E2B (R3) OWIFNDDOAAETEIMET DV AT A TA v —U2/ER L CABT 5 2 E N TE
%, DA, E2B (R3) 7»5 E2B (R2) ~, XIXZDWH~D T 7 A VEBMPLE L 705,

BT EITZEEN, 3o BIER & RS LB 2 2 7 A NICHRAIALEATNIIIT P S,

EEHE ZEE
= E2BR3)— > EQBQ?&’\@ - E2B(R2)» =
E2B(R3) - E2B(R2)
EEHE ZEE
= E2B(R2) > EQBQ?Q?’\@ L EBR3 |
E2B(R2) - E2B(R3)
E{EE FEE

B 1 RO RES
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o E2B (R3) MIREMEN TRE HEE A OLE, THEMMEIZE2B (R2) OEHIZ=
Eo_éhé:&o

o E2B (R3) WIEHMEMN [HE HEZE| THIEE. E2B (R2) OHEHAMIZa—F
[(ZOMf] IZREIND I &,

524 HNE
E2B (R2) & E2B (R3) TlE., FMICH LERZ2a— FRKRO LN TN D,
B E2B (R2) E2B (R3)
7 —4#%H a—KRY Rk 7 —4EH a—KYRF

HE OE IR B.1.2.3 o AN D.2.3 . BIR
(HEHDFR o MR o AR
BTk D) N o TR
o HE N
o A o HAE
o HiffinE o A
o i

LRSI NS,

e E2B (R3) 17 v 77 L — K954, IHEMIZE2B (R2) OEHEMMS E2B (R3) OIH
Hicabv—&nsZ s, a— FMEZAENNCa— NMET 5703 ET A FICHES N
T AR RNZHED DR FE LU,

e E2B (R2) ITHF UV T L—RTBEE, LTFTDr—aAnEzxbhns,

o E2B (R3) OIEHEN TR UAOEE, HEMILE2B (R2) OHHEICabE—1
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o E2B (R3) OHEBEMN MR TH2H%E. HEHRITE2B (R2) o7 —XIHH B.1.2.3
WIRENBRNZ &, RPBYVIZEZB (R2) OEBRFOLFIIIA =%/ (Thbb,
E2B (R2) @5 —ZTEH B.1.1) 2 TR W) B iz ESN D,

525 EXGESOMERIT
E2B (R2) & E2B (R3) Tk, EIEGBEAGOMEMITICH LELR L a— FRROLNATNS,

=5 E2B (R2) E2B (R3)
7 — 4 TEH I—FUX b F—41EH a—FYRE
I S 81 B - i Bakl | e geEEK Gkl | o Hs
D o % o {3
o HIT{ES o HIT{ES
o G
LR AR S h %,

e E2B (R3) 17 v 77 L — K954, IHEMIZE2B (R2) OIEHEMMS E2B (R3) DOIH
HiZabv—3nsbZ &,
e E2B (R2) (¥ U7 L—KRTDH5A. LFOr—anEzxonb,
o E2B (R3) OHEBMEN FE#G) DA OGA, HEEIXE2B (R2) OF—XIHHIZ
ar—3hbZ .,

o E2B (R3) OIEEMEMN FHEE) THHr%5A. 75 E2B (R2) OIHHE X T#5%
WL, FERE) oitidad E2B (R2) OIEH OEIRIZEET 52 Do
B (725, E2B (R2) OF —XIHH B4k19) IZBWT, IEERMLIERE D
BEEEERIC T €L IBRLT D,

52.6 BE5RBICHETIEHTHRUFI—F

UTFOHEBIZOWTIE, —HOTA RIA - TiEa—Rn, &5—hD0HA R4 TiIEH
Rk DA A K D %:}rb’Cb\Z)o

] E2B (R2) E2B (R3)
F—4EE | a—FKURk 7 —#HH a2—RU R R
5% 1D B.4.k.8 67 D 2 — K Gk.4.r.10.1 E R R
(B4 Gk.4.r.10.2a ID =3 v AR F
G.k.4.r.10.2b D
B~OF L% | B4k9 67 FifiD = — I Gk4rlll EITE
Gk4r.ll.2a ID N—V 3 v B &S
Gk4.r.11.2b D

E2B (R2) Tix. EidEEBEIZIE, E2B (R2) HA FI7 A v OMHFKICERZINTWVD L DI,
a—RFREENTWS, E2B (R3) TIEFR L a— K2MERFRETH B 25, oo IDRLCHHEEHEH D
BEEHEHLTH LW, LERST, UFERHERINS,

e E2B (R3) 17 v 7 L— KT 584, E2B (R2) OHEEHEICHE->TEB (R2) O=—
F o) 2t 5 E2B (R3) Oa—Ricav—&Ensd Z &,
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(A 2)

E2B (R2) AJIE : = — N1 : 030
E2B (R3) /7K : TermID (IHH 2a) : 030
Term ID version (P2 H 2b) E2B/R2

e E2B (R2) IZHF VT VL—FRI D58, UFDr—AnEZLND,

o

a— NARN—T 3 v E2B/R21ZHE- T E2B (R3) 12— RARENTWDHHA,
a— REE (T7hbHIEH 2a) BZEOFEEE2B (R2) OEHIZaE—IN5 I L,

oo a— RIER,/ NR—=2 3 - TE2B (R3) ICa— RV RENTWA, XIIHH
FLEEEMERH STV a4, 22— FEIX E2B (R2) OIEHFIZ 1050) (T7ebb
FOM) EEREIN, LLFO/RY — It -> THE#HRN E2B (R2) OF — X IHH
BA4kl19IZabt—a3nbdZ & ("BHERE" XX BORGREIE" O~y X—)

BEOHREGREIEIT T 2 B HELEM OB

E2B (R3) AJJE : fth D 58
E2B (R2) )M : =— RNfH : 050
B.4.k.19: B GRRE  [oBEGRREE]
BINOBHGRBICBEA L THMD LV AT L)/ N —=V g v LIZa— RFofl
E2B (R3) AJIH : TermID (AT A ; X—T g V)
E2B (R2) Hi)f : =— FfH : 050
B.4.k.19: BLOBGHEEE © Term ID

(AT L X—T3)

Term ID 23 E S uivid, #ELEIX E2B (R2) CHEFFRIBEZRMED U A k& E2B (R3) T AHE
BMEDOY A NORETO~y B PIEKIGET A EREE LU,

5.2.7 BEERRE
E2B (R2) & E2B (R3) TlE, WfHFROBEALICK LD 32— RBRRD LTV 5,

25 B E2B (R2) E2B (R3)
T —HEH a—FKY R T —4IHH a—FKY R
P55 [ 0D B B.4k54 3N G.k.4.r2 4N
BeH-RBR O E R B.4k5.5 o F Gk4r3 e UCUM =2— |
o A e {cyclical} (&
o i )
e H o {asnecessary} (22
o IRF)
PRPAN e {total} (&7
DITA RSN D,

E2B (R3) (27 v 77 L— KT 554, HAMEIXE2B (R2) OHEAMND E2B (R3) OIH

Hicabv—&nsZ e, a— FMEZAENCa— Mt 572 DIIZBEEO F23E 5 1 FIcH

EINTZHAZ L ATHED DINEE LV,

E2B (R2) (CHF U T L= R D56, UTOr—AREZL 60D,

o E2B (R3) OHANfEA E2B (R2) ICBWTHMHTE, BEMENET I RWIEAITIT,

ZOHE (BELOHNAL) % E2B (R2) OxtsToHHEICa—345Z &,
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o HMENETESL (Thbb, 4HfFEHLTWS) #4. E2B (R2) OHEBIZTFT—X
EHH Gk4r2 IZiTmEan$, Rboi %@rai&% %&Ef%%%ﬂa MEHRCTdH D E2B
(R2) OF— &IEH (7B BAak6) &, HALEKITEFRT 5,

1l
E2B (R3) AJJfi : HfE 2 025 HAZ :h

E2B (R2) HIfE
B.4.k.6: RpfEERE : <number><unit>

o E2B (R3) MHEN{EA E2B (R2) TIHEH TR WEAIZIX, E2B (R2) OIEHE %
F—HIEA GkAr2 IZITRET, RoVIcEofiRsy, B5EBEAZFTERERTH S
E2B (R2) ®F — &IEH (T72bb B4ke) I[TERLT S,

B o— R TEWI] {Cyclical} IZEREILTND . BERE BEROHAM, T
bbb T —H#IHH Gk4r.la LU Gk4r.lb) :t:u: ém\ FEVN TR T 2 HEEDS
ffEans z &,
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PEEESR CBIR TPifTE
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WEF L D24 B.5.3b 250AN H.3.r.1b 8N
BER O/ XAFEWER FHE
FLROHESFE (MedDRA
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E2B (R2) (28T MedDRA =— NIZR L THE SN ERTFET 250 LFTH DM, E2B
(R3) B2 FERIT 8HTD MedDRA 2 — R THh D, LEN-T, LUTFAHERERIN D,

e E2B (R3) IZT7 v 77 L — KT DEE, LTFTOr—anEzobhnd,

o E2B (R2) OHBEMN SHIOKTTHHEE. E2B (R3) OXLT 57 —XHBIZE
DEFat’—ENbZ ¢, MedDRA 22— RDOFT—ZIHH T2\ CiL, MedDRA @
NV a VSEIST S HEIX E2B (R3) KTVE2B (R2) HIAHWT RO A »E—VIC
BWTHR—-THY, FOoEFFavr—Ihbd I L,

o E2B (R2) OIHHAEN SHIOEFTRWEE, E2B (R3) DA vE—V 74—~ b
ELTHBRHEHEENHESNTWASSG (O7 7 7B/ ffanTnbd T —4HE %
ZH) &, TOHBEIERINDIZE, TNHOT—XIHBIZOWTIL E2B (R2)
OHEBEEIXZDOE FE E2B (R3) OHMBEFHHEEIZZ E— X4, MedDRA /X— 5
HHLE EBICANT S,

i - E2B (R2) AJJfE : o— NE . HHEHE
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e E2B (R2) (¥ V7 L—FRT2584, E2B (R3) @ MedDRA =2 — R{EIZZE D E £ E2B
(R2) ODHHFHHEEICZE—3INDH I &, MedDRA = — RffEIX7e 23, HHGFCHEEE
T — 2 B35 H5A1E. MedDRA =— REOR DV ICHBET#H S a2 —Sn b 2 &,
a— FEROHHFEHEEE OB G NFEET 256120E2— MES L7 H H % MedDRA 73—

varHBLEIZar—sho,

529 I—FYXFRUUCUMO—FK

E2B (R2) & E2B (R3) Tit. UTFOTFT—XBEHIZK LERD a—FRROLNTWD,
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F— K EH EEYES 7 —#IER a—FKY 2 b
BIVERD /A5 & e 5 B B.1.2.2b CFED 2 — K (4EfK D22b UCUM = — F
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BLOER (AT B.1.10.2.2b | o= — K D.10.2.2b UCUM = —
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BIVER /% W5 O R B.2.i.6b 7RO 21— R E.i.6b UCUM =—
A (BA7)
felfk (A7) B.4k52 R EFO=—F G.k4.r.lb UCUM =— F
BIVER /A& W R £ B.4k5.7 32D 2 — G.k.5b UCUM =—
TOREREGE (K
£i7)
P 3 F R (BAAT) B.4.k.15b 6 FisHD 21— ¥ G.k.4.r.6b UCUM =— K
MRS D ATAR AR (i B4kl0b | 4floa—F (hY Gk.6b UCUM =—F
A AR —HETe) {Trimester} (k=
ARAAL—)
R OP 5BE SE] | B4k13.1b THEOa— R Gk9.i3.1b UCUM =— I
1R AEEGREHEC | BAkI32b G.k9.i.3.2b
ORI (HALD)
DIT AR SN D,

e E2B (R3) (ZT7 v 77 L—KRT554, LFTOr—aAnExonb,
o E2B (R2) OHALR ) X ThU ARH—)

aRAE N

E2B (R3) HJiH :
o kiU DEE.

15 E2B (R2) AJIH :
E2B (R3) M :

(X 800 K (X 810) T

UCUM Effa— R&{ YWICHET D Z &,
B E2B (R2) AJIH :

fiEE1; Bfz=— R 810
il 1 ; BAZ : {trimester}

*tIad 5 UCUM Bfro— RE T2 2 &,

fi 10 ; HAZ=2— K 2 003
22— R 10 ; HAL : mg

e E2B (R2) IZX UV T L —RTDHEE, LTFTOr—anEzbhnd,

o E2B (R3) THWOHM/- UCUM HALZ1— K28 E2B (R2) WA XV ADHAMIZ~ v v
YITENDZE, FOLH YA, ST Ha— NMeENE%A E2B (R2) OIEHIZ
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A —7 5%, BALZA 2 — FMET 572D 5

B ANTHED ODEFE L,
% 5 HARE R ORI S AHPEIC B3 2 8RR TIiX, E2B (R3) A vE— VI &5 UCUM H

fiz— RAE2B (R2) THH SN TWAHEL LR —THY 952 L

5210 HHREEH E UCUM a—F
E2B (R2) & E2B (R3) Tix, UUFTOTF—XIHEB IR L THALZ 22— NMET 2 BRIC 872 5 FHik

(A 2)

