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Requirements for Registration of Pharmaceuticals for Human Use, ICH) http://www.ich.org/
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(AR 1)

ARELEOLLFOETIE, ICH XEEZEGLETIICSR A v — Y OFEBEHE R M OZEEER
¥ T Vv a roEAICET A AR S,

1.0 HH

ZODOICH E# T A FOEBE EOBIIL, HHRELE MBEELIZP D LT, H oW HFEHD
ICSR DEFHIREIZONWTTRTOT —HIHEDERZIEELLT I ThHDH, RFEEHTA R
I ZAGRAT M OKGRIL DO 5 D ICSR OF — X B IZ DWW TRtk L, BHEHA#HRE K O EFLH
EOWFTICHGT D, REEN A RO Lo L, miEA[EEZ2 ICSR A v — U & %d
HIDIZV AT AOFIEIC O T 2 HEFE RO S (MIEAE, B YR EOFEEFIAKR S
h—rEt) EEWTLHETHD, ICSROKBUL, Iy b T7r—LA, 7TV r—vark
WY 2T LRI EE TRAE L7V MAT B 20D [EBRA 72 A= YEHIAR I HEHL - R & Th 5,

1.1 ERAEEHE

ARFEIA RIZBITDHICSR, D7 +—~ v NROAFIL, BEIYRZ2EHEZ O RA
PR NP ICEFINE N IERECHRE SN D X912, BEL OTF—XHA TR ST 5,
BIzX, T—XHEALROZEDO 7 +—~ v ME, HRTOERLEL, WERS, H5EERIT
FONRIMDFRENEZR &, AEFEFRIREH DLW O E 0, HEEOREHEOREFIHE %
FLIRTHDIZHE L TWD, Lo T, MEHERE OIS G AN EZHERT 2 720121%, #Hi
e — A NT —Z OMHBANERITZMLERLVTT T, £ 9 LIZERITATRER T VBT B &
To b, ICHE2B (R3) ICSRDT=DARIFET A RiE, T — X X—AEOER., KIZKDH
HREROT YA v WEE S WWEREOBLESUIEINRY 72 (technical security) o fiiE
S S d DGRV AN

1.2 R#HBH

[ P9 K OV EIBRRY 70 B 1 SOIE R e OB O R MR OB G . ZEMFHR (B : ICSR) @
S AARMET D LD D D,

o FFIETE DMHHIED DK Y 7 M QR ZE~ DRk

o HHISE R ORE

o BURAZE L BIH] Y RF Ofnk

o RURARZEM Olm%

o MHREBRIKIEE (AR P —) 2 LICIRBRSIERD b fMEEZE B S ~DIRE

o ISR D HIRRAEFES (World Health Organisation, WHO) | [EREERLE=41 /&
>4 — (Collaborating Center for International Drug Monitoring) ~®{x1%

ZEVEEROZHIIE, MEEA L7274 —~> b (Bl : f=e—F—FK, CIOMS | 7% —A,
MedWatch 7 +—24) XUFXEFEAE B Ao FA4 0 -T2 ®A, T—7F, a7 bF 4R

7)) BMERESND, HRBREOESRSHRIZZHOZMN S LMt E2 B 25 &, EE bz

A vt —VREZFH LT =2 XN— AR OBEHEEEL FRRICT EET +—~ v bR H H R

XThHDH, BROBFIBEORINIL, RFEEH A FIZRBR I TWD Lo @O T—%

HHOER EEERRIEFEIZOWNT, —BEWUERH Y, Do RS R R TH D,
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(B 1)

SEBIERES ORI L 72 DI, 2D 104E T ICSR DO AHUTHE DA ED S EFHIHRE I K
LSBT LCETRY ., JEFREMEROEFHUEEIT IR A 2 ER AL 2 SIS R e
7o TW5D, ICHIE 1997 FFIZ ICSRIZFHT A AR SN E FHEMERK 2 AF L, £ DO&KH]
DOEELIE, WETAM YIRS TE 7=, ICHE2B (R2) 1334k, HHLESTFHAICHA ST
BY . BUETIEI O ICH BLHIEEE X CRB L S, BIAS BRI TND,

ARFEHET A RIZFEIR ST D EEERIK 1IN D £2 7 75455 (Standards Development
Organisation, SDO) & O ) ZE U TR S N=72D, ZOBRIE—FED ICH 72 AL H(Z
bled, RIETA NICFLR SN D A vt — UEEHEF LIRTO ICH 119 A v & — DREHERIS
VX, EEGEHEHR DRI BT 5 BT HIEEER 5 (Electronic Standards for the Transmission of
Regulatory Information, ESTRI) @ ICH M2 EWG |2 & » TIEk &7z, BERMICE 213, BlfTo
A v — DEEUERIAS X [FEEE L FEF#  (International Organisation for Standardisation, 1SO) . -~/
X e L~y - 772 (Health Level Seven, HL7) | A/#E#/EZ 5= (European Committee for
Standardisation, CEN) . k7 — & S HifZiE= >/ — 274 (Clinical Data Interchange Standards
Consortium, CDISC) | FHEEE FH 77 7546 (International Health Terminology Standards
Development Organisation, IHTSDO) & U} GS12/0 & 72 5 a1 = > 7 F 7 F#% (Joint Initiative
Council, JIC) & ICH & D1z X - THIFE &7z, T1SO/HL7 27953-2: 2011 Health informatics
-- Individual case safety reports (ICSRs) in pharmacovigilance -- Part 2: Human pharmaceutical
reporting requirements for ICSR] &\ 9 A4 FRD ICSREEMEMK X, ISOD Y =7 A k
(http://lwww.iso.org/iso/store.htm) 226 AFTE 5,

2.0 &=

2.1 —RMLGERKRY ICHDER

2.1.1 ICHEZDR—FF—

ICH Z, BHYRAREERNEELERAMRELLOBERZRY AN T EMOBHFATZXK S =
UYL DREROSEE LTk SNz, ICH &b 12 ANTWDDIZBEAR, HME#ES
(European Union, EU) & UK [E ] O =38 LB ERICBI3 2 — 5 O FIR M ZER FHEORITH 5,
e 3k ICH MR IX A2 5% (European Commission) . A/ RLEE[T A 55
(European Federation of Pharmaceutical Industries' Associations, EFPIA) | A AD/EA 517
(MHLW) /00 [ S At 1% (PMDA) | HARE T #15= (PMA) | KER G E
Fdn 7 (Food and Drug Administration, FDA) M O K EIF 75 # T 3 (72> (Pharmaceutical
Research and Manufacturers of America, PhRMA) @ 6 H5Tdh 5, [HEEFLFE K #E A E
(International Federation of Pharmaceutical Manufacturers Associations, IFPMA) 73 ICH F% /&1
TpoTW5D, MREMMER (World Health Organisation, WHO) | 0 7 4 1R### (Health Canada)
K O E H 5 #i% (European Free Trade Area) (347 —/3—L LT ICH IZ&IMLTW5,
ICH OEHX, ICHB6 AR A T —_"—DRETH R INIEEEZERICI VTR,

2 GS1 X EBRHY A2 R R AT, AL O 7 ¥ —HTH T T4 F ==V ROT v K
F == ORI L AL RIS 570D, WRNRFEERTY ) 2= a VY ORGRUHE
IR L TN D,
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(B 1)

ICH |Z EFEDIEA> ICH 6 HR, 34 7 F—_"—ROFEHRORER ST ERLHHNIZBET 2
fth o> #td 7 F1+ = =7 77" (Regional Harmonisation Initiative, RHI) . 3 72do® 7277 L FE#E
FlH =% (Asia-Pacific Economic Cooperation, APEC) | #7727 7 #/H# 4 (Association of
Southeast Asian Nations, ASEAN) . /Z/&# 7 7 774515 ) #E%Z> (Gulf Cooperation Council,

GCC) . A7 X U [EH M7 > F 77—~ (Pan American Network on Drug Regulatory
Harmonization, PANDRH) Kk ONFHI 7 =7 U 2 s LA (South African Development Community,
SADC) DO\FMND 725 [EHEF G //Z5A2 (Global Cooperation Group, GCG) % gL T\ 5,

AREIEET A RIZICH =/ (AR, EU RUSKE) RWICH A 7% — "—X |3 GCGC DkE%EE L
T ICH &3EfE L TV D HURIC B 1) B IR 2 S ERFIHICHE A S b,

ICH, ICH ® EWG M OEYERIFS 72 5 NI I CEOFEMIL, ICH V=7 %A M B AT TE S,
AR DT 2 N R ONFEIZEM L LT F Do 2 iEHiE. ICH M2 EWG TAFET
XA1F. ICHY = 7% A MZbH B,

2.1.2 ICH ICSR HA F5 4 > DEERMRER

WAIDICHE2B A RTA »Th o HINEAILZEIFRE (ICSR) S kv S720D7 — XK
A (Data Elements for Transmission of Individual Case Safety Reports) | 7% 1997 4= 7 A 17 H /K
PS4, 2000 4 11 AICEGT Sz, B 7efmtE Lo A48T 2001 4F 2 HIZ ICH Step 4
E2B (M) HA KT LTRESNE, ICHXERHEA =V TF7O—BRELT, 20
Step 4 E2B (M) HA N7 A 2% 200545 HIZ E2B (R2) WA RT7 A des Shviz, © DR,
FEHINE~DOEF T/ -> 72, ICH M2 EWG 1T 2001 4E, EHIFE KL Q%D IS hrnb b9,
ICSROHE:T —ZHAZHFEL, EHRTIHIZLICL- TTF—XHA OEWELEX DD [
FIERIZEAE#R 7 (ICSR) & B THIIC (X T B 70D X > & — (4% (Electronic Transmission
of Individual Case Safety Reports Message Specification) | A KT A » & {Epk L7=,

2.1.3 ICHIZHEF3BETFA+ER

T—HBNE L, RPEOIE R ZEOSINN S DA REEEE 25 &, T — 2 N—
AN & DRI A B 2R EE R OLEE N A RE7R 7  —~ v b TLREMIE 2 2R mk T 5 4%
FEENFEICH D, TOH, 212 (FijH) THl~7=X 912 E2B CENEMMICKET SN S &
I/ oTlzy E2B (R3) Avb—Tlid, 10 BT EESL, Eb LT TE72
ICSR TH 5,
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(B 1)

ICSR DETFHMREDRINTIL, BEER BT — 2 HE LE A v E— VOB UERN A AT
RCToHD, Lizndo Tk, BERYREOMOSINEOR CEELINZETHIA vE—V%
BHT2Z ™MLY EETHD, 20064, ICHILE2B D 3EHDKFT Db, SDO BB
T OB RET VORBEED D EWVHPREL T LIz, REETA NI, ZoFHLnTmEX
THFE S E2B (R3) A vt —VaFEET DA v — VIEERKICHONTHRBL TV D,

ICH OiEE O A2 & SN, EEICHM S N - 32 E A iE R E A v — VERERK O
BRZENAIREL 725 X 9. ICH DEFRHMATH 5 ICH EE ZE ST, SDO &) L CRISsIEE%
1T9EWVWHPREE F L7, 1SO, HL7, CEN, CDISC XN IHTSDO & ZNEND EHELE

(TC) M OMRAETEHAEUE L 2 D Z 4 F 1T, LV JRWFLPH O EREEEICH A ATRE T, AR
TR PR AR E R BT A 2 L2 BT A0, W, WL, WET 2T
B LI \—nun‘i@ LTW5b,

ZFZTLEROSDO X, 6EFLADERRE vt 22 ko TEHEELDOR—F, BEELOIE
EFERIERE L W o TR L U, i3 B /a1 =2 7 F 7%k LTz, ZokFEA =T
F L, A NRN—Tdh % SDO DRENLHER SN D ﬁ/7% > 7 F7FEES (JIC) IZL 5T
HEIND, 20770 —F Lo TENEFNORBE T L1121 DORFEOEIERBIMER S 1,
2 SDO 7 HARERMAZ OV THHEOARR & ZXFRFZHY 21F %, ICHIZE - T, B -HIEER
KBRR DGR AZIEH L. BN OFEAEPER 72 UM D EEHERI RS % [R5 72 6D |2 SDO & JH
e b2 Lix, RRHAZER L, M5 BTl TRE W,

2.2 XRA=ZLT7FITTD ICSR BEHRIEDEAS

ICSREEYEIIAKIZRET D ICH DAY P F VOB BIEEERARRITISO Y u Y =7 MNEEITHD
SO 27953 & L CHAGR S, TD# 20084E 2 AlCHFA = T7F 77y =7 b & L THER
Nz, Bl Lo =— AR OEBRELENEO=— X% ZET 5 Lo it sn-WiRT —2 O
BFHIZHIZ L » T, BEOLREMA2R LSS 2 LICHRNRBELOREE > T\ azn, =
D ICSR EHEI M 13 SDO DOFfFnGEdE & B2 S,

ISO 27953 (%, 1SO FrHIFEH B2 No45 (EF G L L1 - \ICSR DGR VT — % IHHA) |
HL7 ICSR Release 1 @} &A% #E & (N HL7 ICSR Release 2 T 2 #5 (& /H D 7= b D B iE

(Draft Standard for Trial Use, DSTU) IZHEDS S NAEMRA v —IfEERZ A LT D TH - 710
ICSRIZHEIMIL ISO "m v hFuk R, T7bb A2/ E (Draft International Standard)
AEFBEH 52 (Final Draft International Standard) M OVEESH# (International Standard) % i@ T
BRIE STz, AEEMEHIRSIE 20114 11 A, EESBIME & L CTISOIZ L R I 17z,

2.3 Ayt—CEBERRORER

HL7 version3 (V3) X vt —JAEUEIAMR L, HL7 FEYERSBIRIEBI O AN THH S 5 £
EROFHFET L2 5, 1SO 1% HL7 Z A A ICHEAER IR 2 56 30 2 3R EHR B L 3B T\ 5,
e FIOF BT I8 U 7o FEUEHI K& 7Y ISO/HLT 21731:2006 Health informatics -- HL7 version 3 --

Reference Information Model -- Release 1 T - 7-3, HL7 V3 IZfHEEHT 7 7 1 2 — OB
=— R ZHRHET D72 DICBA%E STz, HLT 2445 # =771 (Reference Information Model, RIM)

SHL7 7 =791 b hitp/iwww.hl7.org 25 AFTE 5,
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(B 1)

ITHL7V3DOEATHY, HHDD HLT A v =YD L b RBET L TH D, RIMITHF
EDOINRIZBNTRERT —FNEFEERL, 1 2DA v E—VE#RT 2EEOHEBICE -
TIr R B D TERMNAAET 5 BERAIGERAIRS & O AR RBLZHIET 2, HLT V3 IZT AT A
WO FEMYEZ R T AR DBASE 2 3BT 2, HLT T MICHEIT L SN HIERMBIER Y AT
DFHEEVE L AR D72 D 2 o o AT ES BEEH OB ICHH S h Tn 5,
HL7 V3 A v E— X XML = — RERESUT S <, HL7 V3 IZT DWW T E HIZHND Io W a I,
Andrew Hinchley @ [Understanding Version 3: A primer on the HL7 Version 3 Healthcare
Interoperability Standard — Normative Edition/ #Z M 4172\, 1SO/ HL7 27953-2 FEAEHIKS 13,
HL7 ICSR R3 (Health Level 7 ICSR Release 3) FEVEHF 2D <, HL7 ICSR R3 R HERIAK I,
HL7 V3 Z I L7k e A v B — U TH 5,

/1SO / HL7 27953-1:2011 Health informatics -- Individual case safety reports (ICSRs) in
pharmacovigilance -- Part 1: Framework for adverse event reporting/ & L T¥3 S 4172 ICSR HEHEIR
FOPSEAIL, ERA, EFEESR, B3, b L OREBMBEMLICET 2 X v — TRk
AXETHLOTHD, ICHE2B (R3) # vt— VHEHESIMKIL, ICHE2B (R3) ¥ —XIHHOD
WA Y=V T D ICHY 71y b EESE 2423 2 1SO / HL7 27953-1 7> & il
FIZN D 1SO /T HLT 27953-2 FEVERIAS 2 FLIZ LT\ D, Z OB T NICH 7> b Th
b0, ICHE2B (R3) LA A FITFLIR S 41T 23y M I #iPH 2 48 2 72 Hitlgl e OV #5491
WM 22 LANTE S, ICH DR K ST O HEIZBET % 1SO / HL7 27953-2 1R #E
HkE O BIZOWTIE, A ICH F4E97 4 FTIRY EiF 72wy, ISO/HLT 27953-2 DFEHMIE, 1SO
7 =7 %A & (http://www.iso.org/iso/home/store.ntm) 2>5H5 AFTE 35,

2.4 EFHICSR & (Efah

2.4.1 BRELLEFH ICRZBRELELEDL

ABIEGIZ2AVESRE (ICSR) 133 E L THREDLEZSTY, OV TIIARBEZ M ET 5720
RS NG, S50, WO T A 7 A4 A, BEERRBRB ORI ST, IR E A ST %
R 72 22 M D RER D 7= D IC R AW T ICSR 2t T 2 LENH D, BFHIRHE X
REEERE L., SRR O OO T — 2 2B AFETHIENTE S,
INHORFICE Y KN R, RERGEAGEEGE (MAH) | &5 (healthcare
professional, HCP) K ONHE & IXEHK L O IOV THO 2R ERICHE S L0 vz 79
LN TE B,
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(B 1)

FAFA KL &, HIBSORERY FOBFERIIC L > TA vy =KD (UE) A O FEAERS A
e A—nT AUy EBELTHREFEOQHENEE T, JHFO KT ICSR O ftff L~ 1
TOREMHEREZREICTHIBZENNH D, A0S ITEAERIT, ZIS X > THEE- D A
HEE 72 TEERL) Y — VOB EZEEIRETIIT ThH D, FEFMINZEERRIIT -4
FhRE DA ZRERIL L, IBRE D BEBRMEOEME S 2 /MET 28T IC b0 b 72595, R
YRR OBISEERITIZ 5 LEEAENL, T XTOMKRENFAT OO0 1 >OFMEN-H
EREREFKEZHE L, R THEEIL TV 5,

2.4.2 BIID ICRmiEAEEEFHRHOFIR

ICHE2B A KT A v &XET 570, ICHM2 EWG 13 200145 2 A, [ HIEFIZ EHERE
(ICSR) #ETHI 5T 5 /=80 D X & —f14#% (ICHICSR DTD Version 2.1) Ri&N—2"3
2-2.3] #3F L7=, HL7 < Electronic Data Interchange for Administration, Commerce and
Transport (EDIFACT) IZ X5 E A v —Y OEMEIZEEIT 2 0/ TEE L BB S =08,
ICH [T 4 IRf, [HMAHO FHE EOEEFIK IS o7 Z L 28R, WH~—27 7 v 7 S350
(Standard Generalised Markup Language, SGML)  (1SO 8879:1986) =2 LWV E~—7 7T v
"EREE LTI L2, SGML X ICH il Il Tl & SN H L EmLFEy bR — L
7=,

L7 L SGML (255 < X 242 (Document Type Definition, DTD) 7 7' 12 —F 1% & 1 T8 72
YV a—a TRy, LER>TI ZITRTIRFDO A vt — VIEERK T XML A% —~
IZHS <, ZOMRMAE LT CTHi7 5,

2421 =—H 7y TER

1988 FRIZHI D THRK 72 SGML 1L, b Z b EHICHIz > THHREFIHAMREIC L T < (R
17) MEDOHHFELMOE A SCERMLEZ FRRICT H 72012, EFHCEOHKE L NE LR
9D X )TV A v ENT ISOEAERKE (1ISO8879) THDH, Tz, SGML OF A7 H
DERIFEALVEFRLRNS, SGML kv o It~ —2 7 75758277 (Extensible
Markup Language, XML) 2 {E& 7=,

SGML D4, HEL SN LENFDNTH D021 150 X E4E 7% (Document Type
Definition, DTD) #ZMR+ 2 MENRH 5, DTD &1x. SGML Xi% XML Z ek M 05tk 45 72
WOY—)LThDH, BHIZE 5 L. DTDIL SGML I XML TEN 5 CEICER SN HHEC
(ITEH. B, =07 07 40 KOFEKFE) 2HET 5, DTD BMER S, ERIZESINTIEE
NEIND L, XEBRZODID EXfbEND, ZNEAVTFT—va v IR D, CERZD
DTD iZ& 2 HANZHE > TWIUE, ZOXXEITA»E D, DTD OHLANZHED 2 SGML,
XML SCET ) & Z b,

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

DTD iHffl# D XLEDHERINIHEE 7+ —~ v NEHET D, XMLIZSGML LV {7 1%
INT, ERX] OoF—Z2EnHrart 7 FAHY ., WAL XML OEARHZERL Y T3
Bl OBEREEAWMZTHN, BEOME L DOy PRERSNDHEA DU A MIOWTIX DTD
ZBRBLARV, XMLIZAF—< EMEEIND S SICEATZ M EEZ T, XML AF—< |2k - T
S OICHEME RN EH T 2720 T, BERXOT—XIZ—BO 7 LX) T 4 —%Ff
T-HAHZLNTE A,

— %2 DTD T CESLT £ A MEFAFRICH N TS, XML AF—~< 37 — X EHRIERIC
BBHEWTWLDS, DTDIZHEY D 1 21%, ZROENRIEE AT —< L) “ODRRD
DOEFREFICRTILETHD, XMLIEXL —E] Tha 7O, HHRARICEYNCT 78 X925
720 T30 ZMEEE LRV, &5 XML A ¥ —< 1 3HE. RAE&R OB IT 23 Al RE T,

ZHUFEME TORETH 58,

XML (21X, 3_TO XML 2R —H— (244} 72 < Unicode NIFET D EWVWHFLELH D, KD
bOEEE, 1TE A ED SGML 7S—H—|Z Unicode ®H AR — K 2424 L 727, Unicode 13¢5
Tl TEA] oa—F 7)) 28HET D, Lo THEMRE TXTEREINDS .,
WHER (A X, B, 74 FUIRAZANL) FU =T T30 -0 —FFak v i
o7 7V r—va RSN D, ZO X DI L TERBROZER)N XML O I/ AA F
NTWN58,

2.4.2.2 BFHRHOFR

XML TR —F 7L CRER G S TWARNZ s ICHIZ XML AEXT @I L vEL
TW5E LT, ICSRIZXMLAF—<ZHHATHZLIZL7z, XMLIZTRXTOT Ty N7 4+—
L THEROB TR AT TE D5, XMLZME S &, MO HETIIMEAH L DT
RWERE S T EMEL, oD a L Ea—Z VAT AMTRZITET Z ENAREICAR D, XML
N7 ZAMEE (A yvt—) Aotz Xo—72tT 50 Th %, EFEERKIC
FoTEHFEENTHDHOT, FIHARETS 0 Fit 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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(AR 1)

ICHICSR |Z, #Ee3 L OBRAERE CTX 2WVEWER AEFELONEN LR HBEERITDH
L CTHEBRZROBFHIZMSE L OMHT 2 REL T D, BFHREICIIRO L S RFERH 5,

o ICSRT — & Z BRI AZHA K OIS D REN) & i h B .

o [HHAENEL T IME~DOERELERS T D,

o Ao TK DA vE—YOHBINRMRRK I E fIREIZT D,

o FRNTHORZENET — 2 INEERHIZT D,

o T—4 () BEEFITMERERZH/NRITMZ D ENTE D,

3.0 WRMAER

E2B (R3) ([ZHERHENTWD L) R EHEERFHEAYR— DY 7 by = THAERZRRET D
W2, BEREAOFHRE IOV TOERFHZ oL, A v E2— VI IEMREICKB S
LIV ERMLETHD, BIHA =T —XTHHOIEfERER (XML A
F—=) ZELET TR, ENRERZH DT OIZER I 5T — & THH B OBk % HE
FELZ20ud e o2y, 7— 2B, BEY A b, = — F&XOVICH ICSR A F—~ il
DFFE Z Z N ICSR DE AWM EE2IEET 2 Y 7 b = 7RO ok 2 Th 5, ICH
ICSR A v&—Ud, E2B (R3) XEOEXT 5 HM % EfEICHER, RELLZEWER FEES:
DOF—H v MERE ATREICT D, ARFEEH A K I3FETIE, EfZe E2B (R3) T—XIHA & Fl
FATRE CACHAATBEZR ICH ICSR A v B — Y ORI IZUA DR E R 2 5% 5, ICHICSR A v
T VICHER A=< 35 (A) ICREBIN TV S,

3.1 [ICH ICSR Bi:&Eg

E2B (R3) IZHEENZICHICSR X v E—Y O FEAREH & XML T+ & ORE X 11238
T, MOFOZENENDHR v 7 AL E2B (R3) T — X HBEEICEBRII2ELO, BEY X b
(B4 ) IZFTFOLNTWEZEDOTay 7 OT—XHBEZRLTWS, BIZIZRKOR Y 7 A C1,
TEPIZ MR DOFNE E2B (R3) T—XTHB O CALHESMARE E2B (R3) FT—XIHA Y A MZ
EFbnTWwWA Cl7ay 7 OHEHEZHRT,

E2B (R3) fIARIZMA, B, EAKROBVIRLAERIEIERXSy (FR7e vy 7)) 2%
LT —ZHAMAORREERT D, HAMOZ 5 LIEERIIEEREH Y, kDX D1
REND,
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(B 1)

L1 (EA TR
L1 ([EF TER)
o (L kEZ s TwaZE)
o 0..n (LAZHIETHRE)

BAHDOMITIZNEESICHLLLELELDT, EHEL—PF—NICSRDO S I E RS DOFEHE
BUREZHME L, 77U r—3a VHREENE2B (RI) HRICHAT ALY A &n,
FEENT XML A v v — O Z BIRS 2 DI,

_ o

K 1:ICHICSR#E®E 1

( ICH ICSR

C1l PN PN D
SEBIR SR E DA 1...1 1...1 BERE

C.2r PN < E.i
B—RIERR ® 1..n l..n BlfER BEER

c3 F.r
EFREMERED Q BEODIICEET HRE
RIEEICET 21K 1.1 O0..n RUBEDGER

C4rx P ® < Gk

5| Ak 0..n 1..n EXEAER
H
c5 A PY
HBRO@A = 0..n 1.1 EREERU T OMOERO D
R4
1x% (1..n)
¢ < WA
rY 1xt1
Py
O< 1% (0..n)
a5
O 1xt1 (0...1)

\ 7= /

3.2 E2B (R3) Ma—Ft&vy b, AERUVER

ICSRNDIEHR OIS U< 1T 2— MU S 2 ARESCE BRI IEEAFET 5, €95 Lz
HEEX X2 — ey hod T, BECRM OB SUIE = — R & —8 i —nu <, $5%£<
OT 7V r—a ARSI TWS, ZALSNE MedDRA  ([EEFEFEMHE) D L D 7eEs
SR LT RECTH D, ICHIER ORI 72— RU X MIficb 5, 22 Tlik, AFE
A RTHEHTHEI Lica— ey b, HEKUGEEICOWTGH LS, 34HTHARICE
R I2 TA H o A v T,

a— Rty bOEIZRERR (B 0 7—2M) & 3ATTRT A, ENHIIARFEETA RO
RIEERTRAO LD TH D, AFRITH LD R O LWESE Lo =—X2GbE T, R
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(AR 1)

WCEDD AR B 5, BAHIZ, a— REy hONRNY F— g A (] FF ] Szl
T7x—~v PARWME) ZEDLOIFIHFEEZEHTOMETHY . 2 — Ft v FORFTOMRE
ZRFDITIT LRI VWA DR D LER D 5,

a— Rty Mg (B : FriESN=8l7 +—~ v P EROVMH) 1ZHGEEZEHT D
O MBI ED B, 25 LRI AEIE T A FOAK L Rl 5 2 LD 5 AN

Rl B-th, T— Ky F OB OHEER S 2 12 B B2 Dt % B
55,

F 7= 2 P+ (Object Identifier, OID) (X, A7 ¥ =2 NERET HT2ODOEIITH D,
ZOBINL, [FHEESWHEH#ES (International Telecommunications Union) ASN.1 42 Y44 % F1) F
L CIERICHE SN BElE s e 3412 A2 R T, BONTA TR b —Fi & DHF,
XX T770F) EMENRD Y A RELTREND, #lZIEX MedDRA &5 HIFELEIL OID
2.16.840.1.113883.6.163 THEE 4L, T &x T 7 FTHRT & [joint-iso-itu-
t.country.us.organization.hl7.external-code-system.MedDRA | & 72 %,

OID 133 T2 8&kT A Z &L TEREHENOATTAZ LN TE, AFLEMEMIIVELRHN
ITA TG L L CHFOMBA ST U2 MZFDOOIDEDITAZ ENTX3B, ICH
1L, ICSR X v —URHUIBWTHAIN D 22— RMERZ#HHIT 25 OID Z#EA L T\ 5,

RIEDF 1~7 121X, ICHICSR ODF —XEH D a— FMuIZEHA EN 5T XTO OID D—E &R
T, ICHREEE L7 OIDD—EIXZICH Y =7 %A IO ATTE D, £ 1~7D 0IDTHZ T,
—EROHEB OFEH BRI Z X 572D, HL7 2888k L7 —# @ OID % ICSR A v & — Tfff

45 (] EBEEMEDOT —ZHEH Frd4 KOVFrs Tk, MEE) & NEiE 2K

Bz, FNENER/D 0D #FEHT2) . 6O HLT BEk OID 1T LA FOFRITIEFEaR LT

W2 WA EBEOMAICAI L TH_To 0ID 28k | (D) OZBHIIRT,

ICHICSR ¥ H A F 2013424 H 12 H
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(B 1)