HTA PITHES NI AT A

HETLOVEND D,

DRO LI TWVWD,
B E2B (R2) E2B (R3)
T —XIEH EZK 5 — X IEH a—RFJR b
FRATAE S (BAL) B3.le 35AN Fr3.3 UCUM =2 — K

E2B (R2) THEDOHEMICHE SN TV A ERIITHT 35 XFTHDHMN, E2B (R3) Tit
UCUM 22— R TR SIND Z ERROLILTWVWD, LB -T, LLFAHELRESNLD,

e E2B (R3) 27 v 727 L—FT584. E2B (R2) OF —#IHHIZ UCUM =2— RO—&
v B 7 &8N, v~y B ENZa—RNIXE2B (R3) OHEBIZFOEFFar—&5h

5T &,

e E2B (R2) X U7 L— KT B,
(R2) PHHFEHEHICaE—ENDZ &,

5211 BERERUBREICEIT5EIEROESR
E2B (R2) & E2B (R3) Tid. G LOHFESG BT 2EIEAOBIRICK LR DIEHRNK

E2B (R3) @ UCUM =t— R{EIZZ D F E2B

HHENTND,
- E2B (R2) E2B (R3)
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V. BITERSREL L
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o TN (FHHREE
1To7-, BIERIZE
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o [TWV-RH] (5%
1Tl BIFIEA
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o VWNZ-FMARL (B
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FITHYET)
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E2B (R3) 27 v 77 L— KR4 584, E2B (R2) OF—#IEH [B4k172] IZ2BWT
HRENFEESNETXCORWEH /" BEFRICE LT, LTORSMH 23 @EH IS,

o E2B (R2) IEHMEN NI ICRESINTWDIEA. E2B (R3) OIEBEIL TXv-
IV (FEREEZITVD, BWEANER L) | ICRESND I &,

o E2B (R2) OIEAMED T Z) ICERESNTWAEA. E2B (R3) OEHEIE NiX
WD (G2 1To 720, BWERIZER Lo »o7) | ICRESIND Z &

o E2B (R2) MIABMEN R ICREENTWAEAE. E2B (R3) OB EILHRE X
ninz by

E2B (R2) IZX U 7L — 32546, UTFTORSFHTFR#EH N5,

o E2B (R3) MIEHMEH NIW-I3vy (FES5 21TV, BHEANER L) | IHRES
NTWaE4, E2B (R2) OIEBMIZ NIV [CERESNDH I L,

B FESETHRLEZTXTORWEMRIZ, E2B (R2) OF —%1EH B4k172I12a " —
N5 (4.7.11 HaEBR)

o E2B (R3) MIEHMEN NIWv-\L 2 (FE5E21To7=0., BWERIZER Leno
72) 1 ITRESNTWAHEA, E2B (R2) OEAMEIE W2 ) ITRESND 2 &,

o E2B (R3) OEHBMEAMOEHMEICHRE I TWAHEE, E2B (R2) OHEAER 'R
B ICRESNDZ L,

5212 EFHRUHEDOHEHR
E2B (R2) & E2B (R3) Tid. UFOTFT—XIHBIZR L CHANZ a— MMbT D8I D Hik

DRD BTN D,
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—4&I8H £ 7 —4#IEH a—FKJR L
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o ik o itk
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o ik o itk
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E2B (R3) 127 v 7/ L— R+ 584, E2B (R2) OF—ZHEHAIZE2B (R3) OFIHT
BERa—RFO—BlIvy B 73N52 L, E2B (R3) IZBWTHADHRE STV
WIEA . ST AHEBEIZE2B (R3) RSN L,

E2B (R2) I2¥ v 7L — 4554, E2B (R3) OF—ZHEHAIZE2B (R2) OFIH#AT
Belpa— RO—ElIv v B 7Ens 2 & %@7 ZIEHAMNE2B (R3) T &Eéﬂf
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5213 WHEBREEI—F
E2B (R2) & E2B (R3) T, U TFOTF—HIEHZa— MMET 2BICR R 2 HENRKRDO LT

(A 2)

WD,
- _ E2B (R2) _ E2B (R3) :
T —XIEH £ J—XIEHH a—RKY Xk
T a— | ACK: A1.6 e 01="9TORE ACK: ACK.A4 | ¢ AA (77U r— 3y
MWT —H =T FERB I B = B
FEAIAE LTz, e AE (T F VU /r—3aw
e 02=ICSR =J—, RN E T T —)
T A= AT e AR (T 7V r—vav
IAENTL -T2 HERUSEETR)
WMERD D,
o 03=SGML fi##r =
T—y T—HIL
Folz]HHzn
o7,
ICSR A v+&—< | ACK:B.1.8 o 0= DAL | ACK: e CA (3 v Fa2H)
DREBISE 21— (AL L7z ACK.B.r.6 e CR (23 v MER)
o 02=4E DFEFAIA T~
TR L7

LUF MR S D,
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o E2B (R2) =— K 101] #E2B (R3) =— KN TAA| |28+ 5 &,
o E2B (R2) =— K 102] #E2B (R3) =— R TAE| IT&#T 5= &,
o E2B (R2) =— R T03] #E2B (R3) =— R TARJ [TEHTHZ L,

E2B (R3) 127 v 77 L—FT 554, E2B (R2) ORINET —ZHH B18ITLLTD
Lolcwor' o rrEansz .,

o E2B (R2) =— K 01 # E2B (R3) =2— R [CAJ IZEHT DT L,
o E2B (R2) =—F 02 # E2B (R3) =— K [CRJ (ZE¥T D L,
E2B (R2) (CXZ 77 L—RT584, E2B (R3) OF—XHRBIFIUTOLIIZw v
VY (T R
o E2B (R3) =— K [AA|] # E2B (R2) =— K [01) [Z&EHTHZ &,
o E2B (R3) =— R [AE] # E2B (R2) =2— R [02) |[Z&HTHZ &,
o E2B (R3) =— K TARJ # E2B (R2) =— K (03] (C&HTHZ L,
(
(

(
(

R3) =— K [CAJ #E2B (R2) =— K [01] IZ&#5HZ &,
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o E2B
o E2B

20164 11 H 10 A

27-




53 Hi

(B 2)

E2B (R2) O—#DF —4IEHIZE2B (R3) TIHHIKRENTWS, R bDF —XIEHHOEHK
WHIEICET B A Z v A% RT,

531 J|ETRET—4IEEB
PLFOF — 2 H B IERI L EMERE OB B LT CICHE AT, E2B (R3) T
ITHIBRES TV D,
E2B (R2 E2B (R3
B _ L) _ (R3)
7 —XTEH =X 7 —XTEH =X
EO DS SERE A ) Al.14 IN - -
5DLDOTENGEE, £0
JEGNIIEFICHER S T
Ve
BIVER  AEHSHOD B.2.i2 8AN / 250AN - _
MedDRA FzE (PT) O
MedDRA X— 5
BEMRENN—V 3 VFE ACK:B.1.2 2AN - i
J 2 J5 D SiE 1) ACK:B.1.4 100AN - -
Z DO E(EE ORI ACK:B.1.5 100AN
FH
AE O RFIHHRAT A ACK: B.1.7b 8N - i
PUFAHELRE S N B,

e E2B (R3) 17 v 7 L— K454, E2B (R3) IZxIET A F — X HEHEBFEE LW
72, E2B (R2) OEBITEHRIND Z &,

e E2B (R2) ¥ U7 L — KT 554, BMETHEEN E2B (R2) TIHEETHL =9,
E2B (R2) TIZZOIHEBII/REINZWNT &,

53.2 BREMENRADSNDT—RIER
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WEH ORI, PR A2.1.1b - C2r12 MSK. ASKU,
T O A2.1.1c C2rl13 NASK
A2.1.1d C2rl4
YA DR K OV B A2.12a - C2r2.1 MSK. ASKU,
A2.1.2b C2r22 NASK
WwEE OFEFT GE, A2.1.2c - C2r23 MSK, ASKU,
HETAL . AT IRAS K A2.1.2d C2r24 NASK
O f#&2) A2.1.2e C2r2.5
A2.12f C2r12.6

LUF D RS D,

e E2B (R3) (ZT7 v 77 L—KRT258546, UFTOr—aAnExonb,

o E2B (R2) MIEHMNPHEEINTWARWEA, E2B (R3) OF—XHHEIIRINZN
HEETHDTD)

o E2B (R2) WIABIZ 'R BDEREINTWDLEE,

B E2B(R3)D 7 — # IHH 73 null flavor & L C UNK %t Al fE72 55413 null
flavor(UNK)2MEH S 415,

B E2B(R3)DF — % EH H 78 null flavor & L C UNK & fl T& 2 WEAIXZ OB 138
I,

o E2B (R2) OF—4THHAIZ MAANIFHRFE] DERESNTWEHEA,

B E2B(R3)? 7 — % TE H 2 null flavor & L T MSK % i F AT fE 72 #5413 null
flavorMSK)23MEH &1 5,

B E2B(R3)?7 — % IHH 2 null flavor & LT MSK Z il T& 72 W& 132 DE B X
REALIRYN,

o MOFTRTOEE, ZO7F—ZHAIFALEDMOIITER S L HEREICHE > T=
vt—shd ZUT255%6) .

e E2B (R2) & U 7L —RT 584, E2B (R3) OHEAIZE2B (R2) OEAICa Y —
bz L,

o E2B (R3) MIEHMBEEIN TV WSS, E2B (R2) OEHIIRENLWVWT & (T
BTHAHD) .
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o E2B (R3) MIEHMN~AF L 7 &7 null flavor (UNK, ASKU., NASK) & &R T
L6, E2B (R2) OIEBICIIREEDOHGE TR 2yREnd 2 &,

o E2B (R3) MEHMN~AFL 7 EN7- null flavor (MSK) & ENTWAH4E ., E2B
(R2) OIEBIZIFBEEDHFE MENIERRGE BDRShbZ &,

o ﬂﬁ@ﬁ‘f\“TODiE'/m\ _ODIEH IALEDOMDOIHICER SN HLZIHE > Tt —Sh
52 & (FETH58)

null flavor (UNK, ASKU, NASK, NI, MSK...) WA &N s it d 54 E2B (R3) DIEH
1Z. E2B (R2) IS NABICER SN D Z L, d72bb, BED E2B (R2) OHEBILHRE
Y (AN

5.6.2 E2B (R3) TwiEELsNDT—XEHIZ®F S Null Flavor
E2B (R3) TiX. U TOMNEALRT —ZIAH % null flavor CTa— K{L3 252 N TE 5,

E2B (R2) E2B (R3)
FiHA 5 —ZIEH HIEL TS 5 — X IEH SR LTW5
v AXUT TAXUT
B (LETEA = v B.1.1 - D.1 MSK. ASKU,
L) NASK., UNK

LUFDM R S D,

e E2B (R3) IZT7 v 77 L — KT DEE, LTFTOr—anEzobhnd,

o E2B (R2) DIEHEHMNRINTWARWES, %35 E2B (R3) ®IAH 21 null flavor
ELTUNK ZHRETH &,

o E2B (R2) o5 —#IEH [f=v+v ] (F72bb, B.1.1) OfFEN 'R IZHE
SNTWAEE, %32 E2B (R3) DIEHIZIE null flavor & L C UNK 252 T 5
e,

o E2B (R2) o7 —4%IHH M1 =vx /] (T78bb, B.1.1) OED ENGEHREE]
ICRESN TV DS, %72 E2B (R3) DIEHIZIE null flavor & L C MSK IZ5%
ETHZ L,

e E2B (R2) IZX UV T L —RTDHEE, LTFTOr—anEzbhnd,

o E2B (R3) OF—4ITHH T4 =vx/] (T7bbH, D.1) OfED UNK, NASK,
ASKU IZHRE SN TWAEE . 35T % E2B (R2) OHEEBICIIEEEME L LT KR8]
TRENHZ &,

o E2B (R3) OF—4ITHH A=y (FThbbH, D.1) OMEIN MSKIZETE ST
WAEE . %75 E2B (R2) OB IIZEEEME E LT MEAFHRE#E] CRransd
&,
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5.6.3 FENa— FRUB{FIZx3 % Null Flavor
E2B (R3) TiX. U FOa— FEOANMOT —HIEH % null flavor Ta— Kb &N T

Do
E2B (R2) E2B (R3)
B T — X HH XL TW3 T —XIEH B LTNE =
< AFT RAET
WEHEDOEa—F A2.13 - C2r3 MSK. ASKU,
NASK, UNK
ey A2.1.4 - C2r4 UNK
HEEAR (BE) B.1.2.1b - D.2.1 MSK
HIRIZ IR E S N ? B.1.9.3 3=AHf D.9.3 ASKU, NASK,
UNK
BloEERHR B.1.10.2.1b - D.10.2.1 MSK. ASKU.
NASK
Mk (RE XIIB o B.1.7.1d 3=RH D.7.1x.3 MSK. ASKU,
B VR FEIE By O RESE D) B.1.10.7.1d D.10.7.1.r.3 NASK. UNK
DITA RSN D,

e E2B (R3) (ZT7 v 77 L—KT25546, UFTOr—anExonb,

o T—XHH [HMIIEHRINT2?2] (T7obb, B.1.93) X Mk (FBE TE
OBET HIREE L OREFEAER) | (725, B.1.7.1d XiE B.1.10.7.1d) 7% E2B
(R2) 1ZBWT 3] (RH]) ThHAHHGA. *Hi9 % E2B (R3) ®OIEH X null flavor
(UNK) &mrEnsdz i,

o E2B (R2) IZBWVWTHOWTNNDIEE R/RINTWRWES, X325 E2B (R3)
OF—HZHEHITI RSN &,

e E2B (R2) IZHF VT VL—FI D58, UFDr—AnEZLND,

o T—XHHE [HAMIIEHMINTZ2?2) (T7hbb, D93) [Hke (FBEXITH OBHEH
T HVEREE R OBELEER) | (72 b, D.7.1.r3 XiE D.10.7.1.r.3) 75 E2B (R3)

FWT null flavor (UNK) ThDGHE. *HE7 5 E2B (R2) OEEMEIX 3] (RH)
LIREND T L,

o E2B (R3) IZBIFHMOWTNHNADOIEE N null flavor TH DHEE. xhad 5 E2B (R2)
OEBIIREN2NT &,
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57 &

E2B (R3) Tid, W< OhDF—FHAIZx LT, JEFIZEMHRE AT 2 1EREHELT 5
OO TEPIRTR SN TWD, R DHER TOLRMITIEBET DA 2 v A 27RmT,

571 FE—REREOEH

E2B (R3) TIIFE—RBERENBEOVEEINDZERNHY ., HEIBHIDO=HIZO0E>DOFE Kk
WIFEEIREND, HEOLEFIZEIVUTOTF — 2 HANEELZIT 5,

. E2B (R2) E2B (R3)
T —XIEH EZX T —XIEH £ZX
— YA HIR D E O Al 2A B ;i
WEZOEa— R A2.13 2A C2.r3 2A
Hi B A =5 — R AF B - - C2r5 IN
DUF ML E 5,

e E2B (R3) IZT7 v 7/ L— RT 5845 .
o E2B (R2) OF —4THH A1l IZMEINDZ &,

o E2B (R2) OFEHE—WIEHRIFE (A2.1) IXE2B (R3) OFKFE—XBEHRIF (C2rl) T
v v B TENBZ &,

o BB WIHFHIFIZH L, E2B (R2) OF —XIAH A2.1313XE2B (R3) OF —XIEH
C2r3llabv—&nsz &,

o E2B (R2) DA v&— Y THRIHAREZR S —RIEFRIROKRYIOFHELIXT L, E2B (R3)
DOF—HIHEH C2r.5M0 1] ICREENDZ &, ZNUANOE —REHRIFIZOWNTIT
F—XIEHH C2r.5 TR E SN,

e E2B (R2) IZH¥ D7 L— KT H5E

o E2B (R2) OF—XIEH A.1.1121%, HHER (725 E2B (R3) OF—XIAH
C2r5% 1] ITRE) I L THREINDIF - KIERIFEOE O (725 E2B
(R3) »F—XIHH C213) BAAENHZ L,

o E2B (R3) OFH—WIERIE (C2r.1) IZE2B (R2) OFFE—WIFEHRE (A2.1) I
v B TENAZ &,

o AHE WIHFHIFHIZH L, E2B (R3) OF —XIAH C2r3 1L E2B (R2) T —XIAH
A213ICab—&nsz L,

o E2B (R3) OF —XIHH C2r5 X EBREINDZ &,
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572 BlER /EETEZHNIEELI-E