3.2.1 ICSR Ay E—CTHATHIARRVER

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

ISO 1% ICH M5 EWG & JL[RI CIEEFMICBET 2 IHF MO 2 it 3 5 72 oo —H O E B HEE % 5
LT, TNHITBERE., AL ORHEBMNOERMARHEL O~ v B 7 AT ik
BT 7 b [EEE 28 2 7= /A OB NS DR &2 2Rk (B BiRksy) & o
~ v BV EAREICT D EEREN T L E T,

REIET A FONFRIZ, EZE L5 (Identification of Medicinal Product, IDMP) @ ICH M5 3
LEHA RBAFAREL 2D TETH D, 1SO IDMP AEHERI & IIA ICH M5 4T 4 ROFEMTH
D, LT &&Tr,

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

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

e IS0 11615 Health Informatics -ldentification of medicinal products -  Data elements and
structures for the unique identification and exchange of regulated medicinal product information

e IS0 11616 Health informatics - Identification of medicinal products - Data elements and
structures for the unique identification and exchange of regulated pharmaceutical product
information

ICHM5IDMP O HiEA T 55T —XTHA A LEILHIZFELL R"T, LaL, ICHMS5
IDMP AFE TR+ (B : =2— F) XIXZ DO GT N2 WEE L, ICH M5 FE3E 5 A NA3F| A AT
BEIZ72 % F CAREEN A RRZOEHE 2 — NMET 2720 DORBRHERICO VW TORREHEZ
AN R

%, FZEROFEANT (2—F) |Z. M5 IDMP & BFHEEN F24E X 5 F Cli4s Hilsk

O IDMP @ M5 EHHFENFIHAIREIC /25 £ TIETr —ZHB I EV— 1V Z@E T
TEEELTH LV,

ICHICSR ¥ H A F 2013424 H 12 H



(B 1)

#£1:E2B (R3) ¥—XHEHH KW IDMP OID

ERBAIT BERA £ RoID10
D.8.r.2b EELEMBAF (MPID) ISO11615 MPID
D.8.r.3b HEIEBIF (PhPID) ISO11616 PhPID
D.10.8.r.2b EELEMBAF (MPID) ISO11615 MPID
D.10.8.r.3b HEIEBIF (PhPID) ISO11616 PhPID
G.k.2.1.1b EELEDHBAF (MPID) 1ISO11615 MPID
G.k.2.1.2b BE|FAF (PhPID) ISO11616 PhPID
G.k.2.3.r.2b R EERSDID ISO11238 IDMP Substance
S O (g 1ISO11239 IDMP Dosage
G.k.4.r.9.2b EFELFIFZDID Forms & Routes of Admin
n 1ISO11239 IDMP Dosage
G.k.4.r.10.2b BE5EERDID Forms & Routes of Admin
" 1ISO11239 IDMP Dosage
G.k.4.r.11.2b BADBRERBOID Forms & Routes of Admin

3.2.1.2 MedDRA (EFREZRMAESR)

[E 754 (Medical Dictionary for Regulatory Activities, MedDRA®) |3 [ 3£ 5, K& INZ Dl o>
RS (B OT 7 F o l) O EBEET 28 EFFLIEFROSFIMEH N D E
FHEETH D, ZbDT —# % MedDRA HIGEFEHEYE v MZa— Mbd 22 LT, #lHl4)m
e OSB3 R B S O 2 R 7 R NS BE T 2 7 — & & L 0 Z8H ) OFAT Lo < 72 51

MedDRA IZ, ICH 23B% L. ICH OfCER & U C [ Rk 52 (International Federation of
Pharmaceutical Manufacturers and Associations, IFPMA) 23FTA L CW\\%, #MAFELPEHi%

(Maintenance and Support Services Organization, MSSO) 7% MedDRA D& !, HEEF & OEEAT 217
9 & & BT, MedDRA & BUIEIEF K OIS N CTOZ OFIHICET 2 e friEma f8E L T
W%, MedDRA IEFEE IXHREDOE TR A GG 5, MSSO IZIZEREAIZIES) L TV 2 ERTD
TN—TRNH0 WONMAENSREISNEZTRCOLEELZEE L, T OREH CHEIFICH
BT 5,

ICH ICSR CTRMWEA X IIAEFSG, HAOMHEH, BERER . < 0EZME D 2 — NME
\Z MedDRA Z i[9 %, LI DT —%IHH TlX MedDRA /&7 (LLT) 2k b a— Neaz
Hl44 1ODICSRIZODE 1250 MedDRA NRN— g  LFIIHTE R WZ LICEET S,

Wons3%0ID B a— ROFANARICRsTeb TN bICES L b d,

11 = » MedDRA DOfi##iIE MSSO D7 =7 ~— (http://www.meddramsso.com/) 75 D 5| T
BbH, FELUTIZEDICHIZET 2 7 = 7 _X—=U BRI,
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(B 1)

# 2:E2B (R3) ¥ —#IHHK&O MedDRA OID
BRI ER4 2 HOID
BEET 5RAEERUMEER (KRR FMHO
D.7.1.r.1b =z  (MedDRAS — £) 2.16.840.1.113883.6.163
D.8.r.6b FRAEE (MedDRATI—K) 2.16.840.1.113883.6.163
D.8.r.7b El¥EA (MedDRAO— K) 2.16.840.1.113883.6.163
D.9.2.r.1b HESINT-EE (MedDRAO— F) 2.16.840.1.113883.6.163
D.9.4.r.1b El#RIZ &k 53%E (MedDRAO— ) 2.16.840.1.113883.6.163
FOEEY 5AEERUVMEER (BE/F
D.10.7.1.r.1b W= 2 0M)  (MedDRAT— I) 2.16.840.1.113883.6.163
D.10.8.r.6b FRAEE (MedDRATI—K) 2.16.840.1.113883.6.163
D.10.8.r.7b El¥EA (MedDRAO— K) 2.16.840.1.113883.6.163
E.i.2.1b B[R BEELR (MedDRAO—FK) 2.16.840.1.113883.6.163
F.r.2.2b %&E4% (MedDRAO—FK) 2.16.840.1.113883.6.163
G.k.7.r.2b FRAEE (MedDRAZ—K) 2.16.840.1.113883.6.163
H.3.r.1b BEEI- S SBME MERBERURBEME | 60001 113883.6.163

BA/AEESEROBESE (MedDRATI—F)

ICHICSR ¥ H A F
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(B 1)

3.2.2 ICH ICSR AIZ{EmEh ICH A¥RT 53— FEy FRUF TP/ FEAIF (Object

Identifier, 0ID)

Z 2 TlE, ICH DT OIZHERNTAER ST ARFEEE T A RICBtRT 52— RE >y RETROID O—
BEREERTDS, ZNHOa— Ky MIICHIZLE > T, ICHDOZZOIZHFEIN A,

#3:E2B (R3) F—ZEHKOGICHICSR A y¥&—Ya— FOID

ERBBIT ERA4 ICH OID
N.1.1 INYTFHD Ay E—SDIELE 2.16.840.1.113883.3.989.2.1.1.1
C.1.3 wmEDTELE 2.16.840.1.113883.3.989.2.1.1.2
C.1.8.2 REFDE—EEE 2.16.840.1.113883.3.989.2.1.1.3
Cc.1.11.1 MEWEMEIE 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
C.5.4 BEMER. BEEEINEEINHBRDES 2.16.840.1.113883.3.989.2.1.1.8
B'ﬁ'i_ BEODRERES RV LT OERE 2.16.840.1.113883.3.989.2.1.1.4
D.2.3 BEOEHE HREFORBRAIZL D) 2.16.840.1.113883.3.989.2.1.1.9
H : _E| :

E.i.3.1 g;%' FOTERLSNIEIER /BT 2.16.840.1.113883.3.989.2.1.1.10
E.i.7 REBRBORER  AEBRDER 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 EEXERBESORERR T 2.16.840.1.113883.3.989.2.1.1.13
G.k.4.r.10.2b BEEBOID (E2B (R2) )

' 2.16.840.1.113883.3.989.2.1.1.14
G.k.4.r11.2b FADERERBROID (E2B (R2) )
G.k.8 EELIIH L TRONA-ALE 2.16.840.1.113883.3.989.2.1.1.15
G.k.9.i4 BRECEMERIIBERLEMN? 2.16.840.1.113883.3.989.2.1.1.16

EERICETEZ0MDER (23— Fib)

G.k.10.r (BB L8 Y R 6.840.1.113883.3.989.2.1.1.17

ICHICSR ¥ H A F
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(B 1)

#£4:E2B (R3) —FHEAKGICHICSR X vy¥E—Ya— FOID (ICH #IfBff UCUM 22—

K)

BRI HER4 ICH OID

D.2.2b BIER  AEERXBFOEE (B4D) 2.16.840.1.113883.3.989.2.1.1.26
L8 75 (M E = = H

D.2.2.1b H”’“F?E'”’Fm/ﬁ=$§%ﬁﬁ®m&'ﬁ 2.16.840.1.113883.3.989.2.1.1.26
fil (BEfL)

D.10.2.2b BOER (B 2.16.840.1.113883.3.989.2.1.1.26

E.i.6b BlER  EEEROFGHR (B 2.16.840.1.113883.3.989.2.1.1.26

G.k.2.3.r.3b g2 (HfD) 2.16.840.1.113883.3.989.2.1.1.25

G.k.4.r.1b B5s (BfI) 2.16.840.1.113883.3.989.2.1.1.25

G.k.4.r.3 BE5REROES 2.16.840.1.113883.3.989.2.1.1.26

G.k.4.r.6b EERIREEME (B 2.16.840.1.113883.3.989.2.1.1.26
= == 3 =3 /‘} JL =

G.k.5b Eggg(€%$%ﬁﬁiTO)?&E'““‘*"E’LE 2.16.840.1.113883.3.989.2.1.1.25

G.k.6b IREERFDITIREARE (BEfI) 2.16.840.1.113883.3.989.2.1.1.26

) EELOBSRIEMSBIER AEERH
G.k.9.i.3.1b 4 COBMMEE () 2.16.840.1.113883.3.989.2.1.1.26
o= = 4 L = ==
G.k.9.i.3.2b EREOBRESH SBIER AEERR 2.16.840.1.113883.3.989.2.1.1.26

WETORERER (BhD)

Fr3.3 MREEE oW TN RH 5, ZOHEB ITEA R EMNEZRREL 575, ICH 1T
Z OB KR L CHIBRET UCUM =2 — RERL L TV vy, AU U Ld UCUM U A ki
UCUM 22— RZEIRIT B2 N TE, £8IZ0IDBEEH I TV,

ICHICSR ¥ H A F
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(B 1)

#5:E2B (R3) S—ZIHBKWICHICSR * v k& —T4Ri122[H OID
BRI HER4 ICH OID
N.1.2 Ny FES 2.16.840.1.113883.3.989.2.1.3.22
N.1.3 INy FREEHEAF 2.16.840.1.113883.3.989.2.1.3.13
N.1.4 INY FRZIEEEAF 2.16.840.1.113883.3.989.2.1.3.14
N.2.r.2 A yE—UREEEAF 2.16.840.1.113883.3.989.2.1.3.11
N.2.r.3 AyE—UREEEANF 2.16.840.1.113883.3.989.2.1.3.12
-, E — - N [ |/ ig s
c.1.1 ’flj{;%‘t'“@ﬁw UER) REM|EHE 2.16.840.1.113883.3.989.2.1.3.1
C.1.8.1 R E9IZE A D REFIEE R F 2.16.840.1.113883.3.989.2.1.3.2
STOMD | R F OWERRR CEAIHEIT 2.16.840.1.113883.3.989.2.1.3.3
C.5.1.r.1 REROERES 2.16.840.1.113883.3.989.2.1.3.6
C5.3 HERMKIEE (RARVH—) OHBRES 2.16.840.1.113883.3.989.2.1.3.5
=2 SRR S0 45 = N [ZE R
D.1.1.1 '“‘ﬁa):/ﬁ“affg?&U%@qﬁiﬁ’ﬁ (B 2.16.840.1.113883.3.989.2.1.3.7
PERRES)
=2 g;). = £ = N =3 N
D.1.1.2 '“‘fwi/’ “Effg”_&(}%m'ﬂﬁ’ﬁ (%P 2.16.840.1.113883.3.989.2.1.3.8
EZELHRES)
=3 opsssg S N el P e
D.1.1.3 ';,:%?“” fﬁg’?&(}%maﬁ’ﬁ‘ (e 2.16.840.1.113883.3.989.2.1.3.9
SRR ES)
EEOZEIEBRUVZTOERRES (HE
D.1.1.4 DTSR EEHAES) 6.840.1.113883.3.989.2.1.3.10
G.k3.1 RBDHEES 2.16.840.1.113883.3.989.2.1.3.4
% 6: E2B (R3) 7—XHEB KMERILEA »E—T4R1ZEM OID
EREIT R4 ICH OID
ACK.M.2 FESANE Ny FRAEE ST F 2.16.840.1.113883.3.989.2.1.3.17
ACK.M.3 FESANZ /Ny F2EE ST F 2.16.840.1.113883.3.989.2.1.3.18
ACK.B.r.3 ICSRA vt —UHERILEZIES 2.16.840.1.113883.3.989.2.1.3.16
ACK.B.r.4 ICSRA vt —UHERILEEIES 2.16.840.1.113883.3.989.2.1.3.15
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# 7 : ICSR /R ILE LB O AT OID

(B 1)

Biff=a—F ICH OID
ELE=Foara—F 2.16.840.1.113883.3.989.2.1.1.18
B=REHMNO—F 2.16.840.1.113883.3.989.2.1.1.19

EYIL—Ta—F

2.16.840.1.113883.3.989.2.1.1.20

BYFFoht-ToT4T4DRE—F

2.16.840.1.113883.3.989.2.1.1.21

HwEEFRI—F

2.16.840.1.113883.3.989.2.1.1.22

HWEMEMITa—F

2.16.840.1.113883.3.989.2.1.1.23

TTroiarvsA4ra—~Fk

2.16.840.1.113883.3.989.2.1.1.24

XESRA—HFAH—a—F

2.16.840.1.113883.3.989.2.1.1.27

3.2.3 ERR#EI—FEY b

Z 2T, ICHIZ X 5 TXUE ICH O 7= DIZRFBINCAERR S T2 TIERWNR Z DO H A X AT
R 52—y NEOOIDDOY R NEfERT 5, ZH0a— Rty MEICH LS O#E
KOFRIZE » TEFE I E G CEBEMICHEREF SN TVWD, 207D, FRMELE YT +—
<y MIZFOa— FEHERL TV AHEBEIC L > TERIND L DIZREIND,

Ayt — PR THMA S NS EREET— Ny FROID IR T4 5.

e 1SO3166 Partl (alpha-2) — EKIZED PRy DOFRa— K —Part 1: [H=a— R, EH4,
JRE K OB b O EEMEZ ORI O A EXT D, GEF2XFTa—F)

o ISO 5218 — 1HHMILB Iy — £ F DHERZER D7D D = — ],

o 1S0639-2— S##AHLRDIEDODT—F,

e UCUM — JHE# 7D —=—  (UCUM:The Unified Code for Units of Measure) . K

Fe NCFIERA & 512

o ZINHLDANA— Nty FEMENT D ICSR T — X HH ZRFITZET 5,

12 http://unitsofmeasure.org/{Z UCUM {2 DWW C DFEMZARE RN H 5,
xml 3% html F220C http://iwww.regenstrief.org/medinformatics/ucum/downloads 7> 5 UCUM & #E

EHAUa—RT5H5ZENTED,
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*8: ER¥MF¥=a—F&y hOID

(B 1)

BRWAT | TR e AF | smoin
® e ISO 3166 Part 1
c.2r.3 EEDOEI— K (alpha-2) 1.0.3166.1.2.2
e = - e ISO 3166 Part 1
C.345 EEHEDER (Ba—F) (alpha-2) 1.0.3166.1.2.2
. ISO 3166 Part 1
E 2% A2
C5.1.r.2 HEBROZEE (alpha-2) 1.0.3166.1.2.2
D.5 4 31 ISO 5218 1.0.5218
D.10.6 HOMHR ISO 5218 1.0.5218
) E—RERRICEVRESN-BIER ISO 639-2/RA
E.i.1.1b EEEEOEE (alpha-3) 1.0.639.2
E.i.9 SR AEERARE L B0y | 008100 Patl 1y 44166102
(alpha-2)
F.r.3.3 BREHR (B UCUM 2.16.840.1.113883.6.8
2 O 5 o ISO 3166 Part 1
G.k.2.4 EEmZEATF L=EDHA (alpha-2) 1.0.3166.1.2.2
= ISO 3166 Part 1
G.k.3.2 AR B (alpha-2) 1.0.3166.1.2.2
H.5.r.1b EOIBER UREEOERORHEE '5(2,3]3: '32)’ RA 1106392

ERIZEENLRWBINN 1 55D,
RO TR

& 4 O FEBFRA T

[REHZEICEAD (ER) ZaMEMREHRT)
(C.18.1) THEAINTWAHBIFIX,
FMALTCa— eI TIERW=D ., ERICITEENL TRV, L,

ISO 3166 Part 1 %
s A

FIEE OO —EBIZ ISO H = — FERZMHA L Tnd, FEMIE CLLICET 2R OF5] &

EZMOZ L,

3.2.3.1

IS0 3166 Eo— FOFIA

ERERZE2tEHRE (ICSR) WOESKM, AEFES, BEE UIREETICEFRT 28 EZO T —
XIEHCEZ¥ET H, E2B (R3) TIEEz=— FE2MET 257 —XHAIZBW T, 1SO 3166-1
alpha-2 #Z M4 5%,

ICHICSR ¥ H A F
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(B 1)

3.23.2 Ayk—vxIra—TFT4TDEA

ICHM2IZICHETFHTA RTA NZHEASWTHER ENTZT R TO A vE—TI28 W T, XML
Avb—Vxra—F 4 N UTF-8 DERAZHER L T\ 5,

3.3 ICSR{nzkI<B¥ % ICH E2B (R3) {f#k

E2B (R3) Oftdkid, REIC OV TOEEFHELUMADF5 & LIIZ, ICHICSR D% T — 4
HHOFMR I REED TN D,

3.3.1 RERIELGHFR
AR 2 VRS TR RRSE R R E L TOREBUTE2EZATHRITTZR B0,

o — ANDBITE HEEFE B TE 2BEFOREIITERZOT —X¥THAOWT N1 OTE
BEEZILND (] A =L, FElEh. MR

o — ANOMHITE HHEE BB TE 2MEFORFEICIIEHOT —XHBEOWT L 1D
THEOLEEZOND B A =L, fEFT, BF)

o 1OOAWEM AFESR CUTEEM)
o 1 ODOHEEHEIUIFAARTEE

EROOND TRARROER] 2OV T, MUl L~V TEMOBEEL—ABFET D2 L
BH5,

R TE DA B A =2 v b, Film, MR SUTERBITE 2MEE (B
XL ERT. B ORFEIITEROT —FEHEOWT AN 1 OTHES &%z%
b, ZTOMEY ZIZHOWTILICHE2D A4 K74 > 514

(http://www.ich.org/products/guidelines/efficacy/article/efficacy-guidelines.html) Z5E L
6 WA ANDD, e, BELBREEPR—-ANOZLEHY 5203, £DY

B b HIEBORELE I L WD LEZ D, FABRREECIELD, BHEOA
=T AREOMOBEHRIFEZMEIEET LN TERVEGSH D, Lo
L. Z1TH DAHEDOT —FHBIZANFRREERHLDOT, ZOT7F—FHBEIC
ODWTHHHDOFF & 2R+ 2,

3.3.2 Ayt—YHOT—2BEEDER

ICSR DARIEIZBT 2 A v A%, filx ORWER,  AHEFRREZTHMET 272D AT
TORRET — X 2Rk T HICH->TCOREEEL, ZONA X AEIKIZLTEA -V
YERIF I, ICSRZHDIBET HZENTE D, LL, TR TOEBEICENTTRTOT —
B OEHRNAFAREEITRSZ2WNWTHA I,

FERE T EA LD ICSR TN EOT — X HANRHTHY . MEOF TIREI AR,

ICSRIZEBFMNBEEIND -0, RETHEEDT — X HBICEAEI D ¥ THLEITRY, L
L. T—HHEANZETHLHANEY LW SR00n, REENS RO, HAEHRE#EE
LT E#E] SNTWVEINLRONEMDZ ENEELZGEAELH D, 2O L) RGEITIX

AR TERET —AHEBICHTAHAA v E—JICED T, 2NN EERREOREE %
NEDS
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(AR 1)

E DI, ICSRICELR S5 FARIRLE R (331HBM) DI, Wil & u Pl Ast4

L OERERLRIET XETH D,

o XEHFILICEAD (EF) ZaethidE#s T (C.11)

o WEDHM (C.13)

o AHEOEMIGHAFH (C.15)

o ASEGIL Y FLE OB EME OMUEL =T 2 (C.LT)

o I EA ORERIESI T (C.1.8)

o WEHDE—F (C2r3)

o EEHOMM (C3.2)

o WEOFEEN BRSO OWE] 0BG, UEWEM AEERPBIE S R B ORE
(C.5.4)

3.3.3 —fig/RAl

HLETHERIZIZFZETHAZENEFELL, ICSRNBARNTH A7-DICITRIEBMLERERYE »
FNBMTERIND, 20O L IXRMOIEFIHRL, BINEH & OMEIE ST S5 XX JEG]
ZEteh bW AFED ICSRICHTITE 5,

AF LT RCOEHIT, 5T 2 E2B (R3) 7 — ¥ I8 B J Ol T rl e (B IR A f . 58
B ENTZ 7 r—~ v P THETRETH D, ZNHDOHAFEICIE, 1SO (Ha— K, #4
Bla— K, SiE=2—FR) . MedDRA (il : JRIEE, B/, BHWER AEFESL) . UCUM
GHEDOHL) . MOV ICHMS (IDMP, £ L<I1X3211HEBMR) BdH 5, FHEMCHONTITAIE
W E SRS,

ofElL SN TWanT —4 (fl : ARICER, SERLPHGLEk. XFREGRR L) OHITA
KL A FOFRITH DM, 3.5 HTIRMEBHRED 720 OHATHIRIRIE 2R H 5.

3.3.4 FEBIDERE

ICSRIE., EHMZEMEMIZBIT 2 FHIBOMERE M PEBHEICE ST, BsXEGE
RO EHEMCREEESEINAZ NS D, ZOmERIR T, AT ) LEE I Y LA
BT AFIEREAFLRWVEY . SEIEFICHOWT [ZE LT EXHR AP EEPICER
SUFZEE L TR 57220,

BISRNL O0H Y | LTOTF —ZHAIZOW TN ATRETH 5,
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(AR 1)

o XEFILICEAD (EF) ZaethidE#Es T (C.l1)

o EKDOAL (C12)

o [HHIENLEMICHENAFINIZH (C.14)

o ARHMEDEMEMATFTH (C.L5)

o FIMFIREZRZ DOERNTIH 52 (C.1.6.1)

o AJEFNT Y IE DR SWME OBMELE T2 (C.LT)

o JEBIRZEMEREDOREEICHT LR (C3)

o AEFLILOHEMBIEDOEYE (Ei3.2)

o ZOMONEH (Fr.7)

o [EFMLENWEM /AEFZORRMMGE (LEIGUHYIET) (Gk9.izr)
o EEFICLIDWA (MBS UHYIET) (H3r)

o XEHFDER (H4)

e ICSR DFLIMT —H# I H DIEER
INHOTFT—XEBIIMA, FBhLD MedDRA % F|H L 7= MedDRA 22— KDOF — X IHEH O
FLARETH D,

MR E A ORERFRRIF)  (C.1.8.1) 2[F L THD ICSR WEBAF/ET DA, [F—E
BIOEHN B EB DM Z BT HEFORBITEHRATH] (CL15) BRELTHD
ICSR ZEBAFIET HLENHDH, TDOX O 2GE1F MERO B (C.12) THLERHE
DIFIREFFET 5,

3.3.5 F—ARFEHDIZ+—< v FZDOWWTOIEER

E2B (R3) 7 —XIHRAIIMERY2Y V) iz /ad, £ L CEBERUEIIERE G0 AR
OYEBNZ BT 215 Z E LXKy B D DI Kilsh b, FXZITEDT —F OAREIZ XL - TR
DI SN D,

o XJTA
o C.A1—ERIZ MRS D5
o C2— 5 —kIEHRIR
o CI3—JEfIZEMME DOEEE I HIEH
o C.4—5|H3CHk
o C5—#BRDILH
e X/7B
o D—HEE
—RIER/ FEER
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(AR 1)

o F—EE OBWNIIBIE 5 Mt o OSLE DfE R
o G—IEHRinfEH
o  H—IEBBEE N O DO H O FLik

FITERL &SRS (BD) EESES (Gk) OV L 274305 Tip LU Tk i2mzx, T
TEOT—ZHAXFZOT By 7 PEVIRLAEETH D Z L am Lz,

RFEWEET A ROT—HIABDOFESFERIZE2B (R2) THEASNTWA LD LR
o TW5D,

3.3.6 T—H2AHD—BKIIL—IL
e HEf7x—<vw b

HL7 I3 —? 7 +—~ v ., CCYYMMDDHHMMSS.UUUU[+|-ZZzz] CH K2 £H+5Z D
74—~y Ml L AREOEREDHEN E CRAeICRETE S, ZOHMT+—~v v M
IR e ECT — 225252 L TE D,

ICHICSR # vt — T IRKEDHN ] AT H I LIXTERY, BENRD D I s
EEITHHE. HERN [RROHA] EMRENDIOE[TZD, BREEHEZEHIIENE
NDOYVAT LERETHVLENDS (B HEMREC 2ZZzz 478y b&2fTT D)
FEANZ DWW TCIIARERENT A RO N 23BoZ &,

E2B (R3) (ZoWTCliE, BA4THTHANT —XIHH Z L ITKERO BIHEE L ~LEED D,

KREHTA RCTIEHHE—D7 +—~ > & (CCYYMMDDHHMMSS.UUUU[+|-ZZzz])
THRZRBT D, D74+ —~ >y bTIE, FHNLH AL E ToO A REE# 4 2
O 7R BRI TR B 2 L ST B,

B4 TRMNT —ZHE I LITRIRROKEE L~V 2R 353, AFARERIRY £ <
DR EZ RS~ TH D,

o [EREM 72 mtIli 2 CREidH B OFERIX T X THRFETITH BlsME TRERE TR s,
BRI X 0 s S RRIER  FEES%)  (Billa) KO TRHEEECRiEiS
JERMEE N OREZEDER] (H56nD ) . LL, Avk—Yarbta—iAL77 hJy/8—
IEEHIRD A v — U OSiEa— N2 BT 5, SHUIKOEET A RE2EBoZ &,

ICHICSR ¥ H A F 2013424 H 12 H
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(AR 1)

o A—FMUEIZEDHNLIZT 2 EHT 5,

e EU, KEXKUHARDIZA, ICHATHF—"—ThL5ENLSNOE L (F 0 T % KO
AAA) TIFHE L TICSRIZ MedDRA #FIH 9%, MedDRA =2 — R{LIZHMEERFTXTD
T—HIHEIZOWT, FHRERFEIC K > THRE SHUEER/ AHFFERICKR S L <xba
% MedDRA LLT 2 ESE X715, MedDRA LLT (Z IEREIC—Er L2V, 55— RIEHIFIC
Lo THESNTAFER BWERICER BRI 2 LLT HEEICT 2, JEBEROFTRICE T
HHIEIT WL, &HRR® ICH 3C#E TMedDRA Term Selection: Points to Consider] % £:ff
S, REERREOKRFT OIS 1Z [Diagnosis and sign/symptom| 2 % [Definitive and
Provisional Diagnoses with or without Signs and Symptoms | DIHIZHER LTV 5,

o BAITK - T, JEFFRIERE /R EORRRER OEREICETAHRENR TN TS Z
Etbdhb, BT —XHEBIE, 2RI IEERGELS > THEE LN 7+ —~ > b TR
THZLEOTERVBINMERZIRMIET 27-2012H 5,

e 1 ODICSRANTIL, 12D MedDRANR— g v DR EFEMR L TEYT L TRTHOTFT—XIHE
Hxa— NMk35, L7en>T MedDRA AZEEZ AT H7=NZE C/3— 3 D MedDRA
DEFE SN2 T2 6720, 72720, BED ICSR % 1 >O/Ny FTRHT HE. 0
Ry FHNOFNFND ICSRITE R B NR—T 3 D MedDRAZZSB L TH Ly,