BIWER / BEFEGNFKEL LIZEICOWT, E2B (R2) TIHERI L~ L TRESNDEADHEAR
THY. E2B (R3) TIEHEMWER / BAEFRL NV THRESINIBDIKLUATRERTEH TH D720
E2B (R3) TITERD FIENRIN TS, HBEOEFIZL VL FOT—XHE N EEZZ T

Do
- _ E2B (R2) _ E2B (R3)
7 —XTEH =X I —XIEH =X

EIWER, A EEFRNHBLL Al2 2A - B

7= E O EH
BIER,/ BEFZNRHILL - - E.i9 2A

7= E D3k A0 K L AfpE
LRSI NS,

e E2B (R3) 17 v 7/ L— R4+ 584. E2B (R2) OF—#IEH A.12723 E2B (R3) I
BEN29T_XRCOTFT—HIEHEIVIZat—SNbZ &, ThbbEITXTORWER AEF
BIZHOWTRIUEE 7225,

e E2B (R2) (X V7 L—RT2D54E, 7—XHH Ei9 PR ESNTEWER HEFES
DERAIOFHBUZXT 5 E2B (R3) OF —#IHH Ei9 72 E2B (R2) OF —XIHH A.1.212,
TROLEFREDO L L Tav—&hd 2 L, BWEH " BEFELOETOZNLUSND
EoF—ZHEHITERSIND Z L,

5.7.3 BERAOEHFIHREES

E2B (R3) TIHEA DEGIHEER ST L TRRDFIEIS /RSN TN D, MHIEOEEIZL YL
TOTF—2HENEEYZ T D,

— E2B (R2) E2B (R3)
7 — X R £ T —4IHH #X
HLH Y JR O RE B S B A.1.10.1 100AN - B
A [ A O SEFIFR T - - C.1.8.1 100AN
Z DA FEE E OIEFIHE A.1.10.2 100AN - i
&5
AIEBI D —IEEE - - C.1.8.2 o HHI %
o ZO1th
LUFA R =N %,

e E2B (R3) IZT7 v 77 L — KT DEE, LTFTOr—anEzobhnd,

o MHIMBOIEFMEFZR S L LTEB (R2) OF— 5@5A1M1#Téhf“5ﬁm
ZOHEBAEAN E2B (R3) OF —XIEH C.181ICab—Sh, F—#IHH C.1.82 1%
REIYSE) ITRESIND Z &,

o TODOMOEEHE DIEFIMETREZ L L TE2B (R2) OF — &EHAlmzﬁféMTw
554, FOWEABEN E2B (R3) OF—XIEH C.18111lav—Xh, T—XIHEH
C1821% ZDfh] IZRESNDI &,

o E2B (R2) DA vt—UZlT—HHENRINTWDIEE, YR OERHESR
BOLNEBRIND Z &,

ICH ICSR A.#iE D HidE 2016411 A 10 H

_42-
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e E2B (R2) (¥ U7 L—KRTD5A. LFOr—anEzxonb,

o E2B (R3) OF —XIHH C.1.8272° THHIYF ITREINTWDEE, E2B (R3) ©
T —XIAH C18.1 8 E2B (R2) OF—XIHH A.1.10.1 (F72b5, JHHIYFOIEH
WEES) [lavr—Ensd I &,

o E2B (R3) OF —#IEH C.1.827° [ZDM] ITRESNTWDHEE. E2B (R3) @
T —XIAH C18.1 8 E2B (R2) T —HIHH A.1.10.2 (F DD EEHE OIEFIHRE
‘B lcar—3hAI L,

574 ZEEBOEFBSRUFAXES
E2B (R3) TIIEfEEOEFEEF L VPN FAX F I L TR D FIEDN R I TN D, HEDE
FICEVWLUTOT—XHENEELZ T 5,

251 E2B (R2) E2B (R3)

7 —XHEH £ T —XIEH =X

EEHE DOEFEE T A3.1.4f 10AN C.3.4.6 33AN
EEHEONREE A3.1.4g 5AN - l
EIEHEDOBFROEE S A.3.1.4h 3AN - B

EEH DO FAX F 5 A3.1.4i 10AN C3.4.7 33AN
E{EH O Fax WRE = A3.14j SAN - -
E(FH O Fax OEF S A3.1.4k 3AN - B

IFHEE s n 5,

« E2B (R3) 127 v 77/ L— FF 554, E2B (R2) O 3O0F — 45 I HA el Xt fax"
LEBICHASH, E2B (R3) OH—OF—FHAILaE—Sh5b L, T—FHEAY
A RIZIHIBRIE AR,

il E2B (R2) AJIMH :

FEEDOEFRE L 12345678
EEHEONRE S 123
EEHEDOEBEFEOETE S +44

E2B (R3) H77fH :
FEEDOEFE S tel: +44 12345678 123

e E2B (R2) IZH DUV T L — KT D84, B—-0F7—XHHE2B (R3) BXF0EFE (7272
L. "tel"XIE"fax"%# R\ C) E2B (R2) Oxtsd 255 —4HEHA (BRbEWHEB) Itz
E—EnbZE, aV—33ENRETELIHA, HIIUVETOND T L,

511 : E2B (R3) AJIE :
EEEOEFEZS tel: +44 123456

E2B (R2) {H/ifA :
EEEZEOBIERE +44 123456

512 . E2B (R3) AJIE :
EEEOEFEZS tel: +44 12345678 123
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E2B (R2) {H7MH :
EEHDOBEFES

5.7.5 SIEX#E

+44 123...

(A 2)

E2B (R3) TiZBIAXERICK L TEARDFIEN REINTWD, WEOEFIZLV LU TOT —#

HANEEEZT 5,

o E2B (R2) E2B (R3)
5 — X IEH E#X 5 — X IEH EZK
2| Sk A22 500AN CA4rl 500AN
FH— KGRI BRI ASKU, NASK
BINT BT
PLFAHELRE S N B,

e E2B (R3) 17 v 7 L— KT 584, E2B (R2) OT_TOHE—KERFEG DT —

HIHH A22%2a— L, F-WERRT LIZBOEBIZZ25 X o1,
E2B (R3) »F—HIHH C4rliclabt—45Z &,

IhbDE%

e E2B (R2) IZ¥ D7 L — KT B5E, WEHEEINLWEB (R3) OF—XIEH C4rl RN
TRCab—SN, ZASOMEEBE B LS —kIFHRIED E2B (R2) T —XIEHH
A22(Zab—&En5Zt, T—FERBIIEIan RGN D, I —F 5 EMNEB

YA ZORIRZEZDHE
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576 EEMH. EEMHOESE

E2B (R3) TIIEEMEOEMEICK L TELD RN/ RENTWSD, E2B (R3) TiX. BIWEH
HERZBOHEIREFESINTNDEDT, TNENOEWER  HERFLRIIK L OREND, HiED
EHEIZLVLFOTF—XHEANEELZIT D,

(A 2)

- E2B (R2) E2B (R3)
T —XIEH £ T —XIEH £
HEMN? A.15.1 o [T - -
&k o NNV Z
HEMORAE (6 77 A152 o [T E.i.3.2 o true
FHD L) R E o NVE FITEH - E&EFZ | o Null flavor (NI)
N
HEHIZEL > THE B.2.i3 o EFIZLVE E.i3.1 o HEFIZLVE
HESNREIWER | AIfEHHEHFHZR LI, FITEH, - EFR GRSV AW b AN
S HEFER & IEEE & FEEE
o MEFICEIVE o WIEFICL D E
mLxhd, I mland, ¥
i HIE
o MEHFICLVE o WIEFICL D E
e xh, EE eI, EE
o WEHICLVE o HEFIZLVE
L INeho L X7 o
e, EHE e, EE
PURMSHELE S D,

e E2B (R3) 7 v 77 L —FRT B4
o E2B (R2) F—#IEH B2i3 EEHFICL > TEEL SNF-EWER, BEES) 1T

ICH ICSR A_#att: D HELE

E2B (R3) OF—FIHEHEi3.lllwvEr7a3ns2t (FUMH) .

E2B (R2) @7 —4IHH B2i3 M [HE | IZRESNTWDHIHE, ZetERELr~n
THRIFSIN TS E2B (R2) OEBEMHOREEICHT LT —XHE, 774805 A1.5.2
L. E2B (R3) OFKRWEMH /AEFRIIKTHT7 —XHHE Bid2llabt—anbsZ &,
E2B (R2) »F—X#IHH B2.i3 [FEHEE] ITHESNTWDHEE, E2B (R3) OF —
ZIEH Bi32 1E5EWER A EHEFZIZ- 2T NI (No Information) | (ZFEE S4LDH 2
L,

E2B (R2) OF —XIHH B2i3 DR IN TV ARWES ., ZaM#E L~V TIRTFEESN
TW5 E2B (R2) OEEMOIEME I THT—XIHB, T740bb A1.521%, E2B
(R3) OBEWER  BHERELIZWT AT —XIEH Eid2llabt—Shb I &,
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(A 2)

o Pi1:
E2B (R2) A :

HEMORAE (A152) LT I3 5 KR SUTBEE 2R E ER IS b
HDERAIAY-d

BIWER, HEFES 1 (B2i3)  MEHICIVEEL SN, BE
BIWER AEFES2 (B2i3)  #®EHFICLVEELINT, HEE
E2B (R3) /A :

BIVER BEFER] :

WEHICL > TEELE SRR AHFR (Ei3D)  @iEEICL Y EH
LEh, HE

EEMEOLHE (Bi3.2) : 3T :true ; EME BT HO NI
ABE © NI ; KBeH) T TEE 2 faE EEAR 2T D b D « NI; e REE %2 k+
HO 0 NI; ZOf : NI

BIWER BEEG2:

WEHICL > TEELE SRR AHFR (Ei3D)  @iEEIC LV EH
Land, HFEE

EEMORYE (Ei3.2) : 3T NI Amz &3 60 0 NIABE : NI; kit
M TR o E MR R I D B D - NI e RBEFEZ KT HD : NI ; 0
il : NI

) 2 -

E2B (R2) AJIfE :

HEMORAE (A152) LT I3 5 KR SUTBAE 2R E ER IS b
HDERAIAY-d

BIWER, HEFES 1 (B2i3)  WEHICIVEEL S, BE
BIWER,/ BEFS 2 (B.243) : ZEM

E2B (R3) Hi/IE :
BIWEHAEFRI]:

WEFICL> TEHEL INZEWEH FEFS (Bil.l)  ®KEFICIVEE
LEh, HE

EEMOENE (Ei3.2) L :true; EMmEELTHO NI
ABE NI 5 AKBEH X BEE 7 b - BERE R 22 b D @ NI e REH 23k
H D NI ZDOfh : NI

AWER BEFEL?2
WMEFIC Lo TEREL SN AEFES (Bi3.1) : 2440
HEEMOIENE (Ei32) : T :true: EMEETHO NI
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(A 2)

/

ABE @ NI K feH) S8R 72 s - BRRE R 2IZHa 5 & D 0 NI ; e REH 2K

H D NI ; Z DO : NI
e E2B (R2) IZ¥ D7 L— KT HEE

o E2B (R3) o7 —#IHH Ei3.1 (HEHICXVEE L SNZEEH BERES) |
E2B (R2) o5 —#IEH Bi3ll~vv o 7ans2& (RAUH) .

o NPT D HEEMOEEN true" IR ESNTWAEIER /AEELN 1 U LEH DS
4 (BE2B (R3) 7 —#IEH Ei3.2) . E2B (R2) OF—XIHHE A.1.51 25 [T (2
BESNDH I &,

o ﬁﬁTéE%fﬁ@%ﬁﬁ\"tme" ICRESHTRY, BEETCEETHLENEN HAEE
LN 1oL EHBEAE (E2B (R3) OF—#IHH Ei32) . SEEHOIEYE (E2B
(R2) »F—HIEH A.1.5.2) B NIV ICREESIND Z &,

il

E2B (R3) AJIH :

BIVER BEFER] :
WEFICL o TEHEEL INRIER /" AEF%R (Bi3.l)  #EHICL Y EE
L&, EHE
HEMOIHE (Ei3.2) : 1 : true ; KM L IXBEE 7ol E FREEAR 2T 5
H D ;NI

BITER AHFER?2 :
WEHICL > TEELE SRR AEFR (Ei3D)  @iEEICL Y EH
LENmoloin, HE

HEEMEORAE (Bi3.2) L1 NI; Kl IXBRE e EE iR~ 2Ilchb b
@ : true

E2B (R2) H/IH :

BEEM? (A151) :iFw

BEEMOREAE (A.1.52) BT : 1XV ; KR IEEE 2 B - ae (1]
AEO T

BIVEH, / BEEL 1 (B243)  BEFICLIVEEL S, HE
BIWER, /AEFR2 (B2i3)  MEFICLIVEEL IR0, BEE
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57.7 BREER

E2B (R3) Tl Dk FI
RE DR AR DT, HTRT .
B35 E2B (R3) OIEBITME T L ITHD K
Brzit b,

IR TR D FIERRENTWS, E2B (R3) T

(A 2)

. BRAERERIE
HHNFIA—RELTRTILNTE D, £, MR
REND, WMIEDEFIZL VLU TOT —ZHANE

E2B (R2) E2B

Bl

(R3)

F— %A e F—ZEF

X

B.3.1d 50AN Fr.3.1
Fr3.2

Fr3.4

ESE S

a—RELT (IN)
L LT (50N)
H HFt#k (2000AN)

B3.2
I

% (BRAORE 2000AN F.r3.4

A)

2000AN

LUF DR S D,

E2B (R3) 27 v 77 L— KT 2854, IFRH#ELREIN S,
o E2B (R2) T —X%IHH B31dDT v 77 L—

NI ONEIEFT S,

B E2B (R2) OF—HIEH BI.IdNBKETH IG5, WEITZDEE E2B (R3) D

F—HEH Fr3212 (L LT) av—&EnsdZ &,

BE2B (R2) OF —#IHHE B.3.1d BNEE TRV (& 21E. RBEFHNfFENTND)

Ba. NRIZFDOEE E2B (R3) OF —XIHH Fr.3.4

IZav—3hd i,

o E2B (R2) mEAFDT—HIEH B3.21%, E2B (R3) OF —HIHH Fr34|llab—&

nadpz k.,
E2B (R2) IZX U7 L— KT 254, IFAH#EEREEIN S,
o E2B R3) OF—ZIHH Fr3 DX 77 L — RIZFDONKI

B E2B (R3) OF —HIEH Fr3.1 VR E (a— FMEEi-f#)
(R2) »F—ZIHH B3.IdIZat—ESnsZ L,

B E2B (R3) T —XIAH Fr3.1 23
Fr32 (JfE) Bav—shbsZ &,

® E2B (R3) ©
DREW] )
T EFNICEL

F—X&IEAE Fr3.2 (Bl 1
Y. E2B (R2) oF —#I1HH B.3.1d
HAEN Db L,

B E2B (R3) o7 —#IH Fr3.1 KO Fr32035%
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//id[@root="2.16.840.1.113883.3.989.2.1.3.1'][1]/@extension