MedDRA = — RULEZ M+ 527 — X HEIZ DWW T, 15® ICSR N TILF—o
MedDRA N— 3 VAR L2 iEe 5720, 72720, EEDICSR%E 15D

e Ny FTRETIEHE, TORNYTFHRNOZNEND ICSRITE R HNX—T g 0D
MedDRA #Z M L TH L\,

UAFIZoOWTHEETDHZ L,

o {TFT—HHBADOT—ZBFLITO X IITREND,

o A=Alpha (3E7F) : ZOTF—XAFFE L LT, ICSRIZBWT, #lxiE IHiEHEDOE=z—
K] (C.2r3) —2A % 1SO3166 fEHEHIG ICHbED7md oo K ) B HELY M E
ET b EOT—XHATHAIND, BFT — X ZERT 5 0FHNT — X BT,
FIZIEX [IP) DX T NVT 7 Xy NORILFE/NLFLMEZ 720, e &
S T RFER SUTHIE 2 720,

o AN=AlphaNumeric (ETFE5F) T 7 7y b, BT, BRI TE2EL LN TE
HXFHNT—HTEE, il TAB-19.990115*] , XML O3~ TOIHEHIZ OV T,
http://www.w3.0rg/ TAZE AL TV 5D WICHEHEIZHE S, Bz IX, Flik 7 —Z HE IZ XML
R SUTF-CTh D>, <MD TL 256, ZNULEFIZENZINL&Y, &lt 2 V'&amp
ICEEHR D,

o N=numeric (7)) : FBEERLZE A, BEOUIRI/NUSERIZAWLN 5"0~9.E+-"
DXFEDORIR A G LFEYT — B, ] : "1.23E-1", "34192", "32.12"., =~ |IFHT
ER/AAN
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(AR 1)

o HAF: ekl (A) SR

o Tl T—UHEIZLL FIC Lo TREN D,
= [false] noJ (ZHHY T2
= Ttrue] lyes| *IZHHYM T 5

»  Tnull flavor] R E > TEWRBRRELZEENH S, HL7 1T 5% Tnull flavor)
EIES, (PR |

PRFIEH A FOBHE, 20— WIEZBISNN 125D, [TEREO G
(Gk.25) T, ZZTiE Ttrue] WER FOIRBRIEICHT=B,

o TRTONWAT—HXEHZICSRAYE—DO—EE L TOHTEOINLERD I, LEHE
H OREITMNETIE RV, RATOEEFERILZ XML EIZBEA W ER3H D, RATION
HHEBIZ. AvE—URETH L7012 XML FIZBEZT T B2,

o FRRIREEH CTARAZ L TEN 2T E R o2 b b bd . F&07¢ ICSR D—ik L
LTEELRTIUERLWEBRH D, HLT A v E2— U TIIRATIOIEE O3 A]
BETC, TOHBZa— ML TCT—¥0NRWHEZHAT I ENTED, FOD,
RETHINENRWMEER 250 A2 A v =V OERPAIRETH D, ZORAT
DOEHOHAZ Y3 null 50 Tflavor (Brf) | & FRES,

o null flavor : ICH ICSR L, 4k % 17 IV —31F 9 D72 0OIZR O HLT FEHEFRE NS O 22—

Rz 5, BEANZ DUV TITE R 1ISO /HL7 279532 # & 2 L, F—& Al > Tix
ZY T null flavor 55 (B - FEFUMET — X THEIZH1F D PINF O NINF OFEfH)

a—F | &R T

NI No Z OFIMED BTV e AIER B HER T E 22, THUTE D R
Information BFIIMETH D, BIFMEDOHIHIE TS H 5,

ZOHEBIZOWTOATFARERERILID 203, Laftr, BABF®RER
T ENLS OB TEEENZDOHFRERME L TO2RY, Z0ffF
WIZT 7B AT HROMEMANGFET D560 H D, 1 Zonull
flavorZ A3 2 Z L1 X O BAEHRIEEK & e D52 T — 4 %
PRSI BRI FRECThH D, TIT, FEMERIET 2 2 Lz
BEICEROGFEZ LT LLERD 5 HAITH T 5,

MSK Masked

UNK Unknown bTIE WY RMERTRHTH D,
NA Not ZOHB TIES TUTE 2 BN (] BHEOREORKA R
Applicable H)
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(AR 1)

a—F | 4l E&

asky | AskedBut | EEAFERBLAMONADSL [ BEICBOIASBE TS
Unknown Rinotn)

NASK | Not Asked ZOFROAFITRA TR (F : BFIZHRR1-T2)
Negative %

NINF | | ity A O BERIHL,
Positive o

PINF | | ity EDFER ALK,

ICHICSR D =2— R & LT null flavor 3 ED L H IZFIHTE 202 ROHITRT, ZHHDHNZ
BWT, F—XIHEH DA HiIL<--comment tag-->N O o1 — RL SN BBIEDHICHN D -

) 1. null flavor ® MSK © Masked ({RESHNTW3B) | 2FE T,

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

5] 2. null flavor ® UNK T TUnknown (RBH) | %%,

<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"/>
<l-- D.10.6: Sex of Parent [1]Male [2]Female-->
<birthTime value="19730101"/>
<1-- D.10.2.1: Date of Birth of Parent -->

</associatedPerson>
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(AR 1)

3.3.7 ICH E2B (R3) T—%IEH M

FTRCOE2B (RI) T—HHEAKOA v —UfEk%E 34THOEKIZHE TS, E2B (R3) T —4
HHORIILLT 2&Te,

o FT—XIHA%KY

o ARIFHEHA FOBW L., HERINERA v E—U0OF —XHEBIZIX ACK O SCEMNFAICA L,
Bl z 1%

o F—HXIHH N12X34HTHRT S [Ny TEE] 2HT,
o ACKMILIFHER NS o r v a icBidsd THERIGENy FEE| 2151,
o T—XIHA4

o % E2B (R3) 7—XHHADIELWANTIEZOWTERZEMT 2 TRHOFLIE ] IE
#ETT,

o DEAEM) ITI1E, Y%7 — 7 HB OBUEN LHEMEE P 2™, —EO7 —ZHBA L THdiy
H7e ) BER (B M5EA v =V R IE LT T 5720) 2LV mHE s TBY, 2
NPEMIND LT —NELD, BERSNDHEHO LA (G) THAMAIEH (<
e %,

o [F—=2M| ROTF—FHEAR -7 —ZHA I LT —FHA DR Z R TET L LI
CT—#RAZRTRELTFRHD (A 7, NP, AN 5572 85TF) ., a— ey b &
ZRT L7 —ZHAIZHOWTIE (B ik 7 — 2 HA LS | HEEHGER LB BT D8RI
WG DR TRIIOMRE/R L VLERH D,

o A7 V=2 MilJF (Object Identifier, [OID] ) —4fED=— FU X b UIARTZEM 2T —
HIEBICEYST DA T 5, REHET A RIZ/RT OIDIX ICHICSR @ XML A v+ —
CIERT 5,

o [FFAME] BZXDOT—ZHAIZAD 5 HHERT,
o [V — ) T DT — X HE OGN —/VICET 2B IR A 1R D,

RELEHA RORA v =R, ICH A ARA—=IZ LV FE, aFEShiV—LThbH, Zh
Hix T3Z15) ENDHICHICSRXML A v —JICEH SN sirstcdh s WaiE, 1%E
Fl Lo THEAIND) , LieoT, T%F) &35 ICHICSR XML A » & — UERkIIC
WL, RFEELDA FERBAL T —Z A OIEREE KL OE A2 BiEd 2,

—ERDaT— R Y R MIHOWT, AXLEBEZEHEINTWD TFFEM] OFWRITE - 720 Roes
W7o TV DT8R H 5, ZOFERIIARZEST A RO CTHEFFSN D, BHTOa—
K= >\ TiEflExl (F) o=2—FRU R FESROZ L,

34D ICHE2B (R3) &—ZIEHDOMHEEIZ ICHICBWTAEE SNT-T — X Wik
O A= T b, EED ICHICSR XML # vt — DHERIFICIZ. —hb0F— FIEE
BREIZLTCT—Z NSO EME R NEESME 2T 5,
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(AR 1)

R Oa— ROV TEMFED (F) OICH=Z— R R ML EBTDa—
F—EExZHBOZ L,
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(B 1)

3.4 ICH E2B (R3) ¥—#%I1EH

N.1 ICH ICSR =R F (/NvF S5 ws\— : Batch Wrapper)

ICSR D C~FIHDIFEHR LITERY ., [Ty _—] OFRIINV—T 4 7 DHEZHELTEY
(BIZIEX, Tfrom) — Tto) ) | EEIIRE IRGFEINR, Ay EB—UFS, KEEW
F. ZEHEHEN L OA = BHORERILE 77— 2 #H (Electiric Data Interchange: EDI)
DHLEFROBEICLIVEDLNTVDLIHDET D,

N - ICH ICSR{z=&# Al F (V' wFFv/{—:BATCH WRAPPER)

1...1

N.1 - ICH ICSRIzzE &3 F (/ Vv FFv/3—:BATCH WRAPPER)

N.1.1- Ny FRD Ay E—CDIELE
N.1.2 - \yFHEES

N.1.3 - N FEEFHATF

N.1.4 - I\ FZEFHAF

N.1.5 - 7\ F{mED B {F

1..n | N2r-ICHICSRAvE—UAYS Gyt—CFv/3—) (BEITHLRYIRY)

N.2.r.1 - Ayt—I @A F
N.2.r.2 - Ayt—REF AT

N.2.r.3 - Ay t—UREH B F
N.2.r.4 - 2y t—ERO B

N.1.1 NYFRDAvE—DIESHE

FIAOFEG = ZOTF—FHEBIIEE SN D HEROFEEICET 2 H®RNE END, 12DICH
ICSR/Xw F1Z, 1L EDICSR (ICSR) #&TeZ LN TE B,

HEE WA

74 2N

oID 2.16.840.1.113883.3.989.2.1.1.1

RAYER 1=ichicsr

ZEEL—
ZOT—HHEBAOHFRMEIL, KXFTENLFERINTHZEICEET S, €D
D/ISTFTEBAD SN TND Z &,
£, FHTRARZa—FRERASNSGZ LB D,

1ODONYFIZLOLLEDICSR A v —V %52 LR TXS, LL, 195D
ICSR A v — & D5 ICSR T 1 FESEICT 5,

ICHICSR ¥ H A F 2013424 H 12 H
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N.1.2 NyFEE

(B 1)

HADOT5& ZOT=ZHAX Ny F T v8—] LB, EEHICL - TEEICH ICSR
Ny FT7 7 A NVEIZEID Y TONDEAOBHESTTH D, Ny FHFIXICH
ICSRNN Y F7 7 A NVEIZEE 0T Th D,

AE WIB

5 7 100AN

o]} 2.16.840.1.113883.3.989.2.1.3.22

A H H Rk

oEN—

NL2IZIFL T OREENFEH S ND
<id extension="batch number" root="2.16.840.1.113883.3.989.2.1.3.22"/>

rootlIN.1.20 4 RiTZEM 23 L. id extensioniZ EEED N v FF 52 AT 5,

N.1.3 /Ny FEEEHEF

FIAOFEF = ZOTF—HHEBA, B ZIEEEASEEIYEE & W o ICSREE OfR%ETT (ICH
ICSRNy F7 7 A VOVERFE) &EFRT D, ZEFICEAOBIIT TH D,

A WA

5 T 60AN

oID 2.16.840.1.113883.3.989.2.1.3.13

P H A

ZEEL—

N.LIIZIFLL T ORENFEHESND -
<id extension="sender identifier" root="2.16.840.1.113883.3.989.2.1.3.13"/>

root!IN.1.3D 4 Rl 22 22 L. id extensiontZ ERED N » FE(EH T2 A1
50

EEHBI M EHF L AR L TR LEND D,

ICHICSR ¥ H A F
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(B 1)

N.1.4 /Ny FREFBAF

FRAOFE = ZOTFT—HHEBIXICSRN Yy F 7 7 A VDRESEERT H, EEHICET OB
TThb,

R WA

Yamr ! 60AN

OID 2.16.840.1.113883.3.989.2.1.3.14

TR E H Bl

EEL—IV

N.LAZITLL TORRENFEHSND :
<id extension="receiver identifier" root="2.16.840.1.113883.3.989.2.1.3.14"/>

rootiIN.1.4D 4 BTz 2% L. id extensionlZ EEED N v FZZE 3BT 2 NS¢
Do

ZIEHBH T HERTF L AE L TB BERH 5,

N.1.5 /Sy FEED BT

FIAOFEF = ZOFT—HFHERIZICHICSRNy F7 7 A LMk SN H TH D,

pliRE N W

T — Al A ff,/ g

oID L

FFAAE FHELVERICOWTIZAHRNEZ B RO Z &,

ZEEL—
H IR B £ CRAICIERICTER SN2 TIER L2 (T2bb
[CCYYMMDDhhmmss[+/-ZZzz]] ) .
KAEDAMEZREET D2 LIFTERY, KEEICL YV RKOAMN ERDGE, 44
LY —VEWFET 5,
ICSRA v & — IV riERF O BLHIFFIZ T 5,

N2.r ICHICSRAYE—DAYT (AvtE—PFy/i—) WEICIHELERYIRY)

N.2r.1 A ye—S8H5F

FIRDFS = ZOTFT—HEBEA yE—VT (RyE—U T oA=L bEND) 25
te, EHEHICL > UBESNDICHICSRA vt —VHICEI YT HN 5 EA OB
BREAI1-Cod D, 1DDICHICSRA w2 —ITIZICSRNPLI DDA Z EN D,

M MR

5 100AN

oID 2.16.840.1.113883.3.989.2.1.3.1

FFAE B hEl#

FEL—V
ZOMEIZCLIER U TH D, LB TEDORLIILLTDOEEBY TH D -
<id extension="message identifier" root="2.16.840.1.113883.3.989.2.1.3.1"/>

ICHICSR ¥ H A F
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(B 1)

N.2r2 *Awt—SXEEERMNF

FIHDOFF & ZOT —HHEHIZICSRHE DEEH (ICHICSRA v — Y DOERE) % ER
%,

HE WZH

Yamr ! 60AN

oID 2.16.840.1.113883.3.989.2.1.3.11

AN AE H Aok

FEIL—V

N2r2iZi3 FORIABEHSND -

<id extension="message sender
identifier"root="2.16.840.1.113883.3.989.2.1.3.11"/>

rootlIN.2.r20 4 Aiz2f 455 L. id extensionlZ EFED A v & — D EEHHA T2 A
H+ 5,

EEEHNTIMoEHF L AR L T LERDH D,

N.2r3 *vt—UEEBF

FHOF5 & ZOF—HHEAIRICSRA v —VIREDZEE L EET D,
HE WA

=5 60AN

oID 2.16.840.1.113883.3.989.2.1.3.12

FEANE B R tHk

LR —

N.2r3ICITLL T ORENMEH S D ¢
<id extension="message receiver identifier"
root="2.16.840.1.113883.3.989.2.1.3.12"/>

rootiIN.2.r.3M 4 R 22 22 L. id extensionlZ EREED A v & — D FH 3BT 2 A
h¥ %,

TEHBH T HERETF L AE L TB BERH 5,

N.2.r.4 H*vt—TEFROB T

MO T5 & ;)0)—7“~5’IEE EREH DT — 2 ~_—ATICHICSRA v & — U MERM S/ H T
% o

T W

T EER P

oID L

FFAE FELOFRICOWTIEfTRIZZ RO Z &

LEL—

ZOfEIXCL2LFILTH B,
HEFAR AL & CRAICEMICEESE I 20T R by (T2bb
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(B 1)

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

C.1 EMREIEREDHER

C.LIIEBIZ ANEHRE O root (25T D, 12D ICHICSR X » & —27 7 A W& 5 5]
SERZEMEREIL L DDA THHMN, 12D ICHICSR N> F7 7 A W2 1oL Ed ICH

ICSR W& ENn5, £Di=H, ICSR A v &—T7 7 A /4® [controlActProcess] PNIZIE I'subject]
HEN 1D UNMEEL TER B AR,

Cl-EFIREMHREDHA

C.1- EHIREMHRE DHA

Cll -REEBILICEBO®GER) REMEREHAF
Cl12 -{EpD Bt

Cl13 -HmEDIESE

Cl4 -FEREMSRIFHENAFSNI-A

Cl5 -ABEORHFIEHRAFAH
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195, #7DIEENLFIOIAEE RS,
<name>
<prefix>C.2.r.1.1</prefix>
<I--C.2.r.1.1: Reporter's Title #1 -->
<given>C.2.r.1.2</given>
<I--C.2.r.1.2: Reporter's Given Name #1 -->
<given>C.2.r.1.3</given>
<I--C.2.r.1.3: Reporter's Middle Name #1 -->
<family>C.2.r.1.4</family>
<I--C.2.r.1.4: Reporter's Family Name #1 -->
</name>
C2rl4 HEFEOHK
FHOFE & ZOTF—FEAIIIHEEORE AT 5,
A ER=y
il 60AN
OID L
G H HFEH
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ZEEL—
C2roE#iN— a2 BROZ L,
C2r2 HBEFOEMRUVBEES
C.2r.21 HEEOHE®E
FHOFH & ZOTF—FEBITITHREE OMEA E AT 5,
i E EEy=w
5 A TR 60AN
oID L
TP H H Rk
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ZEL—L
CrOH#FNL—NEZBROZ &,

ICHICSR ¥ H A F

20134F4 H 12 H

-50-




(B 1)

C.2.r.2.2 HEEDIE

FIHOFG & ZOTFT—FZHBIITWEE OHELE AT D,
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F— 60AN
OID L
FFAE SRR
nullFlavor : MSK, ASKU, NASK
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CroTN— N %2BROZ L,
C.2r23 HEBFOMER (Fih)
FIRDOF5&E COTF—ZHAZITREEOFHEATIT D,
A (5=
5 5 100AN
OID L
FFAE H HFt#
nullFlavor : MSK, ASKU, NASK
LR —

C2roE#HNL— NV EBBOZ L,

C.2r.2.4 WEJFOMER (hETHE)

FIHOFG & ZOT—ZHBIITWEE OTHIHEEZ AT 5,
A 8
F— K T 35AN
OID L
Gl SRESIEE 19
nullFlavor : MSK, ASKU. NASK
TLEHL—

CroOH#NL— N EZBRDOZ &,
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FIHOFG & ZOT —ZHBAIITHEE OWENREEL AT 5,
A (E=
ez 40AN
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FFEE B I RC#E
nullFlavor : MSK, ASKU, NASK
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C.2.r.2.6 HMEFDER (HEES)
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5 — & T 15AN
OID 2L
FFAE H i
nullFlavor : MSK, ASKU, NASK
SmEL—v
CI DTN —NEBRDOZ &,
C2r27 HEEDEEES
FIHOFS| & ZOTF—XEBIZIE, Ba— FERUOHEE S E&teRmbE OBEETE AT
50
[ERRERE DS AIAE /R RFLIE (B : +cc) THFZ AL, ENEGFHOMNARELZE
D, B, ERNTEBEICEaZFH L T EIZOW TR, ENE50xx-
yyy-zzzz X EBE T 5 +cc-xx-yyy-zzzz & A1 5,
Fio, BIEE T, AEOEBES A YLES BlAE, BRINZ00, KEIX011,
HARIZ0107: £ OEBRERRANE ) #3502\, [EFESEIEEES
(International Telecommunications Union) 77 A5 (+) R HIED, Kl T
UHEFREEOBITNIS UZEa— K2 ANT 5,
AT T BT OIS, DT AA. HERT 01X
- (Fyv=) ) Xl (R 1 ICBRS,
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=z 33AN
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AT L THEBEDEL 2T, BEEDE - RIERIEOE Z 5 5 22 W Fils 7235
Al TRWER AEFLPARELEE] (Ei9) ZANTLHZ L,

wAE £&, 7277 LC2r50MEMNL1OSA TN

T Al 2A

oID 1.0.3166.1.2.2

A ISO 3166-1 (alpha2) . EU
nullFlavor : MSK, ASKU, NASK. UNK
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TRCOLARI2XLFOEa— RE2#EHT 5,
C.2r5iz 11 E AN ENTWAHEE, Zo7—xEHBIZnull flavord A L Cid7s
5720, 72721, Ei9iZnull flavor B AT SR TWRWEAIZZ DORY T,
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EUDE = — NIZFIAIStE =2 — R E L TISO3166E = — KU 2 MIfFELTH
V., BKINESOLETIZRTVLEDOHHTXTORFEEYR— M5, ZOHA,
[EU] 2AE=a—RFE LTHERBEND,

cC2r4 &

FIAOF5 & ZOTF—FHBIITREETOEMEANT D,

A E&, 7272 LC2r5DMEMALIOBAITMA

7 —xm IN

OID 2.16.840.1.113883.3.989.2.1.1.6

Ei ) 1=[E
2=FEAI
3=F DM DEFRFME
4=Fi+
S=VHEH XTE OMOIEEREMF
nullFlavor : UNK

L —
Wt H DBERARHDEA . null flavorOUNKZFIIFH LT Z OEE 222 & 45,
THEHRDORIBARTE L WIFHE 2 FLR ¥ 2 720 Onull flavor O HIZBE T 53 LW
FHIXIZONWTII336HEERDOZ &,

c.2r5 HREBMLEDE—RIEHRR

FIHOFER & ZOT =X HE IR B EE DR~ RIERIR AT 20288 L, SO
WIRNTEES D5 EE [ HIRAGIZ B DIEGI#S 7 R ET D, T OfEHRIED
SEGI DR LT BorefeES %,

ZOTF=FHBEIY YURHEGD TERN) ER L LTHRE SN DEFTAT T4
) ORERIE L THE SN DBFTRE D,

HEME BVIRLNRSDGEICBNTH— BRI D07 —XEHE BNAE
T — A IN

OID L

R 1= — AR

LEL—

[ B B9 DFE—KNFHIE (RG22 1O F—RIEHRIFE (C2) ITA
L7 uE 7z 5720, LR 5 THICHICSRA v E—YRD1I>DC27 1 v 71T
BWCTZoFr—4HEBIIZ1ETZT 1) EAD LARTHER S5 7e0,

IR ONEFAL, BRI IR D722 Z DI B 2 LTIV T2,
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C.3 EFIREHEWEDEEFICET H1HR

(B 1)

C3- EHZTEMEHRENEEEICEHT H1FER

C.3 - EFIREMME DXIEHICRET S1FHR

C31
C3.2
C.33.1-
C.33.2-
C.3.33-
C.3.34-
C.3.35-
C.34.1-
C.34.2-
C.343-
C.3.4.4-
C.3.45-
C.3.4.6-
C.3.4.7 -
C.3.4.8-

- ZEEDRER
- ZEE OB

EEHOHE
EIEEDHA
EIEHEDAH
EEFEOHRMEA
EEEDK

EEEH OERT (Ftth)
EEE OERT (ETHE)
RIEEDEFT BEFEE)
EIEEDERT (BEES)
EIEEDERT (Ea—F)
REEDEEES
EIEEDFAXES
EEEODEFA—ITELR

N

/

C.3.1 EEFOES

FADOF = ZOTF—ZHEBICITEGEE MEBSUIEAN) ofFEEE AT 2,
ZOHEA TIICSROTEHEA KD SN TNWBE AL T 7/ u o —{p3E, REIRFEK
RESEE L OEOMORMEEE S REIEEE) 5 Eh D,

A WAZH

T4 IN

oID 2.16.840.1.113883.3.989.2.1.1.7

TR 1=HU3E A3

2=H1H Y =
I=ERHMAFE
A=HUg KA v 2 —
S=WHOEEERKME=F Y T & —
6=F0fth (B : EHEE UTZ OMOFIE)
1=K EEE

LEL—
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C.3.2 ZEEFOHEHE

FIHDOFG = ZOTFT—HHEBIITREE OMME B, B¥EAXIHGINEL) 2 AT
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B NEEE DM (C3.1) DENRT (BE/HWEE) TRVGEICHAH

5 A I 100AN

oID 7L

Gzl SRR

RELE—V

C.3.3 HEXEOETE

EEEOHE %@20 REEOLE | BEEOTML | REEOR
F—XEH Cc.3.31 C.3.3.2 C.3.33 C.3.34 C.3.35
AROTE = U R\ 350 C S (R AR 5 BB & AT 5. T, BT
I LR B AT AW & [ Lo B & B B,
|CSRIE(E D EHEH 2 1T & 2 R BIRIE . [ EIEE 72 b 2 RO
(o ko> THEIE STV B A A B, B SR I B 5 53 Bl o C = i
T
ZEAL—N

NG R OREIZ BT 2 BIH OB EDREFIRIC Lo TR, sk A vy B — VP TlERE
DEAEHEOHBNAEM SN2 —HOEE 280 L 2T ER O RWEERH 5,

C.331 ZEZEHOEHE

FIADOFG = ZOTF =X HBIITEEE OMEL EANTIT D,
W EE EN=3
5 60AN
oID L
B EREEEGE
LR —
C33DFIMN—NLEBRDOZ &,

C.3.3.2 ZEEEDOEA

FHOFL & ZOT—ZHBIITEEE OB ANTTT %,
HEME (=¥
T — &l 50AN
OID 2L
FFAE SRR )
FEL—V
CI3DREHN—NESROZ &,
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C.3.3.3 ZEEFDAR

FIAOF = ZOT—ZHEAIIEEEE LT E AT D,
et &
5 7 Fll 60AN
oID 7L
Ei ) B H Rt
RELE—V
CI3DFHN— L EBRDZ &,

C.3.3.4 ZE{EFDHMA

FIRDOFG = ZOTF =X HBIITHEE O P EATIT D,
A (G

=5 60AN

oID 2L

FEAE SNEEERR

L —

ISO/HL7 27953-2i% T[4 OBI&EZ AR — KL TWiRWed, Ay E—INT
ZOT—ZEAFRRET DINE AR ¥ 7 &2 IBETHNERD D, 12HO T4
Al Z 7R EE DL AT L, 2280 4RI # 7I3EEHE O T4 %
ANT %, Z 7 DIREPLHIDIEE 2R,
<name>

<prefix>C.3.3.2</prefix>

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

<given>C.3.3.3</given>

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

<given>C.3.3.4</given>

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

<family>C.3.3.5</family>

<I--C.3.3.5: Sender's Family Name #1 -->
</name>

C33mit#HL—LEBRDOZ &,

C.3.35 ZEEFOK

FIHOFF = ZOT—ZHBIITEEEOHEE AT 5,
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7 60AN

OID L

FFEE SRR )

L —V

C33mit#H/L—LEBRDOZ &,
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C.3.4 EEBOMER. FAXES., BEEFSRUEFA—ILT LR

(B 1)

wiEgo | wpgo | SEI0 I HEEC  wmae | | e | RS
BFF | BF h | A W (sl sl RS
(BHy) | ETRS) (ER | (EER | J k) BFHES | FAXES | 2—17T
282y ) rFL &
J—XIHE C.3.4.1 C.3.4.2 C.3.43 C.3.4.4 C.3.45 C.3.46 C.3.4.7 C348
FIAD B T E B 22 G IR IS hE > TREF DMK R A 121 5,
F5[x
EE|L—
Cl3DFIHHN— N EZBRDZ &,

C.3.4.1 AEZBEDZERT (FHih)

FIRO T & ZOT—HEBAIITEEEOFMEATTT D,
et B
7 — &7l 100AN
OID L
TR SRERGE )
FEL—L
Cl3DFHHN—NEBHRDOZ L,

C.3.4.2 ZEEFEDE

AT (TETFSF)

OF— S EAICAREEFEONITHEE AN T 5.

FIHOFS =

A E E5=3
=5 35AN
oID 2L
FEANE SR
LR —

C33DELH N —NLESBROZ L,

C343 ZEEBFBOLR (HERRF)

ZOTF—ZHBAIITEEE OB IREZ AT 5,

FIHOFG &

HEME =3

= — 40AN
OID L
Gl ) SREEGE )
L —V

CI3DFEHFHNL— L EBRDOZ L,
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C.3.4.4 EEFOER (BESES)

FIAOF = ZOTF =BT EEOBMEESE AT D,
et &
5 7 Fll 15AN
oID 2L
Ei ) B HRC#E
RELE—V
CR3DFHHN—NE2BRDZ &,

C.3.45 ZEEFOER (Ba—F)

FIHDOFG = ZOF—FERBITIL, FT23CT OIS0 3166 Part 12— K (1SO 3166-1 alpha-2) %
AL TEEHEOEALA Z7RT,

A E E5=3

T 2A

oID 1.0.3166.1.2.2

A ISO 3166-1 alpha-2

L —

C33DEHN— N ESHRDOZ L,

C.3.46 REEZFEDNE

BES

FIHDOF5| = OF—FEHIZE, Ha— FAROHRES 2 SOREFEOENESE AT
50
[EIFSFERE N AIAE /R RF0IE (B« +cc) THFZ AL, ENEGFHOMNARELZE
D7, FIIE, BN TERBEICEr 2R L TWAEICOWTIE, ENE0xx-
yyy-zzzz X EBE 5 +ce-xx-yyy-zzzz & A1 5,
Fio, BIEETICIE, BEOEBELY A YLES (BlAE, BRINIZ00, KEIZ011,
HARIZ01072 £ OEHBEERGRAIE =) &5 H770, EEEREEEHS
(International Telecommunications Union) 7°J A5 (+) RN HIED, HildF T
YHERESOBITNIS CZEa— K2 AT 5,
AT T HDOFBEHINER N, FBET 254, EHT201E - (X
va) ] X T (R) 1 ICRD,

T A &

5 — & Tl 33AN

OoID L

A ENEEERE

LEL—

CI3DFTH/NL—ILEBRDZ &,
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C.3.47 ZEEEZFEDFAXES

FIHDOFS| = COF—XERIZE, Ha— FROHIRE S & OBEREOFAXE S 2 AT
Do
EREERES AIAE /R R FLIE (B« +c0) THFE AL, EN@EGFEHOTNAREEZE
DRV, FlxE, ENTEBEICE e 288 LW EIZOW T, ENEE0xx-
VYy-222z |3 [E B B +ee-xx-yyy-zzzz 2 A 195,
F7o, BB FICIX, AEDEBEY A Y AES B2 X, BRINZ00, KEIX011,
HARI30107: & O EFRERERIIETF) 25 0R, [FHEGEEES

(International Telecommunications Union) 7°7 AFEHE (+) Rl bhaH. Hilh T

WHEMNESOLINISUEEa— Fe AT 5,
BT LT HOOSHIINE R, ST %A, AT T- (X
o) ] XFx T (R 1 ICRD,

AT LE=X

> — & Tl 33AN

oID 2L

FARE B H i

FLEL—v

C333DEHN— N ESHRDOZ L,

C.348 ZEEFENDEFA—NLTFLR

FIRDOFG = ZOTF—HAHEBIITEBFEEDETA LT RLAEZANT 5,
A (G
5 100AN
oID 2L
FEAE SR
LR —
CR3DTHN—NLEBRDZ &,
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C.4.r

(B 1)

SIAXE (WEICIHLC#HRYIET)

-

~

C.4 - 5| X #k

0..
C.4r - 5| AXHR (BEICHLEYIRY)
C.4.r.1 - 51Xk
CAr2-&8FhsEH

C.4r.1 BIRAXHE

FIMOFG = ZAET — Z AT IR &5 STRRFEF Tl Ze < . ERIER % foal L 7= SCRkee
DI=HOF—FHEA TH D, 9 HSCRIL EF a4 2 A7 (International
Committee of Medical Journal Editors) 2 & - TIRES NNV 7 — =K ([
I =N—FERY L LTHLNTND) > TANT 5, RERGAELED
KA AR O SCHER I B
International Committee of Medical Journal Editors. Uniform requirements for
manuscripts submitted to biomedical journals. N Engl J Med 1997; 336:309-15.