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN"/effectiveTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="1"][@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1])/investigationCharacteristic[@classCode='"OBS'[@moodC
ode="EVN')/value[@xsi:type='CE"|[@codeSystem='2.16.840.1.113883.3.989.2.1.1.2')/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN")/subject{@typeCode="'SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="1"][@codeSyste
m="'2.16.840.1.113883.3.989.2.1.1.23"][ 1)/investigationCharacteristic|@classCode="OBS'|[@moodC
ode="EVN']/value[@xsi:type='CE'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.2"//@codeSystem
Version

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'|/effectiveTime/low/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/availabilityTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode='"COMP'][observationEvent/code[@code="1"][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19'][1]/observationEvent[@classCode="OBS'][@moodCode="EVN')/valu
e[@xsi:type="BL')/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="1"][@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.271]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/reference[@typeCode="REFR'][document/code[@code="1"][@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.27'][r]/document[@classCode='"DOC'[@moodCode="EVN'|/title/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="1"][@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27"][r)/document[@classCode='"DOC'|[@moodCode="EVN')/text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'"|[observationEvent/code[@code="23"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']][1]/observationEvent[@classCode='"OBS'|[@moodCode="EVN']/val
ue[@xsi:type='"BL"/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[observationEvent/code[@code="23"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']][1]/observationEvent[@classCode='OBS'|[@moodCode="EVN']/val
ue[@xsi:type="BL"/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//id[@root="2.16.840.1.113883.3.989.2.1.3.2'][1]/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="1"][@code
System='2.16.840.1.113883.3.989.2.1.1.22"][1]/relatedInvestigation[@classCode="INVSTG'[@moo
dCode="EVN")/subjectOf2[@typeCode="SUBJ'][1]/controlActEvent[@classCode='CACT'[@moodCo
de="EVN'//author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED'")/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.3"/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVN'|/subject[@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'//outboundRelationship[@typeCode='SPRT"][relatedInvestigation/code[@code="1"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22'][1)/relatedInvestigation[@classCode="INVSTG'][@moo
dCode="EVN"/subjectOf2[@typeCode="SUBJ'][1]/controlActEvent[@classCode='CACT'|[@moodCo
de="EVN')/author[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'")/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.3"/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="2"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1)/investigationCharacteristic[@classCode='OBS'l[@moodC
ode="EVN'|/value[@xsi:type='BL'/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="2"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1])/investigationCharacteristic[@classCode='"OBS'[@moodC
ode="EVN")/value[@xsi:type="BL'}/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/id]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/id][r]/controlActEvent/id[@root='2.16.840
.1.113883.3.989.2.1.3.3'][1)/@assigningAuthorityName

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/id][r]/controlActEvent/id[@root="2.16.840
.1.113883.3.989.2.1.3.3'][1)/@extension

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode="SPRT"|[relatedInvestigation/code/@nullFlavor="NA"[r]
/relatedInvestigation[@classCode='INVSTG'][@moodCode="EVN'//subjectOf2[@typeCode="SUBJ'][
1)/controlActEvent[@classCode="CACT'|[@moodCode="EVN']/id[@root="2.16.840.1.113883.3.989.2.
1.3.2[1)/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="3"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1])/investigationCharacteristic[@classCode='"OBS'[@moodC
ode="EVN')/value[@xsi:type='CE"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.5')/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVN")/subject{@typeCode="'SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code='3"|[@codeSyste
m="'2.16.840.1.113883.3.989.2.1.1.23"][ 1)/investigationCharacteristic|@classCode="OBS'|[@moodC
ode="EVN']/value[@xsi:type='CE'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.5"/@codeSystem
Version

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf2[@typeCode="SUBJ"[investigationCharacteristic/code[@code="4"|[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.23"]][1)/investigationCharacteristic[@classCode='OBS'l[@moodC
ode="EVN')/value[@xsi:type='CE")/originalText/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
o lEERYE (A EE - [ 48 2 L 3 MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
RIEHE (WEIZIE LS # YR . : P
T.ﬁglﬁiﬁﬁ (BRI LR 7_);“ L dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
= de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.221]

h c.2.r1 HREEDKA

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT")/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE'}/name/prefix[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"|[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode='INSTANCE'//name/prefix[1]/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']//name/given[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent|@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode='INSTANCE'//name/given[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'|[@mood
Code="EVN')/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']//name/given[2]/text()

prefix=Entity Name ’
Part (ENXP)

Tt

e c.2r1.1 wEEDHA 50AN Person Name (PN)

e NullFlavor

given=Entity Name i
Part (ENXP)

Tt

e c2r12 WMEBEDZH 60AN Person Name (PN)

e NullFlavor

given=Entity Name i
Part (ENXP)

Tt

e c.2r13 wEEDODHA 60AN Person Name (PN)
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e C.2r14
e

h C.2r2
e C.2r.21

ICH ICSR Hffi i1

BREHOK

BEEORERUVERES

REFOMBR

60AN

60AN

NullFlavor

Person Name (PN) family=Enfity Name &

Part (ENXP)
NullFlavor
Organization Name name=Entity Name B
(ON) Part (ENXP)
NullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE'//name/given[2]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE'}/name/family[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="
EVN'/author{@typeCode='"AUT")/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE'//name/family[1]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED')/representedOrganizatio
n[@classCode="ORG'|[@determinerCode='INSTANCE']/assignedEntity[@classCode="ASSIGNED')/r
epresentedOrganization[@classCode="ORG'][@determinerCode="INSTANCE')/name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN')/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN'/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED']/representedOrganizatio
n[@classCode="ORG'|[@determinerCode="INSTANCE']/assignedEntity[@classCode="ASSIGNED")/r
epresentedOrganization[@classCode="ORG'|[@determinerCode='INSTANCE'//name/@nullFlavor

2016 4= 11 A 10 H



e C.2r22
e
e C.2r23
e
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11-

NullFlavor

=3

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED')/representedOrganizatio
n[@classCode="ORG'|[@determinerCode="INSTANCE'[/namef/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode="AUT'")/assignedEntity[@classCode="ASSIGNED')/representedOrganizatio
n[@classCode="ORG'|[@determinerCode="INSTANCE'}/name/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'|/addr[1]/streetAddressLi
ne[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/streetAddressLi
ne[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN'/author{@typeCode="AUT'")/assignedEntity[@classCode="ASSIGNED'|/addr[1]/city[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/addr[1]/city[1]/@nullFla
vor
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e C.2r25
e
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e
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40AN

15AN

33AN

state=Address Part

Postal Address (AD) (ADXP)

postalCode=Address

Postal Address (AD) Part (ADXP)

Telecommunication
Address (TEL)

-12-

NullFlavor

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/state[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode='SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'|[@mood
Code="EVN')/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/state[1)/@nullFI
avor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED'//addr[1]/postalCode[1]/te
xt()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author{@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'|/addr[1]/postalCode[1]/
@nullFlavor

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="
EVN'/author{@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED|/telecom[starts-with(@v
alue,'tel:")][1)/@value, 5)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED|/telecom[starts-with(@v
alue,'tel:")][1)/@nullFlavor
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code=Character &
String (ST) =
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT"[@moodCode="'
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']/asLocatedEntity[@classCode='LOCE'][1]/location[@
classCode='"COUNTRY'][@determinerCode="INSTANCE")/code[@codeSystem="'1.0.3166.1.2.2"/@c
ode

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'/subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="'
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'[@determinerCode="INSTANCE']/asLocatedEntity[@classCode="LOCE'][1]/location[@
classCode="COUNTRY'][@determinerCode="INSTANCE')/code[@codeSystem="1.0.3166.1.2.2')/@n
ullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'")/subjectOf2[@typeCode="SUBJ'/controlActEvent[@classCode='"CACT'][@moodCode="
EVN')/author[@typeCode='AUT')/assignedEntity[@classCode="ASSIGNED'//assignedPerson[@clas
sCode="PSN'[@determinerCode='INSTANCE'//asQualifiedEntity[@classCode="QUAL'][1]/code[@co
deSystem='2.16.840.1.113883.3.989.2.1.1.6'/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r)/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN")/subject{@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/outboundRelationship[@typeCode="'SPRT'|[relatedInvestigation/code[@code="2"[@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/relatedInvestigation[@classCode="INVSTG'][@mood
Code="EVN'/subjectOf2[@typeCode='SUBJ")/controlActEvent|@classCode="CACT'][@moodCode="
EVN'/author[@typeCode='AUT'")/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@clas
sCode="PSN'|[@determinerCode="INSTANCE'//asQualifiedEntity[@classCode="QUAL"|[ 1]/code[@co
deSystem="'2.16.840.1.113883.3.989.2.1.1.6'/@codeSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']//outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.22"][r]/relatedInvestigation[@classCode="INVSTG'[@mood
Code="EVN'//subjectOf2[@typeCode="SUBJ")/controlActEvent[@classCode="CACT'[@moodCode="
EVN'/author{@typeCode='"AUT')/assignedEntity[@classCode="ASSIGNED'|/assignedPerson[@clas
sCode="PSN'l[@determinerCode="INSTANCE'//asQualifiedEntity|@classCode="QUAL'][1]/code[@co
deSystem='2.16.840.1.113883.3.989.2.1.1.6'//@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/outboundRelationship[@typeCode='SPRT"|[relatedInvestigation/code[@code="2"l[@code
System='2.16.840.1.113883.3.989.2.1.1.22']][r)/priorityNumber/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT"|/assignedEntity[@classCode="ASSIGNED')/code[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.7"//@code

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf 1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m="2.16.840.1.113883.3.989.2.1.1.7"][ 1])/controlActEvent[@classCode='CACT'|[@moodCode="EVN'
J/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED')/code[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.7')/@codeSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'|/representedOrganization[@cl
assCode='ORG'|[@determinerCode='INSTANCE")/assignedEntity[@classCode="ASSIGNED']/repres
entedOrganization[@classCode='"ORG'][@determinerCode="INSTANCE')/name/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'][@moodCode="EVN']
Jauthor[@typeCode="AUT"|/assignedEntity[@classCode="ASSIGNED')/representedOrganization[@cl
assCode='"ORG'][@determinerCode="INSTANCE')/name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity|@classCode="ASSIGNED'|/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/prefix[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT"]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='"PSN'][@determinerCode="INSTANCE')/name/given[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity|@classCode="ASSIGNED'|/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/given[2]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='"PSN'][@determinerCode="INSTANCE')/name/family[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/addr[1]/streetAddressLine[1]/t
ext()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT|/assignedEntity[@classCode="ASSIGNED')/addr[1]/city[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT|/assignedEntity[@classCode="ASSIGNED'")/addr[1]/state[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
/author[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'|/addr[1]/postalCode[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='PSN'][@determinerCode="'INSTANCE")/asLocatedEntity[@classCode="LOCE'][1]/location[@classC
ode="COUNTRY'|[@determinerCode="INSTANCE')/code[@codeSystem='1.0.3166.1.2.2')/@code

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED'")/telecom[starts-with(@value,
‘tel:")][1)/@value, 5)

substring(/MCCI_IN200100UVO01[@ITSVersion="XML_1.0'][@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ"|[controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1)/controlActEvent[@classCode='"CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED|/telecom[starts-with(@value,
‘fax:")][1)/@value, 5)

substring(/MCCI_IN200100UV01[@ITSVersion="XML_1.0"l[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/subjectOf1[@typeCode="SUBJ'][controlActEvent/author/assignedEntity/code[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.7"]][1]/controlActEvent[@classCode='CACT'|[@moodCode="EVN']
Jauthor[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED'")/telecom[starts-with(@value,
'mailto:")][1)/@value, 8)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/reference[@typeCode="REFR'][document/code[@code="2"][@codeSystem="2.16.840.1.11
3883.3.989.2.1.1.271]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27'][r)/document[@classCode='"DOC'|[@moodCode="EVN']/bibliographicDesignati
onText/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27'][r]/document[@classCode='"DOC'[@moodCode="EVN']/bibliographicDesignati
onText/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/reference[@typeCode="REFR'][document/code[@code="2"[@codeSystem='2.16.840.1.11
3883.3.989.2.1.1.27"][r)//document[@classCode='"DOC'|[@moodCode="EVN')/text/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN')/authorization[@typeCode="AUTH]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN')/authorization[@typeCode="AUTH'|[r]/studyRegistration[@classCode="ACT'][@moodCode
='EVN'//id[@root='2.16.840.1.113883.3.989.2.1.3.6")/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ'|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN')/authorization[@typeCode="AUTH'|[r]/studyRegistration[@classCode="ACT'][@moodCode
='EVN'//id[@root='2.16.840.1.113883.3.989.2.1.3.6")/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ'|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN'//authorization[@typeCode="AUTH"[r]/studyRegistration[@classCode="ACT'[@moodCode
="EVN'J/author[@typeCode="AUT /territorial Authority[@classCode="TERR'")/governingPlace[@class
Code="COUNTRY'][@determinerCode="INSTANCE']/code[@codeSystem="1.0.3166.1.2.2"/@code
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NullFlavor

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']//authorization[@typeCode="AUTH"[r]/studyRegistration[@classCode="ACT'[@moodCode
='"EVN'J/author[@typeCode="AUT )/territorial Authority[@classCode="TERR'")/governingPlace[@class
Code="COUNTRY"|[@determinerCode="INSTANCE')/code[@codeSystem='1.0.3166.1.2.2"/@nullFla
vor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN'|/title/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']/title/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ'|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']/id[@root="2.16.840.1.113883.3.989.2.1.3.5'/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf1[@typeCode='SBJ|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']/id[@root="2.16.840.1.113883.3.989.2.1.3.5"/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode='SBJ"|[1])/researchStudy[@classCode='CLNTRL'][@moodCo
de='"EVN'//code[@codeSystem="2.16.840.1.113883.3.989.2.1.1.8'/@code
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NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'|[@moo
dCode="EVN")/subject{@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}/subject1[@typeCode="'SBJ'][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf1[@typeCode="'SBJ"|[1]/researchStudy[@classCode='CLNTRL'][@moodCo
de="EVN']//code[@codeSystem="2.16.840.1.113883.3.989.2.1.1.8"/@codeSytemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'][@determinerCode='INSTANCE')/name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'|[@determinerCode="INSTANCE'}/name[1]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="1"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1)/id[@root="
2.16.840.1.113883.3.989.2.1.3.7"|[1)/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="1"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1)/id[@root="
2.16.840.1.113883.3.989.2.1.3.7"|[1)/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'|[@determinerCode="INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="2"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1)/id[@root="
2.16.840.1.113883.3.989.2.1.3.8"[1)/@extension
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NullFlavor