EAEE e

F— 500AN

OID L

TFAE H HFt#
nullFlavor : ASKU, NASK

FEL—L
TR O KBRARDE L WE S 2 5Eib 95 72 Onull flavor O FICE T 538 LW
T XDV TIH3IBEHEEZSROZ &,

C4r2 BFEIhZEH

FHOFE & EEENCAIUIR LEXREEFOE LE2ED Z LIC LA, 205 —4IHH
WZZEDREBEOITFLED 7 7 A NV E AT 5,

AT A=Y

T =5 FL7e L (NIA)

OID L

FAE ko FEEE ] : Application/PDF, image/jpeg. application/DICOM. text/plain
o a— A ] B64
JE#E 41 : DF

LEL—
ICSRICE R 2 TRATT D3 LW HIEICOW T, 35HEZBRE N0,
AT ORI AONWTZEZ DL AT LMHFEORENRS DN D120

TEFAE) (3HUR Z EITHlE S LD,
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(B 1)

N=ERXDOZREITRENTWVWD,

O B EA b A, B CEICH A Sh AR 7 +—< v PR EROAL 7 —

C.5

HER DA

C.5- SAER DA

C.5 - BHER DA

C52-
C53-
C54-

HEBRKEE (RRUY—) DRBRES
BIfER  AEEZIBESN-HROESE

N

0..n C51r- RBOBRERBEITHLRYET)

C51rl-HBROBHEES

C.5.1.r.2 - AERDEIRE /

C51r HEROEBZFHFER WEICELEYET)

C51rl1 HEROERES

FIHOFG| = COTF—FBEHIZITHRERIRICB N TE D Y ToNTRBOBRGEESEANT D
(B = BLAH#EZF 5% (European Economic Area, EEA) IZEBIT A& IZOW T

EudraCT& %) . sFlC oW CIIE MR OEE T 4 RESROZ &,

A E £&

5 — & Tl 50AN

oID 2.16.840.1.113883.3.989.2.1.3.6

RAYER H i
nullFlavor : ASKU, NASK

EmEL—V

TEHRD KABRAEE L2 WIEHRE 2 Eib 4 5 720 Onull flavor D HICEE4 536 LW
FFZIZHOWTIE336HASHDOZ &,

CHLrUTIILL FToOREMEF NS ¢

<id extension="study registration number"
root="2.16.840.1.113883.3.989.2.1.3.6"/>

root!LC.5.1.r. 1D L RiIZER 22 L. id extensioniZ ERE DR D BEEF 552 A1
Do
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C5.1r.2 HEOERFE

FIADOF| & ZOTFT—HXHEBAIEFCSLLITREINTERBOBEESZE Y U TEEEANTD
F—BHEATH D, HF2LFDISO 3166 part 17— K (1SO 3166-1 alpha-2) %
> CEAERT,

AE &

7 — A 2A

o]} 1.0.3166.1.2.2

TR ISO 3166-1 alpha-2, EU
nullFlavor : ASKU, NASK

oEN—
TRTCOHFHI2LFOE=a— 2T 5, EUDE=— RIZFIN0EGE=—F
L L TISO3166[FH=— KU A MIFELTEY ., BKINESOLATIEZRTHLEDDH

DT RCORELEZYR— 95, Z0O%E, [EU] BEa—RFE L TERAIN
Do
TEER D RIBR L L2 WME A 2508 3 5 72 0 Dnull flavor O I B 53 L
FB|XIZHOWTIIII6HEEB D &,
C52 HER4A

FIHOFF] = ZOTF—FHEEITYFZICSRAHE S A BN RBIcB W TR S =R R4 2 A
¥ %,

1 A5 &

= 2000AN

oID L

FAE EREE
nullFlavor : ASKU, NASK

ZEEL—
TEER D RIBR B E L2 WMEF A 2 5083 5 72 9 Dnull flavor O I B 52 L
FHIXICHOWTIIZI6HEBRDO Z &,

C53 BRBREKEE (RRUH—) ORBES

FIHOFG| = ZOTF—FHEBIIREEPRBOEIEE (AR —) THLHH, AR H—
CEoTHRBREZDHDL INTWLEAICOAANTT D,
HE £&
7 — M 50AN
OID 2.16.840.1.113883.3.989.2.1.3.5
e H HRo#H
nullFlavor : ASKU, NASK
LEL—

MO KIBOERE LARVWME R 2 50 -2 72 D Onull flavor 6 FIZBEIF 23 L
FEIZICONTIEII6HASHRDOZ L,

CHIITIIUTORENMEHSND -

<id extension="sponsor study number"
root="2.16.840.1.113883.3.989.2.1.3.5"/>

root!lXC.5.3D & fiiZ2f 4 % L. id extensioniZ EFSORERKEE (AR H—) D
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KBRS 2 AT D, |

|

C54 BEHeR  FEEZIBRIN-HBROESR

FIAOFEF = COF—FHEBAIX, THEORE] (C13) 2 B S 0L 1235458
A AT D,

HAEME LB, 7272 LCL3DMEA2 GRERD D D) DG II0A

T — & IN

oID 2.16.840.1.113883.3.989.2.1.1.8

P 1=lE IR B

2=(ANMIERE R (A - 4572 /& /4 (compassionate use) , 75Z /4% (hamed
patient) ToLEH)
I=F DM DRER (B : FEAREF AR 7 EPE=5Y22)
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e SOIFLENE 2N L Lo XIIEHE O ERLIZBR S, 201> TEEORIER /A%
FRWBRBE L5613, Bl—7 /R oOmMEICETERE AT D, Zb OEFIREITE
—F /BB EE EMREN D, ZOMOHE 2 H T A A IIIRIOR T RIERNCE S .
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nd,

Bl BRI FRETEN B L, FICRIERNRE LARWEE, FHTEORIER, A%
FLERBFLT-FHRICONWTO ICSR & 1 72BN T %, FIo oW TIREIER, AEE
BRHE S NIRRT, FOFITHOWNTORET S ICSR TR LA vy,

o WiEEXIIRRIRIET H 2 WX EH BRI DIEM OGAIZIE., BEOBREDOHRET D, FlzIL,
UToODHEOT—XHEAFRICER SIS, L, KEPEEEEZER L WG s
X, TOF% Gk10ric AT 5,

o BT/ MBIROWENENWER  BEELEWST-HE1X. 2 50BRRWE, Hl 2138
(REBLXIEIRB) O®EEKLOT /R IEOHRE %%mb\%h%ﬂ®ﬁ¢@Cimr%ﬁ
WCBIESIT 5,

Bl BERAFRREZ BB L, HAERICFIMEKE CHRKERH - 23546, 2 >0

ﬁ%ﬂ%R%ﬁﬁ?é R ORE TIIRIER AEHES L LTHRELZ., TOHET
BUWER AEEL L L URBARE LN EEWMET 5, FRIVETRRZTICSH T

@iéoﬁﬁ@ﬁ%(wzﬁ\ﬁﬁk%®ﬁ%>@Clmxmﬂﬁﬁéo

o /RIRIEINRENWER FAEHES (FHARKE MR LU 2HILL TW A5
ZOT—ZERIIEF SRR OLDERE AT L, WERIE~DBEEDIR L 2o -8 (B8
IR IR 28 E DAOTEICA ST 5,

Bl A TUIBCHELZEZDOBIRS A ML 2A0HE, BB A ML ZAOFEITEH
SHEERELREZRIL LT FIZOWTOICSR % 1 72 ER T 5, 1 EYIB 2 8B o BIVER
SAERG L RS, RO E DIEICA D L, BEd 275%E L LT EYIE
ZHET 5 (D.10.7) |
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(B 1)

- BERE N\
1...1
D - BE%E
D.1 - BFEBEIRIFA=vIL)
D.111- BEDZRLHESRUVZOFERR FAEELRIHEES)

D.1.1.2- BEDBELHBESRUZORHRR (EMEDS
D.1.1.3 - BE NP ELHBBERUVZOERR (RIS ELHEES)
D.1.14- BEDZELREZRUVZOERE EROFTOBREHINES)

D.3  -{KE(kg)
D.4 -&E&(cm)
D.5 - PRI

D.6 -&¥AKA

D.7.2 -BEETHABERVKEEER GIER  AEEREBR) DR ER
D.7.3 - ftAKE

D91 -%%TH

D.9.3 - ElRIEEESNI=M?

D.2 - FH#hiE#HR

0.1 D21 -4%%#£AH

D.2.2a -EBEA  HEBREREBFOER (30

D.2.2b -EMEA  EEERFEEBOER (BAL)

D.2.2.1a- BRIRTORMER  EEZ KK EFHOITIRAAM (50
D.2.2.1b - BRIRTORMER  BEEE R RER O ITIRIAR (Bfi)
D.23 - BEOEHH (BEFOREICLD)

D.7.1r - EY 2ARERVHAERDBELSNFER (BEISHELERYERT)

0..n D.7.1.r.1a - BET 58 B ERUVHEEERDOMedDRA/N—T3>

D.7.1.r.1b - B&ET HABER VAR (ER/ FHLEZ D) (MedDRAI—F)
D.7.1.r2 -BAthA

D.7.1.r.3 - ##t

D.7.1r4 -#TH

D.7.1.r5 -f&E

D.7.1.r.6 - RIKE

D8r-BESHBENERMEREWEICIELERYIRY)

0..n D.8rl1 - EERL (HESINLKE)
D.8.r.2a- MPID/N\—Sav Bt/ &S
D.8.r.2b - EEMAH R F (MPID)
D.8.r.3a- PhPID/\—C3v Bt /&S
D.8.r.3b - &#Iz&AIF (PhPID)

D.8.r4 -BAthA

D.8.r5 -#&TH

D.8.r.6a - fEAEHDMedDRA/A—2 3
D.8.r.6b - f FA¥EH (MedDRAD—F)
D.8.r.7a - BlfE HDMedDRA/N—T3>
D.8.r.7b - Bl¥£ A (MedDRAT—F)

D.9.2.r - HESNIIEE (BEITISCHEYERT)

0..n D.9.2.r.1a - &SN LR DMedDRA/N—I3>
D.9.2.r.1b - {RESNF=FEE (MedDRAT—F)
D.9.2r2 -#HESN-ER(BBEH)

g C RA—T A ) .
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(B 1)

D- B&EHE \
N ( RIR—UHoDHHEE )

D.9.4r - BIRICKHFEE (BEITIHLEYIRY)

0..n D.9.4.r.1a - Bl#RIZLBEEDMedDRA/A—T 3>
D.9.4.r.1b - F#&RIZ&SHEE (MedDRAI—K)
D.9.4r2 -ERICkDER (BHEE)

D.10 - H—F MRMEITHT5. HITET H1FH

0 1 D.10.1 - HoOHEA
D.10.2.1 -HOEEAA
D.10.2.2 - HOEH
D.10.2.2a - DO E#H (%)
D.10.2.2b - JRDF#h (i)
D.10.3 -HORKARA
D.10.4 - HDKE (kg)
D.10.5 -HOHE(cm)
D.10.6 - HEDMHR

D.10.7 - HDOEET 5B E R UMFER

0..1
D.10.7.2 - FOBET B 4B E R UFEHE R O 5Ll &R
D.10.7.1.r - HOEE LS -1ER (DLEICELEYIRY)
0..n D.10.7.1.r.1a - HOEET BAEER UHEHELER DMedDRA/N—T3>
D.10.7.1.r.1b - FLOEET ZAKRER VMR ERHE/ FHLE ZDth)
(MedDRAZ—F)
D.10.7.1.r.2 - BAtAE
D.10.7.1.r.3 - ##k
D.10.7.1r4 - $&T7H
D.10.7.1.r5 - &%
D.10.8.r - OB ET HBEDEERFERE(LEITIGCHEYIRY)
0 n D.10.8r1 - EEREA (FRESNI-KRE)

D.10.8.r.2a - MPID/N\— 3V Bt /&S
D.10.8.r.2b - EZE M HE K58 F (MPID)
D.10.8.r.3a - PhPID/A—av Bt/ BS
D.10.8.r.3b - & &I F (PhPID)
D.10.8.r.4 - BitAR

D.10.8.r5 - & T H

D.10.8.r.6a - {#AEHADMedDRA/A\—2 3
D.10.8.r.6b - FA¥EH (MedDRAI—F)
D.10.8.r.7a - BlIfFFAMMedDRA/A\— 3>
D.10.8.r.7b - Bl A (MedDRAT—F)
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(B 1)

D.1 B#H (BAMIXIEMA=vL)

FIHDOFS| = COTF—FBEEH~ODANIEETH D, BELRHETE 2HEROERIT, BHIC
X oI H 2OMENERIREOFER IR L > THEIES N TV EAER D
5, EATERAGE AL L e WIGAIR. 2o RERZIET 5,

e WA

et il 60AN

OoID L

A H H Rk
nullFlavor : MSK

LER L — L
EEEDBEDOAL =X VEHMS> TWTH, HANEHREED DTN ERET
E220A . null flavorOMSKZFIH L CZ D5 — X TEH % 22 *ﬁﬁii 3%,
EHROKEBE LW RS 2R3 5 72 Onull flavor OfE FIZEEF 23E LW
FHZIZHOWVWTIH336HEESROZ &,

D.11 BEHEOBELEBZESRUZORBR (MBAHFASATVIES)

FLER T I ER B E ORLEE 5. BT

BIT5H uﬂﬁféﬁl iﬁuu%nﬁ%ﬁ@mf@'%%/%&%

%uﬂa%'ﬂé“’“’“#aihé A f)\“)%%iﬁfa/\ I, BEHOFEREZR L CREEZIY H LT <

ERAYS)

2. bEY T —HEA AT 5,

W RO h ToO BB RIT TBEODBILEE T X O OFRIE GURO T TORH R

BIEE) 1 (D.1.14)
7 B 1Rk St it 5% 1

DEBEIZANT %,

D. BEIDEMEELL (Fxvr) BEOX D RBEHEOEE ZHME L.

WCANT 5, BEEAOBIIERIZT D012, BFRIFOT —F _X—2R

-
—

D.111 BEODHELEESRUZTORBR FRXESRILEES)