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'|[@determinerCode="INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="2"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.8"|[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'|[@determinerCode='INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="3"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.9[1]/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'|[@determinerCode="INSTANCE')/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="3"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.9[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="4"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.10"|[1)/@extension

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"|[code[@code="4"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.4"|[1]/id[@root='
2.16.840.1.113883.3.989.2.1.3.10"|[1)/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode="INSTANCE']/birthTime/@value
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NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/birthTime/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="3"|[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:typ
e='PQ'|[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="3"|[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:typ
e='PQ'|[1)/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="16"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][1])/observation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:ty
pe='PQ[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="16"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][1])/observation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:ty
pe='PQ[1)/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code='4"|[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:typ
e='CE'|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.9'[[1]/@code
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NullFlavor

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'|[@moo
dCode="EVN")/subject{@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}/subject1[@typeCode="'SBJ'][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ'|[observation/code[@code="4'][@codeSystem="2.16.84
0.1.113883.3.989.2.1.1.19"][1)/observation[@classCode='"OBS'|[@moodCode="EVN']//value[@xsi:typ
e='CE'|[@codeSystem="2.16.840.1.113883.3.989.2.1.1.9'[1)/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='7"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/value[@xsi:typ
e='PQ[@unit="kg"l[1)/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="17"][@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:ty
pe='PQ[[@unit="cm'][1]/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'|[@determinerCode='INSTANCE')/administrativeGenderC
ode[@codeSystem='1.0.5218']/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'//administrativeGenderC
ode[@codeSystem="'1.0.5218"/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="22"[@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:ty
pe="TS"|[1}/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="22"[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:ty
pe="TS'|[1}/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode="SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][observation/code[@codeSystem="'2.16.840.1.113883.6.163"]]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN')/code/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN')/code/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//low/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/effective Time[@xsi:type="IVL_TS')/low/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/inboundRelationship[@typeCode='"REFR'][observation/code[
@code="13"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19]][1)/observation[@classCode="OBS'
J[@moodCode="EVN')/value[@xsi:type="BL'][1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/inboundRelationship[@typeCode='"REFR'][observation/code[
@code="13"[@codeSystem="2.16.840.1.113883.3.989.2.1.1.19]][1)/observation[@classCode="OBS'
J[@moodCode="EVN'")/value[@xsi:type="BL'][1)/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN'/effective Time[@xsi:type="IVL_TS')/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//high/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'[@moodCode="EVN')/outboundRelationship2[@typeCode='COMP'][observation/co
de[@code="10"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="O
BS'[@moodCode="EVN')/value[@xsi:type="ED"|[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/outboundRelationship2[@typeCode="EXPL'][observation/co
de[@code="38"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="O
BS'][@moodCode="EVN']/value[@xsi:type='BL'][1}/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@code="18"][@codeSystem="2.16.840.1.113883.3.989.2.1.1
.19][1]/observation[@classCode="OBS'|[@moodCode="EVN']//value[@xsi:type="ED'][1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@code="18"][@codeSystem='2.16.840.1.113883.3.989.2.1.1
.19'][1)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type="ED'|[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@code="11"][@codeSystem="2.16.840.1.113883.3.989.2.1.1
.19][1]/observation[@classCode="OBS'|[@moodCode="EVN']//value[@xsi:type='BL"|[1]/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'"|[substanceAdministration]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instance OfKind[@classCode='INST")/kindO
fProduct[@classCode="MMAT'|[@determinerCode='KIND'}/name[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instance OfKind[@classCode='INST")/kindO
fProduct[@classCode="MMAT'|[@determinerCode="KIND'}/name[1])/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instance OfKind[@classCode='INST")/kindO
fProduct[@classCode="MMAT'|[@determinerCode='KIND'//code[@codeSystem="TBD-MPID'}/@cod
eSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'|[@determinerCode="KIND')/code[@codeSystem="TBD-MPID'/@cod
e
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NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'][@determinerCode='KIND'}/code[@codeSystem="TBD-PhPID'/@cod
eSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='SBADM'][
@moodCode="EVN')/consumable[@typeCode='"CSM"[1]/instanceOfKind[@classCode="INST'//kindO
fProduct[@classCode="MMAT'|[@determinerCode='KIND'}/code[@codeSystem="TBD-PhPID'/@cod
e

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN'|/effectiveTime[@xsi:type="IVL_TS'//low/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'/effective Time[@xsi:type="IVL_TS'//high/@value
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8-

NullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN'|/effectiveTime[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='SBADM'][
@moodCode="EVN'/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"1[@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="OBS'[@moodCode
='"EVN'/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"[1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][
@moodCode="EVN'//outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"][@
codeSystem='2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode="OBS'|[@moodCode
='EVN'J/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"[1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/outboundRelationship2[@typeCode='CAUS'|[observation/code[@code="29"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
="EVN'/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163")[1]/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'][
@moodCode="EVN')/outboundRelationship2[@typeCode='CAUS'][observation/code[@code="29"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
='EVN'J/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"[1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'|[@determinerCode='INSTANCE')/deceasedTime/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/deceasedTime/@nullFI
avor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="32"[@codeSystem='2.16.8
40.1.113883.3.989.2.1.1.197]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][r)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:ty
pe="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'][observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19"][r)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:ty
pe='CE'|[@codeSystem="2.16.840.1.113883.6.163"|[1)/@code
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code="32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.19][r)/observation[@classCode="OBS'|[@moodCode="EVN']|/value[@Xxsi:ty
pe='CE'|[@codeSystem="2.16.840.1.113883.6.163")[1]/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/value[@xsi:typ
e='BL|[1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'l[@moodCode="EVN')/value[@xsi:typ
e='BL"|[1)/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation/code[@code='5"[@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1])/observation[@classCode='"OBS'|[@moodCode="EVN'//outboundRelat
ionship2[@typeCode='DRIV"|[observation/code[@code='8"[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.197]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/outboundRelat
ionship2[@typeCode='"DRIV'][observation/code[@code="'8"][@codeSystem='2.16.840.1.113883.3.98
9.2.1.1.191][r)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type='"CE'][@codeS
ystem='2.16.840.1.113883.6.163"[1)/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/outboundRelat
ionship2[@typeCode='"DRIV'][observation/code[@code="'8"][@codeSystem='2.16.840.1.113883.3.98
9.2.1.1.19][r)/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type='"CE'][@codeS
ystem='2.16.840.1.113883.6.163"|[1]/@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation/code[@code='5"][@codeSystem='2.16.84
0.1.113883.3.989.2.1.1.19']][1])/observation[@classCode='"OBS'|[@moodCode="EVN'//outboundRelat
ionship2[@typeCode="DRIV"|[observation/code[@code='8"[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.19"][r//observation[@classCode="OBS'|[@moodCode="EVN")/value[@xsi:type="CE'|[@codeS
ystem='2.16.840.1.113883.6.163"[1])/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode='INSTANCE')/name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'[1)/associatedPerson[@classCode="PSN'][@determinerCode="INSTANCE']/name[1]/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'[1]/associatedPerson[@classCode="PSN'][@determinerCode="INSTANCE']/birthTime/@value
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NullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode="INSTANCE']/birthTime/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][observation/code[@code="3"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="PQ'][1]
/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode='INSTANCE'")/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="'3"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="PQ'][1]
/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="22"|[@codeSystem="2.16.840.1.1138
83.3.989.2.1.1.19"][1])/observation[@classCode='OBS'l[@moodCode="EVN']/value[@xsi:type="TS'][1
J/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][observation/code[@code="22"][@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN']/value[@xsi:type="TS'][1
J/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="7"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="PQ'][
@unit="kg'][1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][observation/code[@code="17"][@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19'][1]/observation[@classCode="OBS'[@moodCode="EVN']/value[@xsi:type="PQ"][
@unit="em'][[1}/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode='INSTANCE')/administrativeGender
Code[@codeSystem="1.0.5218")/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'|[@determinerCode='INSTANCE')/administrativeGender
Code[@codeSystem="1.0.5218")/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode='COMP"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"][observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@classCo
de='OBS'|[@moodCode="EVN'//code/@codeSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de='OBS'][@moodCode="EVN']/code/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@classCo
de="OBS'][@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS"/low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de="OBS'][@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS"/low/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"][observation/code[@codeSystem="'2.16.840.1.113883.6.163"]][r]/observation[@classCo
de="OBS'][@moodCode="EVN'}//inboundRelationship[@typeCode="REFR'][observation/code[@code
="13"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@mo
odCode="EVN')/value[@xsi:type="BL"|[1]/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de='"OBS'][@moodCode="EVN'|/effectiveTime[@xsi:type="IVL_TS'//high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@classCo
de="OBS'][@moodCode="EVN'/effectiveTime[@xsi:type="IVL_TS"/high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="1"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20'][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@classCo
de='OBS'|[@moodCode="EVN'//outboundRelationship2[@typeCode="COMP"|[observation/code[@co
de="10"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@
moodCode="EVN']/value[@xsi:type="ED"|[1]/text()
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"][observation/code[@code="18"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19"][1)/
observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type="ED"|[1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP'"|[substanceAdministration]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S"[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='"CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'][@determinerCode='KIND'//name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN')/consumable[@typeCode='CSM'[1]/instance OfKind[@classCode="INST')/kindOfProduc
t{@classCode="MMAT'[[@determinerCode='KIND'//code[@codeSystem="TBD-MPID'}/@codeSyste
mVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'|[@determinerCode="KIND')/code[@codeSystem="TBD-MPID')/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'[[@determinerCode="KIND'")/code[@codeSystem="TBD-PhPID')/@codeSyste
mVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode="PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/consumable[@typeCode='CSM'[1)/instance OfKind[@classCode="INST'//kindOfProduc
t{@classCode="MMAT'][@determinerCode='KIND'//code[@codeSystem="TBD-PhPID'[/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'")/effective Time[@xsi:type="IVL_TS'//low/@value

2016 4= 11 A 10 H



e
e D.10.8.r.5
e

e D.10.8.r.6a

ICH ICSR Hffi i1

#®TH

FRAEBED MedDRA /81—
Tayv

B 1+ B

4AN

NullFlavor
Interval of Point in high=Interval B
Time (IVL<TS>) Boundary (IVXB)

NullFlavor
Coded With codeSystemVersion=

[:1

Equivalents (CE) Character String (ST)

.38

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='SBADM'[[@mood
Code="EVN'")/effective Time[@xsi:type="IVL_TS'J/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN')/effectiveTime[@xsi:type="IVL_TS'//high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN']/effectiveTime[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE'|/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN'")/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"[@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCode="EVN')/
value[@xsi:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/@codeSystemVersion
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/player1[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20"][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component@typeC
ode="COMP"|[substanceAdministration][r]/substanceAdministration[@classCode='"SBADM'[[@mood
Code="EVN'}/outboundRelationship2[@typeCode="RSON'][observation/code[@code="19"[@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.19][1]/observation[@classCode="OBS'[@moodCode="EVN']//
value[@xsi:type="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1])/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN'")/outboundRelationship2[@typeCode='CAUS'][observation/code[@code="29"][@codeSy
stem='2.16.840.1.113883.3.989.2.1.1.19][1]/observation[@classCode="OBS'[@moodCode="EVN']//
value[@xsi:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ"/player1[@classCode="PSN'[@determinerCode='INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="2"l[@codeSystem="2.16.840.1.113883.
3.989.2.1.1.20][1]/organizer{@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode='COMP"|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN'")/outboundRelationship2[@typeCode='CAUS'][observation/code[@code="29"][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19"][1]/observation[@classCode="OBS'[@moodCode="EVN')/
value[@xsi:type="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN']/value[@x
si:type="CE'][@codeSystem="2.16.840.1.113883.6.163"][1]/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN']|/value[@x
si:type="CE'][@codeSystem="2.16.840.1.113883.6.163"][1]/original Text/@language

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="30"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="ED'|[1]
Jtext()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN']//value[@x
si:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'//value[@x
si:type="CE'|[@codeSystem='2.16.840.1.113883.6.163'|[1)/@code

2016 4= 11 A 10 H



e E.i.3.1
h E.i.3.2
e E.i.3.2a

ICH ICSR Hffi i1

REFICLK-TEELSH
-EIER HEER

WEBICL>TEELSH
-EIER  BEEERICEY
%5 ICH O—FUJ X bD/N—
oav

AEBERILODEEHDE

EICEDLD

T—ILE

Coded With
Equivalents (CE)

Boolean (BL)

code=Character
String (ST)

41-

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code='37"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type='CE'l[@
codeSystem='2.16.840.1.113883.3.989.2.1.1.10'][1)/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"|[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN")/subject{@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/component|@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}/subject1[@typeCode="'SBJ'][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode="'SBJ"|[observation[id][code[@code="29"][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19]][i)//observation[@classCode="OBS'[@moodCode="EVN')/outbound
Relationship2[@typeCode='"PERT"|[observation/code[@code="37"[@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19"][1)/observation[@classCode="OBS'[@moodCode="EVN')/value[@xsi:type="CE"][
@codeSystem='2.16.840.1.113883.3.989.2.1.1.10"[1]/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="34"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="34"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="21"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL[1]/
@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="21"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="33"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="33"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="35"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="35"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1)/observation[@classCode="OBS'l[@moodCode="EVN')/value[@xsi:type="BL[1]/
@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="12"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[ 1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="12"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment

TOMDEZMICEELK S Bool BL i [@classCode="INVSTG'][@moodCode="EVN'/subject1[@typeCode='SBJ'|[1]/primaryRole[@classC

BE = oolean (BL) ode="INVSBJ/subjectOf2[@typeCode="SBJfobservation[id][code[@code="29[@codeSystem="2. 1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'][@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="26"[@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
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6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode='OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="26"][@codeSystem="'2.16.840.1.11388
3.3.989.2.1.1.19']][1]/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="BL"|[1]/
@nullFlavor
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NullFlavor

[
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS'/low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS"/low/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS'"/comp[@xsi:type="IVL_TS'//low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'/comp[@xsi:type="IVL_TS')/low/@nullFlavor
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'/comp[@xsi:type="IVL_TS'|[@operator="A")/low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'|[@operator="A")/low/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS')/high/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode='OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS')/high/@nullFlavor
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'//high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'//comp[@xsi:type="IVL_TS')/high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS'"/comp[@xsi:type="IVL_TS'|[@operator="A')/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'/comp[@xsi:type="IVL_TS'|[@operator="A"/high/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem='2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type="IVL_TS"/width/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS"/comp[@xsi:type="IVL_TS')/width/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'|/effectiveTi
me[@xsi:type='SXPR_TS'"/comp[@xsi:type="IVL_TS'|[@operator="A")/width/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="IVL_TS'")/width/@unit
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'][@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS'//comp[@xsi:type="IVL_TS'")/width/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']]][i)/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS"/comp[@xsi:type="IVL_TS'|[@operator="A")/width/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="27"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type='CE'l[@
codeSystem='2.16.840.1.113883.3.989.2.1.1.11'][1)/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode="CACT'|[@moo
dCode="EVN")/subject{@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG"[@moodCode="EVN'}/subject1[@typeCode="'SBJ'][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode="'SBJ"|[observation[id][code[@code="29"|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19]][i)//observation[@classCode="OBS'[@moodCode="EVN')/outbound
Relationship2[@typeCode='"PERT"|[observation/code[@code="27"[@codeSystem='2.16.840.1.1138
83.3.989.2.1.1.19"][1)/observation[@classCode="OBS'[@moodCode="EVN')/value[@xsi:type="CE"][
@codeSystem='2.16.840.1.113883.3.989.2.1.1.11'][1]/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'|[@moodCode="EVN'//outbound
Relationship2[@typeCode="PERT'|[observation/code[@code="24"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.19][1])/observation[@classCode="OBS'l[@moodCode="EVN')/value[@xsi:type='"BL'//@
value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.19']][i)/observation[@classCode="OBS'][@moodCode="EVN'//location[
@typeCode="LOC"[1]/locatedEntity[@classCode='LOCE')/locatedPlace[@classCode="COUNTRY"][
@determinerCode='INSTANCE']/code[@codeSystem='1.0.3166.1.2.2"//@code

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/effective Time/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/effective Time/@nullFlavor
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/code/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/code/@codeSystemVersion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode='OBS'l[@moodCode="EVN')/code/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/interpretationCode[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.12'][1)/@code

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVN'|/subject[@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'][organizer/code[@code="'3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode="COMP"|[observation/code[@codeSystem="'2.16.840.1.113883.6.163")][r]/observation[@
classCode='"OBS'l[@moodCode="EVN"/interpretationCode[@codeSystem="'2.16.840.1.113883.3.98
9.2.1.1.12[1)/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@
classCode="OBS'l[@moodCode="EVN')/value[@Xxsi:type="IVL_PQ'][1]/center/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="false'//@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP"][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="true'l/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="false'//@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP"][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="true'l/@value
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fig

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="OBS'l[@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/center/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="false'//@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP"][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="true'l/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="false'//@unit
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF'][1]/high[
@inclusive="true'l/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/value[@xsi:type="ED'][1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'[@moodCode="EVN']/referenceRange[@typeCode='"REFV'][observationRange/int
erpretationCode[@code="L'][@codeSystem="2.16.840.1.113883.5.83']][1]/observationRange[@class
Code="0OBS'][@moodCode="EVN.CRT]/value[@xsi:type="PQ")/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163']][r]/observation[@
classCode='"OBS'l[@moodCode="EVN')/referenceRange[@typeCode="REFV'][observationRange/int
erpretationCode[@code="H'][@codeSystem="2.16.840.1.113883.5.83")][1]/observationRange[@class
Code="0OBS'][@moodCode="EVN.CRT']/value[@xsi:type="PQ")/@value
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][observation/code[@codeSystem="2.16.840.1.113883.6.163"]][r]/observation[@
classCode='"OBS'l[@moodCode="EVN'/outboundRelationship2[@typeCode='"PERT'][observation/co
de[@code="10"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19'])/observation[@classCode="OBS
'lI@moodCode="EVN'|/value[@xsi:type="ED'][1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[observation/code[@codeSystem='2.16.840.1.113883.6.163"]][r]/observation[@
classCode="0OBS'l[@moodCode="EVN']/outboundRelationship2[@typeCode="REFR"][observation/co
de[@code="25"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.19'])/observation[@classCode="OBS
'lT@moodCode="EVN']/value[@xsi:type='BL'][1)/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP"][substanceAdministration/id]

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component[@typeCode="COMP'|[causalityAssessme
nt/code[@code="20"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"))/causalityAssessment[@cla
ssCode="OBS'|[@moodCode="EVN"|[subject2[@typeCode='SUBJ')/productUseReference[@classCo
de="SBADM'][@moodCode="EVN'|/id[@root="UUID of k-th
drug']/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.13")/@code
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'|[@moo
dCode="EVN")/subject{@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/component|@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG"[@moodCode="EVN'}/component[@typeCode="COMP"][causalityAssessme
nt/code[@code="20"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19")/causalityAssessment[@cl
assCode='OBS'l[@moodCode="EVN'|[subject2[@typeCode='SUBJ']/productUseReference[@classC
ode="SBADM'|[@moodCode="EVN')/id[@root="UUID of k-th
drug'l)/value[@xsi:type="CE'[@codeSystem='2.16.840.1.113883.3.989.2.1.1.13')/@codeSystemVer
sion

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-MPID'[/@co
deSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST")/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-MPID'[/@co
de

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST")/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/code[@codeSystem="TBD-PhPID'//@c
odeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-PhPID"/@c
ode

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND'}/name[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/ingredient{@classCode="ACTI]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND")/ingredient{@classCode='ACTI'[r]}/ingre
dientSubstance[@classCode="MMAT'][@determinerCode='KIND'//name[1]/text()
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[

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND")/ingredient{@classCode='ACTI'][r]/ingre
dientSubstance[@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-Substa
nce'l/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST')/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/ingredient[@classCode="ACTI'][r]/ingre
dientSubstance[@classCode="MMAT'|[@determinerCode='KIND')/code[@codeSystem="TBD-Substa
nce'l/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode="SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST')/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/ingredient[@classCode="ACTI'][r]/quant
ity[denominator/@value="1"//numerator/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST")/kind
OfProduct[@classCode="MMAT'][@determinerCode="KIND')/ingredient[@classCode="ACTI'][r]/quant
ity[denominator/@value="1"//numerator/@unit

2016 4= 11 A 10 H



e Gkz24
e Gkz25
h Gk3

e G.k.3.1

ICH ICSR Hffi i1

EXEGREAFLEEOHR

BREOTEHRKR

EXRORZBOMBIERY
AR HEES

2A

J—LE

35AN

Postal Address (AD)

Boolean (BL)

Instance Identifier

)

country=Address Part

(ADXP)

extension=Character

String (ST)

-58-

[

[

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/subj
ectOf[@typeCode="'SBJ"|[1]/productEvent@classCode="ACT'[@moodCode="EVN'|[code[@code="1"
Jl@codeSystem="'2.16.840.1.113883.3.989.2.1.1.18'])/performer[@typeCode='"PRF']/assignedEntity[
@classCode='ASSIGNED'"/representedOrganization[@classCode="ORG'l[@determinerCode='INST
ANCE')/addr/country[1]/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'//outboundRelationship2[@typeCode="PERT"|[observation/code[@code='6'[@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
='"EVN'/value[@xsi:type='BL'][1}/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND'/asManufacturedProduct[@classCode="'
MANU'/subjectOf[@typeCode="SBJ'][1]/approval[@classCode='"CNTRCT'][@moodCode="EVN'}/id[
@root='2.16.840.1.113883.3.989.2.1.3.4"/@extension
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND"/asManufacturedProduct[@classCode="'
MANU'/subjectOf[@typeCode="SBJ"|[1]/approval[@classCode='"CNTRCT'[[@moodCode="EVN'//aut
hor[@typeCode="AUT'|/territorial Authority[@classCode="TERR'/territory[@classCode='"NAT'|[@dete
rminerCode='INSTANCE']/code[@codeSystem='1.0.3166.1.2.2'}/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'//consumable[@typeCode="CSM'][1]/instanceOfKind[@classCode="INST'|/kind
OfProduct{@classCode="MMAT'][@determinerCode='KIND'/asManufacturedProduct[@classCode="'
MANU'/subjectOf[@typeCode='SBJ'][1]/approval[@classCode='"CNTRCT'][@moodCode="EVN'//hol
der[@typeCode="HLD'][1]/role[@classCode="HLD'")/playingOrganization[@classCode="ORG'|[@dete
rminerCode="'INSTANCE'[/name/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lI[@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/doseQuantity/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/doseCheckQuantity[denominator
[@xsi:type="PQ"[@nullFlavor="UNK'])/numerator[@xsi:type="PQ')/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode='SBADM'|[@moodCode="EVN'l/doseQuantity/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'}/doseCheckQuantity[denominator
[@xsi:type="PQ"][@nullFlavor="UNK'])/numerator[@xsi:type="PQ')/@unit
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="PIVL_TS'")/period/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'J/comp[@xsi:type="PIVL_TS'l[@operator="A")/period/@value
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/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="PIVL_T
S')/period/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS")/comp[@xsi:type="PIVL_TS'")/period/@unit
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/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type='"PIVL_TS'l[@operator="A")/period/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="PIVL_T
S')/period/@unit
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r])/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS"/low/@value

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS"/low/@nullFlavor
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS'[@operator="A"//low/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'J/comp[@xsi:type="IVL_TS'|[@operator="A"l/low/@nullFlavor
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NullFlavor

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
Vow/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode='"SBADM'][@moodCode="EVN')/effective Time[@xsi:type='IVL_TS
"Mow/@nullFlavor

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'/high/@value

2016 4= 11 A 10 H



ICH ICSR Hffi i1

2UTOT—41EE
D2 OEBABEMN
RSN BI5E

1) GkA4r.2,
Gka4r3
2)Gk4.r4
3)GkA4r5
4)G.kA4.r.6a.
G.k.4.r.6b

T—4 % SXPR %
5 2%&E® comp I
8

Parenthetic Set
Expression of Time
(SXPR_TS)
[Intervale of Point in
Time (IVL_TS)]

-67-

NullFlavor

NullFlavor

(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'//high/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'|[@operator="A"}/high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS'[@operator="A"//high/@nullFlavor
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NullFlavor

(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
"I’high/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type='IVL_TS
"Ihigh/@nuliFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS")/width/@value
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS'|[@operator="A"J/width/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
"Jwidth/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/effective Time[@xsi:type="SXPR_
TS'//comp[@xsi:type="IVL_TS")/width/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="SXPR_
TS"/comp[@xsi:type="IVL_TS'|[@operator="A"}/width/@unit
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'/effective Time[@xsi:type="IVL_TS
"Jwidth/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode="CSM'][
1)/instanceOfKind[@classCode="INST")/productinstancelnstance[@classCode="MMAT'|[@determine
rCode="INSTANCE"/lotNumberText/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN']/text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode='"CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND")/formCode[@codeSystem="TBD-DoseForm')/original Text/text()
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode="CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND'//formCode[@codeSystem='"TBD-DoseForm'}/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN'}/consumable[@typeCode='"CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND'J/formCode[@codeSystem='"TBD-DoseForm')/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode="SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/consumable[@typeCode='"CSM'][
1)/instanceOfKind[@classCode="INST')/kindOfProduct[@classCode="MMAT'][@determinerCode="KI|
ND'//formCode[@codeSystem="TBD-DoseForm'}/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem="'2.16.
840.1.113883.3.989.2.1.1.14")/original Text/text()
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem='2.16.
840.1.113883.3.989.2.1.1.14']/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP']|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem='2.16.
840.1.113883.3.989.2.1.1.14'//@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/routeCode[@codeSystem="'2.16.
840.1.113883.3.989.2.1.1.14'}/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/obse
rvation[@classCode='"OBS'|[@moodCode="EVN']/value[@xsi:type="CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14"[1])/original Text/text()
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'|[@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19']][1]/obse
rvation[@classCode='"OBS'|[@moodCode="EVN']/value[@xsi:type="CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14"[1]/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI@moodCode="EVN'//outboundRelationship2[@typeCode="COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][1)/obse
rvation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type='CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14'][1)/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM'][@moodCode="EVN')/inboundRelationship[@typeCode
='REFR"|[observation/code[@code="28'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][1)/obse
rvation[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type='CE'][@codeSystem='2.16.840.1.
113883.3.989.2.1.1.14"[1)/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode="SUMM'][observation/code[@code="14"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lIl@moodCode="EVN'//outboundRelationship2[@typeCode='"SUMM'[observation/code[@code="14"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'][@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.20']][1]/organizer|@classCode='CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'lI[@moodCode="EVN'//outboundRelationship2[@typeCode="PERT"|[observation/code[@code="16"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'][@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lI@moodCode="EVN']/outboundRelationship2[@typeCode='"PERT'][observation/code[@code="16"][
@codeSystem="2.16.840.1.113883.3.989.2.1.1.19'][1]/observation[@classCode='"OBS'[@moodCod
e='EVN']/value[@xsi:type="PQ'][1)/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.191]
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19'][r]/observation[@classCode='OBS'[@moodCode="
EVN'[performer[@typeCode="PRF')/assignedEntity[@classCode="ASSIGNED']//code[@code="3"][@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.21][1])/value[@xsi:type="CE"|[@codeSystem="'2.16.840.
1.113883.6.163"][1])/original Text/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19'][r]/observation[@classCode='OBS'l[@moodCode="
EVN'[performer[@typeCode='"PRF'//assignedEntity[@classCode="ASSIGNED'")/code[@code="3"][@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.21"][1])/value[@xsi:type="CE"|[@codeSystem="'2.16.840.
1.113883.6.163"][1])/original Text/@nullFlavor

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN')/inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19][r]/observation[@classCode="OBS'|[@moodCode='
EVN'[performer[@typeCode='"PRF'//assignedEntity[@classCode="ASSIGNED'")/code[@code="3"][@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.21"][1])/value[@xsi:type="CE"|[@codeSystem='2.16.840.
1.113883.6.163'][1]/@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.19"][r]/observation[@classCode='OBS'l[@moodCode="
EVN'[performer[@typeCode="PRF')/assignedEntity[@classCode="ASSIGNED']//code[@code="3"][@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.21][1])/value[@xsi:type="CE"|[@codeSystem="'2.16.840.
1.113883.6.163"|[1]/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'|[@moodCode="EVN'//component]
@typeCode='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'll@moodCode="EVN'//inboundRelationship[@typeCode="CAUS"|[act/code[@codeSystem='2.16.840
.1.113883.3.989.2.1.1.15"][1)/act{@classCode="ACT'[@moodCode="EVN')/code[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.15"/@code

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVN'|/subject[@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'J/inboundRelationship[@typeCode="CAUS"|[act/code[@codeSystem="2.16.840
.1.113883.3.989.2.1.1.15"][1)/act{@classCode="ACT'][@moodCode="EVN')/code[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.15')/@codeSystemVersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' Jl@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo

dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component[@typeCode="COMP"|[causalityAssessme

nt[code[@code="39'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19"][subject1[@typeCode='SU

BJ'//adverseEffectReference[@classCode='"OBS'[@moodCode="EVN')/id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode="SBADM'[@moodCod

e="EVN'|/id[@root="UUID of k-th drug']]
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' Jl@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component[@typeCode="COMP'|[causalityAssessme
nt/code[@code="39'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.19'][r}/causalityAssessment[@
classCode='"OBS'l[@moodCode="EVN'|[subject1[@typeCode="SUBJ")/adverseEffectReference[@cla

ssCode="OBS'|[@moodCode="EVN')/id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode='SBADM'|[@moodCod
e='EVN')/id[@root="UUID of k-th

drug'l)/author[@typeCode="AUT'][1]/assignedEntity[@classCode="ASSIGNED'")/code/original Text/tex
t()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' J[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//component[@typeCode="COMP'|[causalityAssessme
nt/code[@code="39"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.19")][r]/causalityAssessment[@
classCode="0OBS'[@moodCode="EVN'][subject1[@typeCode='SUBJ'|/adverseEffectReference[@cla
ssCode="OBS'[[@moodCode="EVN'//id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode="SBADM'[@moodCod
e="EVN')/id[@root="UUID of k-th drug'])/methodCode[1]/originalText/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0' J[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//component[@typeCode="COMP'"|[causalityAssessme
nt/code[@code="39"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.19")][r]/causalityAssessment[@
classCode="0OBS'[@moodCode="EVN'][subject1[@typeCode='SUBJ'//adverseEffectReference[@cla
ssCode="OBS'[[@moodCode="EVN'//id[@root="UUID of i-th
reaction']][subject2[@typeCode="SUBJ']/productUseReference[@classCode="SBADM'[@moodCod
e="EVN')/id[@root="UUID of k-th drug'])/value[@xsi:type="ST'/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'/organizer[@classCode='"CATEGORY'][@moodCode="
EVN'|[code[@code="4"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN")/outboundRelationship1[@typeCode="SAS'][actReference[@classCode='OBS'l[@moo
dCode="EVN'J/id[@root="UUID of i-th reaction'])/pauseQuantity/@value
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ")/organizer[@classCode='CATEGORY'][@moodCode="
EVN'[code[@code="4"[@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1]/component[@typeCo
de="COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM'][@moo
dCode="EVN'//outboundRelationship1[@typeCode='SAS'][actReference[@classCode="OBS'][@moo
dCode="EVN'/id[@root="UUID of i-th reaction']}/pauseQuantity/@unit

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ")/organizer[@classCode='CATEGORY'][@moodCode="
EVN'|[code[@code="4"][@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de='COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN")/outboundRelationship1[@typeCode="SAE'][actReference[@classCode='OBS'l[@moo
dCode="EVN'/id[@root="UUID of i-th reaction'])/pauseQuantity/@value

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'//organizer[@classCode='"CATEGORY'][@moodCode="
EVN'|[code[@code="4"][@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de='COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN")/outboundRelationship1[@typeCode="SAE'][actReference[@classCode='OBS'l[@moo
dCode="EVN'J/id[@root="UUID of i-th reaction'])/pauseQuantity/@unit

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'/organizer[@classCode='"CATEGORY'][@moodCode='
EVN'|[code[@code="4"][@codeSystem="'2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de='COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'][@moo
dCode="EVN'")/outboundRelationship2[@typeCode='"PERT"][observation/code[@code="31"][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19"]/observation[@classCode="OBS'|[@moodCode="EVN'][out
boundRelationship1[@typeCode="REFR']/actReference[@classCode='OBS'][@moodCode="EVN')/id
[@root="UUID of i-th
reaction']]/value[@xsi:type='"CE'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.16'|[1)/@code
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(s 3)

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'//PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'|[@moo
dCode="EVN")/subject{@typeCode="'SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN')/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'[@moodCode="EVN'}/subject1[@typeCode="'SBJ'][1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ")/organizer[@classCode='"CATEGORY'|[@moodCode="
EVN'|[code[@code="4"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.20"][1)/component[@typeCo
de="COMP"][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM'|[@moo
dCode="EVN"/outboundRelationship2[@typeCode="PERT'][observation/code[@code="'31'][@codeSy
stem="2.16.840.1.113883.3.989.2.1.1.19")/observation[@classCode='"OBS'][@moodCode="EVN'][ou
tboundRelationship1[@typeCode='"REFR")/actReference[@classCode="OBS'][@moodCode="EVN/i
d[@root="UUID of i-th
reaction']]/value[@xsi:type='CE'][@codeSystem='2.16.840.1.113883.3.989.2.1.1.16"[1)/@codeSyste
mVerison

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'//outboundRelationship2[@typeCode="REFR'][observation/code[@code="9"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"]][r]/observation[@classCode='OBS'|[@moodCode=
'EVN'/value[@xsi:type="CE'l[@codeSystem='2.16.840.1.113883.3.989.2.1.1.17"|[1]/@code

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'][@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode="SBJ"|[1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode="'SBJ'][organizer/code[@code="4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20'][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'[/outboundRelationship2[@typeCode="REFR'][observation/code[@code="9"][@
codeSystem='2.16.840.1.113883.3.989.2.1.1.19'][r]/observation[@classCode="OBS'|[@moodCode=
'EVN')/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.17'][1}/@codeSystemV
ersion

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//subject1[@typeCode="SBJ"][1]/primaryRole[@classC
ode="INVSBJ")/subjectOf2[@typeCode='SBJ'[[organizer/code[@code="4'][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'"|[substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
'lT@moodCode="EVN']/outboundRelationship2[@typeCode='"REFR'"][observation/code[@code="9'][@
codeSystem='2.16.840.1.113883.3.989.2.1.1.197]
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/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subject1[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.20']][1)/organizer|@classCode="CATEGORY'][@moodCode="EVN'//component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode="SBADM
'l[@moodCode="EVN'//outboundRelationship2[@typeCode="REFR'][observation/code[@code="2"][@
codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][1)/observation[@classCode="OBS'[@moodCode
='EVN'J/value[@xsi:type="ST'][1]/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/text/text()

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component|@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'|[@moodCode="EVN')/component1[@typeCode='"COMP'][observationEvent[
code[@code="10"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"][author[@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED'")/code[@code="3"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.211]][1)/observationEvent[@classCode='"OBS'][@moodCode="EVN']/value[@xsi:type="ED")/text
0

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'[/component1[@typeCode='COMP'][observationEvent[
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][author[@typeCode="AUT"|/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"l[@codeSystem="2.16.840.1.113883.3.989.
2.1.1.2171

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='"CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'[/component1[@typeCode='COMP'][observationEvent[
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']|[author[@typeCode="AUT"|/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.211]][r)/observationEvent[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="CE'|[@c
odeSystem="2.16.840.1.113883.6.163'//@codeSystemVersion
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(s 3)

/MCCI_IN200100UVO1[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject{@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/component1[@typeCode='"COMP'][observationEvent]
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"][author[@typeCode="AUT")/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"[@codeSystem='2.16.840.1.113883.3.989.
2.1.1.211]][r)/observationEvent[@classCode="OBS'|[@moodCode="EVN')/value[@xsi:type="CE'|[@c
odeSystem="2.16.840.1.113883.6.163")/@code

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemalocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'}/PORR_IN049016UV[r])/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'l[@moodCode="EVN'//component1[@typeCode='COMP'][observationEvent[
code[@code="10"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19']][author[@typeCode="AUT"|/as
signedEntity[@classCode="ASSIGNED'")/code[@code="1"l[@codeSystem="2.16.840.1.113883.3.989.
2.1.1.21]][1]/observationEvent[@classCode='OBS'[@moodCode="EVN']/value[@xsi:type="ED']/text
0

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN'}/component[@typeCode="COMP'][observationEvent[code[@code="36"][@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']|[author[@typeCode="AUT"|/assignedEntity[@classCode="ASSIGN
ED')/code[@code="2"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.217]]

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd"//PORR_IN049016UV[r]/controlActProcess[@classCode="CACT'[@moo
dCode="EVN'|/subject@typeCode="SUBJ'|[1]/investigationEvent[@classCode="INVSTG'[@moodCo
de="EVN']/component[@typeCode="COMP'][observationEvent[code[@code="36"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19']|[author[@typeCode="AUT"|/assignedEntity[@classCode="ASSIGN
ED")/code[@code="2"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.21'"]]][r]/observationEvent[@cl
assCode='OBS'l[@moodCode="EVN']/value[@xsi:type="ED']/text()

/MCCI_IN200100UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200100UV01.xsd'/PORR_IN049016UV[r]/controlActProcess[@classCode='CACT'][@moo
dCode="EVN")/subject[@typeCode='SUBJ'][1]/investigationEvent[@classCode="INVSTG'][@moodCo
de="EVN']/component[@typeCode="COMP'|[observationEvent[code[@code="36"[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.19'][author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGN
ED'J/code[@code="2"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.21']]][r]/observationEvent[@cl
assCode='OBS'[@moodCode="EVN'/value[@xsi:type="ED"/@language
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el RS
e ACKM.1 RISENYTES 100AN Identifier (Il) String (ST) fie MCCI_IN200101UV01.xsd}/id[@root="2.16.840.1.113883.3.989.2.1.3 20"/ @extension
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HH R F Identifier (II) String (ST)
® Code="INSTANCE")/id[@root="2.16.840.1.113883.3.989.2.1.3.17'|[1)/@extension
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EElF \§ " 2= = . . .
e ACK.M.3 gfgg 7 AR N.1.3 60AN :gztnatliqficei am g)t(:;nszgr_'nr)Character & MCCI_IN200101UV01.xsd'//receiver[@typeCode='"RCV']/device[@classCode='"DEV'][@determiner
" 9 Code='INSTANCE")/id[@root="2.16.840.1.113883.3.989.2.1.3.18'][1)/@extension
o ACKM.4 Ny FIREDHERIG B ff /B | Point in Time & /MCCI_IN200101UV01[@ITSVersion="XML_1.0'[@xsi:schemaLocation='urn:hl7-org:v3
o %8 fs (TS) = MCCI_IN200101UV01.xsd'//creationTime/@value
Instance extension=Character /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
e ACK.A.1 ICSR /Ny FHE N.1.2 100AN Identifier (Il) String (ST) & MCCI_IN200101UV01.xsd'//acknowledgement[@typeCode]/targetBatch/id[@root="2.16.840.1.113
9 883.3.989.2.1.3.22/@extension
/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
e ACKA2 BRICEME A v 100AN Instance extension=Character & MCCI_IN200101UV01.xsd'//attentionLine[keyWordText{@code="2"[@codeSystem='2.16.840.1.11
o tt—CHFS Identifier (I1) String (ST) 3883.3.989.2.1.1.24"|[1]/value[@xsi:type="II'][@root="2.16.840.1.113883.3.989.2.1.3.21')/ @extens
ion
B8 | Point in Time /MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
e ACK.A3 ICSR /N F{r#H N.1.5 - (TS) & MCCI_IN200101UV01.xsd'//attentionLine[keyWordText{@code='3"[@codeSystem='2.16.840.1.11
" 3883.3.989.2.1.1.24"|[1]/value[@xsi:type="TS'|/@value
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(s 3)

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd")/acknowledgement/@typeCode

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'//acknowledgement[@typeCode]/acknowledgementDetail[ 1]/text/text()

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UV01

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd")/MCCI_IN000002UV01[r)/acknowledgement[@typeCode][1])/targetMes
sage/id[@root="2.16.840.1.113883.3.989.2.1.3.1"/@extension

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UVO01[r]/id[@root="2.16.840.1.113883.3.989.2.1.3.19'
J/@extension

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd"//MCCI_INO00002UVO01[r)/receiver[@typeCode='"RCV')/device[@class
Code='DEV'|[@determinerCode="INSTANCE'//id[@root='2.16.840.1.113883.3.989.2.1.3.16"/@ext
ension

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UV01[r]/sender[@typeCode="'SND'//device[@classC
ode='"DEV'][@determinerCode='INSTANCE'//id[@root="2.16.840.1.113883.3.989.2.1.3.15'/ @exte
nsion

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'[/MCCI_INO00002UV01[r]/attentionLine[keyWordText{@code="1"][@co
deSystem="2.16.840.1.113883.3.989.2.1.1.24'][1]/value[@xsi:type="TS'|/@value

/MCCI_IN200101UV01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'/MCCI_INO00002UV01[r[/acknowledgement[1]/@typeCode
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/MCCI_IN200101UV01[@ITSVersion="XML_1.0"][@xsi:schemaLocation="urn:hl7-org:v3

S5 S BEE W
e ACK.B.I.7 i_?wm/;,:, 5 v 250AN Egtc:‘(’ég)ated e MCCI_IN200101UV01.xsd'YMCCI_INO00002UV01[r]/acknowledgement[@typeCode][1)/acknowle
vxleE dgementDetail[1)/text/text()
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2. ¥ XML REICEET 5 XML Wi

ICSR A v E—IIZBW T, KO E2R (R3) 7 —XIHH TIX XML @ 1 DOFCik 7
ENRAF—<IC LD ERINTWDED, —OT — X HH TIIEEROFLR FIED RS
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ZIAHOT R CRFER SN TWDIEA IS E LR OAREH I T 54
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2.1 BARBH., 8T HROEHEEM

FEEH A RIATEDOFEHEL— L OERIZHES T, 32OOF—HIHBD 5 H2OIZ AT 5
FFDy o,

21.1. E.i4 [¥EBH] EOEL5 &TH] ICATERN, Ei6 FEHBL ZAHLRY

<observation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-45{2-a02{-42d4d6f4657{"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="reaction"/>
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-- E.i.5: Date of End of Reaction / Event -->
</effectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->
<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText language="E.i.1.1b">E.i.1.1a</original Text>
<!-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language -->

</value>

2.1.2. Eid [EHHA] (UIELS THETH] ) EOEi6 TEEHIE A3

<observation classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-4512-a02f-42d4d6f46571"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"

ICH ICSR HAfTH {5 2014411 A 10 H
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displayName="reaction"/>
<effectiveTime xsi:type="IVL TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<width value="24" unit="E.i.6b"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</effectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->

<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText>E.i.0.a</original Text>
<originalText language="E.i.1.1b">E.i.1.1a</original Text>

<!-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language
>

</value>

21.3. Eid4 [RBHHA] | Ei5 &THI ., XKOE.i6 [Fe#l AT 5

<observation classCode="OBS" moodCode="EVN">
<id root="154¢eb889-958b-4512-a02f-42d4d6f4657f" />
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"

—n

displayName="reaction"/>
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="IVL TS">
<low value="20090101"/>
<!-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<!-- E.i.5: Date of End of Reaction / Event -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<width value="24" unit="h"/>
<!-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6b: Duration of Reaction / Event (Duration Unit) -->
</comp>
</effectiveTime>

<value xsi:type="CE" code="E.i.2.1b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="E.i.2.1a">

<!-- E.i.2.1a: MedDRA Version for Reaction / Event -->
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<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<originalText language="E.i.1.1b">E.i.1.1a</original Text>

<!-- E.i.1.1a: Reaction / Event as Reported by the Primary Source in Native
Language -->

<!-- E.i.1.1b: Reaction / Event as Reported by the Primary Source Language
>

</value>

2.1.4. Gkdrd TBAEE] RO Gk4rs HETHI ICATTTEN, Gk4r.6iZiT AT LAz

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsi:type="SXPR _TS">
<comp xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.1.2: Number of Units in the Interval -->
<!-- G.k.4.1.3: Definition of the Time Interval Unit -->
</comp>
<comp xsi:type="IVL TS" operator="A">
<low value="20090101"/>
<l-- G.k.4.1.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k.4.1.5: Date and Time of Last Administration-->
</comp>

</effectiveTime>
2.15. Gkdrd BHEH] (UXGkdrs ETH] ) REGk4Ar6 AT S

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.1.2: Number of Units in the Interval -->
<!-- G.k.4.1.3: Definition of the Time Interval Unit -->
</comp>

<comp xsi:type="IVL TS" operator="A">
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<low value="20090101"/>

<!-- G.k.4.1.4: Date and Time of Start of Drug -->

<width value ="4" unit ="G.k.4.6b"/>

<!-- G.k.4.6a: Duration of Drug Administration (number) -->

<!-- G.k.4.6b: Duration of Drug Administration (unit) -->
</comp>

</effectiveTime>

2.1.6. G.k4r2 B Gk4Ar3 IZIZAT LRV, Gkdrs, Gkd.7 XL Gkdr.e DT
PEAFTTD

ZOHEAX—~v T — & MT 5700, 7T —FRUIIVL_TSUIPIVL_TSTARIT UL B 72wy,
SXPR_TSILFFA] SAL72 0,
IVL_TSOHi :
<substance Administration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.1.8: Dosage Text -->
<effectiveTime xsi:type="IVL TS">
<low value="20090101"/>
<!-- G.k.4.r.4: Date and Time of Start of Drug -->
<width value ="4" unit ="G.k.4.6b"/>
<!-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->

</effectiveTime>

PIVL_ TS®O % 5 10D Hi :
<substanceAdministration classCode="SBADM" moodCode="EVN">

<text>G.k.4.r.9</text>

<!-- G.k.4.1.9: Dosage Text -->

<effectiveTime xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.4"/>
<!-- G.k.4.r.3: Number of Units in the Interval -->
<!-- G.k.4.r.4: Definition of the Time Interval Unit -->

</effectiveTime>

2.1.7. G.kdrd TBZEH] | Gkdrs ETHI . RO Gk4r8 [FfEHifE ICANT S

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>

<!-- G.k.4.r.8: Dosage Text -->
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<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">
<period value="10" unit="G.k.4.r.3"/>
<!-- G.k.4.r.2: Number of Units in the Interval -->
<!-- G.k.4.r.3: Definition of the Time Interval Unit -->
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="20090101"/>
<!-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!-- G.k.4.1.5: Date and Time of Last Administration -->
</comp>
<comp xsi:type="IVL TS" operator="A">
<width value="24" unit="h"/>
<!-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<!-- G.k.4.r.6b: Duration of Drug Administration (unit) -->
</comp>

</effectiveTime>

2.2. F BRE/RR
22.1. Fr32 EERUCREF

22.1.1. fE (Bl : "10 mg/dL")

Z DA, HL7 O"value"HE H X 1 DD "center"H H THEL SN 5,

<value xsi:type="IVL PQ" >
<center value="10" unit="mg/dl" />

</value>
22.1.2. fEXYHREV (B : "> 10 mg/dL")

Z O%A . HL7 O"value"H B 13 "low"fE & ONhigh"fE OFEPH CHER S D, RETTLD
REW] HET EOEROEEICLV/REND (F72H 5, null flavor"PINF" 2 )
JEME"inclusive" X, BRE 038R (T72bb, F%E) ThodZ &amrnd b false" TR E
SN,
<value xsi:type="IVL PQ" >
<low value="10" unit="mg/dI" inclusive="false"/>
<high nullFlavor="PINF"/>

</value>
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2.2.13. fEXY/AEV (B : "<10 mg/dL")

Z D6 HL7 O"value"TH B (X" low" i & O high"fE O #iFH TR S D, RETFTXY
INSW ] GATR ADERDIRMEIZ LV REND (T720 5, null flavor"NINF" 2 H)
JEME"inclusive"lX, [BE 723 (T 72b b, [A%) THDHI & AT 7= alse" |3 E
b,

<value xsi:type="IVL PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dl" inclusive="false"/>

</value>
2.2.14. fELLE (B : ">=10 mg/dL")

Z DA HLT O"value"TE H 13" low"fE M O high"E O & JH CTHERL S5, [REF LA E
iE'/\o:;c EOEREOEMIZL YV /RENSD (T2 5, null flavor"PINF" 2 H) . &
PE"inclusive"ld. [FZETHDH Z &2 RT 72O "true"IZRE I LD,

<value xsi:type="IVL PQ" >
<low value="10" unit="mg/dl" inclusive="true"/>
<high nullFlavor="PINF"/>

</value
2.2.15. fELLF (B : "<=10 mg/dL")

Z DA HL7 O"value"HH H X "low" B & ONhigh"E O #GH THER S 5, RET XV
/J\é WA, ADEROEMEIZ LV REND (ﬁ‘f.ﬁb% null flavor"NINF" 2 {# /) .
JEME"inclusive"lX, R THDH I &2 RT 2D true" I E S LD,

<value xsi:type="IVL PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dI" inclusive="true"/>

</value>
2.2.2 Fr3.2 X' F.r.3.3

<observation moodCode="EVN" classCode="OBS">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="F.r.2.2a">

<!-- F.r.2.2a: Test Name (MedDRA version) -->
<!l-- F.r.2.1b: Test Name (MedDRA code) -->
<original Text>F.r.2.1</original Text>
<!-- F.r.2.1: Test Name (free text) -->
</code>

<effectiveTime value="20090101"/>
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<l--F.r.1: Test Date -->

<value xsi:type="IVL PQ">
<center value="10" unit="mg/dl"/>
<!-- F.r.3.2: Test Result (Value) -->
<!--F.r.3.3: Unit -->

</value>
2.2.3. F.r.3.1

<observation classCode="OBS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<original Text>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<l--F.r.1: Test Date -->

<interpretationCode code="Positive" codeSystem="2.16.840.1.113883.3.989.2.1.1.12"/>

<!-- F.r.3.1: Test Result (Code) -->

2.24. F.r3.4

<observation classCode="OBS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<original Text>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<l--F.r.1: Test Date -->

<value xsi:type="ED">F.r.3.4</value>

<!-- F.r.3.4: Result Unstructured Data (free text) -->

2.3. G.k4 BEEDH]

2.3.1. 18¥%7%29 1,/H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>1 per day</text>
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>

</substance Administration>
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</outboundRelationship2>

2.3.2. 1 B¥Y7=0 188/

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">

<text>1 tablet per day </text>

<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">

<period value="1" unit="d"/>

</comp>

</effectiveTime>

<doseQuantity value="1" unit="{DF}"/>

<consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.3. 1 H 1[E., 1/4 8 H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="0.25" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">

<kindOfProduct classCode="MMAT" determinerCode="KIND">

<formCode>

<original Text>Tablet</original Text>

(s 3)
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</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

234. HE1[E., 68 /H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL TS">
<period value="1" unit="w"/>
</comp>
</effectiveTime>
<doseQuantity value="6" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>
2.3.5. 1H2[E, 18/H

Bl 1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="12" unit="h"/>
</comp>

</effective Time>
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

12
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.6. 1 H 4[E, 7.5 mg/ [

Bi1
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
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<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="6" unit="h"/>
</comp>
</effectiveTime>
<doseQuantity value="7.5" unit="mg"/>
</substance Administration>

</outboundRelationship2>

B2
<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="30" unit="mg"/>
</substanceAdministration>

</outboundRelationship2>

2.3.7. 18 1HE, 15mL,/[H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR TS">
<comp xsi:type="PIVL_TS">
<period value="1" unit="d"/>
</comp>
</effectiveTime>
<doseQuantity value="15" unit="mL"/>

</substance Administration>

</outboundRelationship2>

238. 2AIC1E, 18 /d

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="2" unit="d"/>
</comp>

</effectiveTime>
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<original Text>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.9.  TWHA. 18 E, BH%HE. ¥TH

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">

_n

<periodunit="{as necessary}"/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>

</effectiveTime>

<doseQuantity value="1" unit="{DF}"/>

2.3.10.  TEA. 20 mg[H

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL_TS">
<periodunit="{as necessary}"/>
</effectiveTime>

<doseQuantity value="20" unit="mg"/>
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2.3.11.  FAHIM, 500 mg [, BA%EHE., & TH

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{cyclical}"/>
</comp>
<comp xsi:type="IVL TS" operator="A">
<low value="200906"/>
<high value="200908/>
</comp>
</effectiveTime>

<doseQuantity value="500" unit="mg"/>

2.3.12.  JEHE. 500 mg/[A]

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="PIVL TS">
<periodunit="{cyclical } "/>
</effectiveTime>

<doseQuantity value="500" unit="mg"/>

23.13. ##F5E20,000mg, BALLHE, KTH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">
<effectiveTimexsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{total } "/>
</comp>
<comp xsi:type="IVL_TS" operator="A">
<low value="200906"/>
<high value="201005/>
</comp>
</effectiveTime>
<doseCheckQuantity>
<numerator xsi:type="PQ" value="20000" unit="mg"/>
<denominator xsi:type="PQ" nullFlavor="UNK"/>

</doseCheckQuantity>
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2.4. EFE. Fax, EF A—/V (C.3.4.6, C34.7, KX C.3.4.8)

HL7 telecom 7 — # B DAE L —
<telecom value="tel:C.3.4.6"/>
<!-- C.3.4.6: Sender's Telephone -->
<telecom value="fax:C.3.4.7"/>
<!-- C.3.4.7: Sender's Fax -->
<telecom value="mailto:C.3.4.8"/>

<!-- C.3.4.8 : Sender's E-mail Address -->

2.5. MEFOBEFEEEIZX LT Privacy" Z7~7 (C.2.r.2.7)

"Privacy"Z /"9 728, ICH E2B TIEXEA ITX L telecom A F— A D%IT null
flavor=MSK O ZHELE L TV D,

il —
<telecom value="tel:" nullFlavor="MSK"/>

<!--C.2.r.2.7: Reporter's Telephone is Masked for Privacy -->

ZHIEREDOHLT Onull flavor TIXRWZ S I ET 5,

26. FTAARE—ZFERH LTIEREIF (D.2.2.1b)

<subjectOf2 typeCode="SBJ">
<observation moodCode="EVN" classCode="OBS">

<code code="16" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
displayName="gestationPeriod"/>

<value xsi:type="PQ" value="1" unit="{trimester}"/>

</observation>

</subjectOf2>

2.7. fER2WA, ZAF—<23 null flaver ZRODTWDHED (B FERDE) DF
(G.k.2.3.r.1)
<ingredient classCode="ACTI">

<quantity>
<numerator value="10" unit="mg"/>
<denominator value="1"/>

</quantity>

<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name nullFlavor="UNK"/>

</ingredientSubstance>
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</ingredient>

2.8. FEIWERICEY 2 RRBREROH]

<component typeCode="COMP">
<causalityAssessment classCode="OBS" moodCode="EVN">
<code code="39" codeSystem="2.16.840.1.113883.3.989.2.1.1.19" displayName="causality"/>
<value xsi:type="ST">G.k.9.i.2.r.3</value>
<methodCode>
<originalText>G.k.9.i.2.r.2</original Text>
</methodCode>
<author typeCode="AUT">
<assignedEntity classCode="ASSIGNED">
<code>
<original Text>G.k.9.i.2.r.1</original Text>
</code>
</assignedEntity>
</author>
<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="OBS" moodCode="EVN">
<id root="154eb889-958b-45{2-a02{-42d4d6f4657{"/>
</adverseEffectReference>
</subject1>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3¢c91b4d5-¢039-4a7a-9¢c30-67671b0efYe4"/>
</productUseReference>
</subject2>
</causality Assessment>

</component>
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. SBA VAR VRIZDODVWTOIFEEIE

o BWA LU AF AT, T —ZHEADO XML IZB T 2R FiEZRT0, EEOM
DRPVIZE2B (R3) OFET —ZHHDOHAZE D RINTWD, &7 —XHH D4R
XML Fizax s bELTRENTWAD,

s I—FNPBETHLILGEG. TOI—FKDOTFA L (T-UL) 2 NHDHEEFEE/R X 512
display name \ 2777,

o BWA ALK LA LEHET S XPath 1318k 1 (D) CHASRBINTWA,

o HHODOT—HRNPQ"THDHYA. HLTPQ T — XD )L— )W LV ZDEDHA TS
EHNRE e, G878 ICH AT IZ W TIE, 14k 1 (F) @ ICHE2B =— R U % |
25 26 O Z L,

o BEROBOERLGHEE (Gk4rll) OBEMEDL, ERMEROA =TT A P72
WO KL DANFHEE (1 T RROT U b3y ROBR) 2 HWTATIT 5,
BlO B GRRIEII AT 1272 - 7= 'inboundRelationship' & L CA L, Blga— REN=a—
M7 eE BHFLROWM G 2R — M o4 7 HPX—2 3 v a— FEEOMEY
ZHWTERT,

B
<outboundRelationship2typeCode="COMP">
<substanceAdministrationclassCode="SBADM"moodCode="EVN">
<inboundRelationshiptypeCode="REFR">
<observationclassCode="OBS"moodCode="EVN">

<code code="parentRouteOfAdministration"
codeSystem="2.16.840.1.113883.3.989.2.1.1.19"/>
<valuexsi:type="CE" code="G.k.4.r.11.2b"
codeSystem="2.16.840.1.113883.3.989.2.1.1.14"
codeSystemVersion="G.k.4.r.11.2a">

<!-- G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number
#1-1 -—>

<!-- G.k.4.r.11.2b: Parent Route of Administration TermID #1-1 -->
<originalText>G.k.4.r.11.1</original Text>
<!-- G.k.4.r.11.1: Parent Route of Administration (free text) #1-1 -->
</value>
</observation>
</inboundRelationship>
</substance Administration>

</outboundRelationship2>
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(B 3)
V. 3%
ICSR A v E—I2BiT5 E2B (R3) T — X IEB#E

T8N T 7 AVE, ICSR A vE—UZET 5 E2B (R3) 7 — X IHH OHIZ OV T
HAL TS, BHA L AX L AD XML # 713X E2B (R3) T —XHEA®IZ 7 Vv—71k
SNTEY, ZNCXVFHFIZT —XHEHEOBRY IR L 7 v v 7 KO e % s
HZEMTEL, ATEDOHMIZHLT IZHESL XML A v bB—IIZ3E LL WIS
R LUCBIBA VAL ADIRRERH T DL TH DI, ALEIVIEIONFE LG
ITEH SN WAREMERH D Z LI ET D,
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