MHADF5 = DLIHZZMD Z &,
A (5=
T — A 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 B hEt#
nullFlavor : MSK
LEL—

TEHR D KABRAEE L7 WIEHRE &2 Rk 32 72 onull flavor D FHIZEE 236 L
FR| X ZHONWTII336HEEBRDOZ L,

D.LILZIFLL FOREMEH SN D -

<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"/>

rooti3D.1.1. 1D 4 RiZEfE 253 L, id extensionlZ BRSO 2T 52 AT 5,
2—F IGPJ] # AL TD.1.1.2, D.1.1.3%UD.1.1. 43: D%IJ@‘%S
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(B 1)

D.1.12 HBEORERIEFEERUVZTOERRE (EMEBZRIEREES)

FIHDOFG = DLUHAZRDZ &,
et =3
F— A 20AN
oID 2.16.840.1.113883.3.989.2.1.1.4 % (}2.16.840.1.113883.3.989.2.1.3.8
Ei ) SREEEGED
nullFlavor : MSK
FEIL—V

MO KBRS L2V MEB S & 72k 5 % 72 Onull flavor O I BT 27 L
FH| X IZHOWTIL336HABRDOZ &,

D.LLI2ITIFLL FORENEH SN D -

<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"/>

root!ZD.1.1.2D 4 R Z2R] 22 L. id extensioniZ ERR DR E =2 AT 5,
=— K TspecialistMrn) % A7) L<TD.1.1.1, D.1.1.3&UD.1.1.4}: XA3 2,

D.113 BEOBRLEKEZSRUETDHER (REEBEREREES)

MADF5 = DLIHZZMD Z &,
AT (5=
Yamb ! 20AN
OID 2.16.840.1.113883.3.989.2.1.1.4 5, 1*2.16.840.1.113883.3.989.2.1.3.9
R SREEGE )
nullFlavor : MSK
FEL—L

TEHRD KABRAEE L7 WIEHRE 2 Eib 4 5 72 o Onull flavor D B4 53 LW
FF|ZIZHOWTIEI36HEASHDOZ &,

D.LIICIFU FTOEZEM™MFEHIND -

<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"/>

root!XD.1.1.3D 4 R %2 22 L. id extensioniZ ERE DB E K= A2 AT 5,
S= ¥ FhospitaIMrm ZAJ7LTD.1.11, D.1.1.2KUD.1.1.4 ¢ XBd4 5,

ICHICSR ¥ H A F
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(B 1)

D.1.1.4 BEOZETLHFBESRUZTOEHRE EROTTOHEEFENES)

FIROFG| = DAVEAZZMRDZ &,

1 A =&

e 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

FrRE EREERRE
nullFlavor : MSK

Fo#L—v
TEMOKFCEE L2 WE S 2587 2 72D Onull flavor O FIZBIF 23 L
FHZITHOVWTIEIIBHEHEZSHD Z &,
D.LLAZIIU T OERREB™FEHIND -
<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"/>
rooti3D.1.1.4D 4 RiiZEE 2 3% L, id extensionlZ EFE D2k E 52 A1 5,
=— K Tinvestigation] # AJJLTD.1.1.1, D.1.1.2&%UD.1.1.3& K59 5,

D.2 fimtER

FRTEROBEZD I L 1OLEFANT D, LD

. AFARER R b B RISV T

=B AR PN RIS ﬁﬂihiﬁb\%@%@?ﬁff&

D.2.1 4£#%AH

FHDOFS| = ZOF—FZHEBAIIITEEOAEEA R E LTRAETE®RABEAMN (B B, A, BE
) ZANT D, EMERAEA BRAHREAIL, D22IHTEBB L ZOHEMMmE A
NTHZENTED, b LLIE TBEOEREE EE0EHICELD) | (D23
H) CTEOEREOEMZRLTH XV,

A &

T — & A £,/ IR¢ R

oID L

A FELWERICOW TSN E S RO Z &,
nullFlavor : MSK

SLERL— IV
BIKRVEERE X, B (3725 [CCYYMMDD] ) £ TTH 5,
REOAMERRET D Z LIXTTERY,
EEEVDAEFEARZM>TWHTH, [HABERREDCTDICENEZEETEI RN

&, null flavoroOMSKZFIF L CZ o7 — X IHH % 2 *%&TE)

TEHRD KABRARE L2 WIEHREE 2 2ib 4 5 72 Onull flavor D B4 53 LW
FR| X ZHONWTII336HEEBRDOZ L,
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(B 1)

D.22 ElER  EFEREEHOER

WMEPICEEORIWER AERELND D51, RYIORWER /A EFRBEIEEOEM 2 Fu
%, BRBOBIWER, / BEELOBEAIL. THRETCORWER, A ESELREIEFOTIELM )
(D.2.2.1) ZfHEHT 5,

FE 2 ERTRTIEAIE, B 7HBOERN 60D ANEETZ LICEET D,

D.2.2a EBMFA / EEEREBEBROFE (B

FIHOFG & D22EHZZHDZ L,

T A fEE, 7272 LD.22bIc AJ1T 255G 1T M0A,
7 — ) 5N

OID L

FEAAE e

L —V

D.22b EHER  AERRAERNOFE (BD)

FHOF5 & D.2.21H % £

EAEE £, =72 LD.22ac AT 554130 H,
=5 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

E R[N H£.OA, @8, BEORRBOUCUM=— F : {decade}
LR —

O G k.6 TE| MEERS LRI & AT 5.

D.2.2.1a HRRTORMER /EZERAEFOITIRGNMN (%)

FROFS = ZOF =2 AL, MBIZAIEL - EFRIBE S L & OIERBIF OME
) 2 AT %,

e L8, 7272LD.221bIc AT B A 34,

T 3N

oID 7L

FFAE By

LEL—

ICH ICSR %E4& 4 1 201344 H 12 H




(B 1)

D.2.2.1b MBRTOEMEA  EEBZRBFOITIRIAM (B

FIAOFEF = ZOF—ZHEBAIE, RIRICEWER BEFEEPEE SN & & OMIRBIH O
(HAL) 2 A7 2,

A &, 7272 LD.221ac AT B AT MA,

T — A 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAHE A. #EOHDOUCUM=— K : {trimester}

RELE—V

D.2.3 HBEDOFRM

BEBEOREICL D)

FIROFED| = ZOTF—HFEE O HFFMEOAFEIIALETERE T, WEESMMEA LEMAE (7
b, B—HFRFICZVRESNLERIHDOEE) 2T H7200LDTH
5, ZOWHBIFFRIZE LT M ERS R s TR ngES (Bl D21
X IID2 2N EMDOLGE) [TDAANTIEND,
1 A5 =3
7 s IN
oID 2.16.840.1.113883.3.989.2.1.1.9
TR 0=fRI2
1=8rEN (REER KR ONESRES A7)
2=5h 2
3=/
4=TF DA
5= A
6=l
ZEEL—
D.3 #&E (kg)
FEOFF & ZOTF—XHEBIZIIEIEN AEELRIFOBEOREL IR/ T LB TA
h¥ %,
1A =3
4 6N
o]} el
TFAE BT
LEL—
NS () BES ZENTED, ZoHFT—HHEATEI U~ () ZHEHALT
EAYSRASAN
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(B 1)

D.4 HE (cm)
FHOFG = ZOF—ZHAIIZRER AEFEEBFOBEFE DI R4 F A — MVHL
TANT %,
e EEy=N
7 — & 3N
OID L
TR Her
LER L — L
WEEHA LT A2 AT 5, ZoTT—XHEB T/ OT < () &
FAL TV T 7220,
D.5 43
FIHDOFF & ZOTF—FHEBIITEREOMERE AT B,
i Erte £
T Al IN
oID 1.0.5218
HEslC 1=tk
=2tk
nullFlavor : MSK, UNK, ASKU, NASK
FLEL—v
EEEPHRZH > TN TH, HANERAEDTZDIZENZRIETERVGA,
null flavoroOMSKZFIF L CZ 7 — X HHE 222 &+ 5,
FEBD KABRARE L722WERE &2 5Lk § 2 72 D onull flavor DI BIF 27 L
FHEZIZHOWVWTIH336EHEEZSROZ &,
D.6 E¥A#EA
FIMO T3 & ZOF—#HAICEBET 5 BE ORI AR EANT S, BBLLOR
EADNTHZENTED B ABEFELROHA, XIEBEZT) . PHRXIHA
BIZBMR T 2IERZD.7.LNC AT 5,
T/ RIROHETH HHAIT. BBIOKRKAREZD.L0.3ICATIT B,
A &
T — H <,/ IRe ]
OoID L
HRAYE FELWERICOW TS EINESRO Z L,
nullFlavor : MSK
LEL—

RIKRMLEZREEIX, £ (F7ebb ICCYY) ) FTTH D,
REOAMERET D Z LIXTTERY,

TEHRD KABRARE LR WIEHRE 2 2ib 4 5 72 onull flavor D B4 53 LW
FH|ZIZTHOWTIXI36EEZSHRDOZ L,

ICHICSR ¥ H A F
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(B 1)

D.7 BEY HARERUMMAER BER ATEERZR)

D.7.1r BEYHARERVHEHAEROBELShIEHR WEICIELRYIET)

AEEIZ AT D010, ERHWAMNE L 70D, R, R EOIRRE, THTLE,
4% (psychological trauma) . fGERRIA 7D K 9 2R 5ER] & BRAE T 5 72 DIZ B2 E WO H3 K
Doihd, BEOEA. HE%El (D.7.1r5) ([ZHHALTWLHAEKEZ AT, EfRH
FMBRHATH Y | CEIZ K DREIR D Z OREF| O IEFIE K OBEAE R O BRI LA, T
IR R B 3 B 25 D IRIR IR K ONELEE IR & OB 2 7R T DI OB E . Z OB RE ML
(D.7.1r5) IZEDHDH I ENTEX D, FROMET SEFLHIEHR (B BEEEE) 25
D7, BE YT DI K OBEHEERICOWT 5% (D.7.1r.6) 12 Ttrue (1%
W) | AT S,

BEE T~ 2 VIR IR L OBEFEHEIR O A28 D702 WA, DI2 ~DANBUEATH S, HED
RE U C R T 2 IR L OREREER OB B 2 W GAIZIE, D72 DEE TR 1295,
& L] SREILZY, #iE T TUNK] @ null flavor ZfEH L, %% Tix [None) &7t
LBk T 5,

AK7uvavro ) REISHEENRKEANETHLIZEE, RU 1) TRENDITRXTOHT
Tu vy OERBE—O [r] (BT DXI0ERICH D Z E2EWT 5, BEET 5 1EEFE KO
PEIERORGEZ Lo () 7va v 7 Z2H0W5, B2 2 DOIER P #®E SNeHGEe. &0
JER A D.7.1.1.1 705 D.7.116 ETCOHEBIZEEDR L, b9 1 HODIERE D.7.1.21 705 D.7.1.2.6
FCOHBICFERT 5,

D.7.1.r.la AEEERUMHERD MedDRA/IN—D 3>

FIHDOFG = ZOTF—HTEHIZIED.7.1.r.lbdOMedDRAN—V 5 > & AT 5,

HEME FH., 7 LDILrbIC AT 25410,

T 4AN

oID 2L

FEAE Frko o (R) )

ZEEL—
1> DICSRIZ1IDDMedDRAN— = D AH AT 5,
MedDRA/N— = 1612 H L72 e, FFAMEIT 115.1) & 722,

D.7.1r.1b PBIET ZAEERUVHEEER (KK FHOE  ZFDih) (MedDRAO—FK)

FHDOFG = D7LMEEZBIROZ &,
T B, 7272 LD.7.Lr1all AT 23581304,
T 8N
oID 2.16.840.1.113883.6.163
FEAE BT
LEL—
ICHICSR #2477 A K 201344 A 12 H



D.7.1.r.2 FBA%kH

(B 1)

MHOFE & ZOFT—HIEAICIED.7.Lr1bd TEFHIRER) OBtGH 2 AN %, BlthH KD
KBTHOELHIZOWTS, BBELEOHAMEZANTLZZENTEDLIN, bR
VREEEDREE L,

A =3

T — Al A A<, R

OID L

FFAE FELWEBRIZO W TN E S RO Z &,
nullFlavor : MSK, ASKU, NASK

EEL—
RIKIRLE DR, £ (F72bb [CCYY] ) £TTH D,
FRRDBAMZIRET D LT TE RN,
RO KERRE LR W RE 2 7Lk 35 72 O Onull flavor DE FHIZEE 23£ LW
T ZIOWVWTIEH3IBEEZSROZ &,

D.7.1.r.3 ##

HADOFGI& —ZIEAIE, ZOWEORATD7.Lrlbd TEFAHRIE] 23k L T\ D
MNaRY,

EAEE =3

T — & 7=

OID L

S false
true
nullFlavor : MSK, ASKU. NASK

FEL—L
THEHOKIARE LR WFE RS 2 507 2 72D Onull flavor 6 FIZBIF 23 L
FHIEIZHONTIEIIHEZ O Z &,

D.7.1r4 #¥TH

MHADOFGIE ZOFT—=ZHAIZIED.7.Lr1bd TEFHRE] O THZANT S, PR KK
HKTHOELBIZONWTY, BEBLIZOHMEANTHZLENTELN, &bE
VREEEDNEE L,

A (5=

T— A A/ R

OID L

FEAUE FELWERICOW TN EZ RO Z &,
nullFlavor : MSK, ASKU, NASK

LEL—

RIKRMLEZFERE L, & (37205 [CCYY) ) £TTHS,
KKOBMERET D2 LT TER,

TEHR D KIBRIEE L2 WEIRE 2508 92 7= onull flavor D B4 53 L
FB|ZIZHOWTITII6HEE RO Z &,
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(B 1)

D.7.1.r5 {§#E

FIAOFI % MREEE S 2 VAR B OB OMSE (L S =158 (D.7.1r) ICANTEA
ot [ERRREE] 12 oW CEINIZ BEEREY AT 5, 6212 REDS
B, ZCICHARERREET D, BB LZO AL ARVEA IS K OREEE
ROBFRIZBNL O K 50k (B . UNE#IAG ) ) 22 ZIcAT52
NTE B,

AT 1T

S g 5 2000AN

OID L

FAL(ER H H itk

oEN—

D.7.1.r.6 R

FIROF5 & [EE# 4 2 1RIRE R O EEER O & b SN2 (D.7.4r) (SR ERHE
WMBRBIOFEO —BICHIFET D EMEINTWEEE B BaMRR) | 2
OF—ZHEAIZ Ttrue] AT 5, LMLANE,  THORES 2 IR0 K O
PEEMR ) (D.10.7) IZE UEZMRMEZBE R L TWAERE, 207 —XEB X
ERLZR, ZoTF—XEBIZ Ttrue] 2 A LIEGAE. FEla2HLIER T
5.

i A =3

T =R 7 — L

o]} el

TR true

ZEEL—

D.10.7\Z # DR IE K OBEFEAEIR Z BEIC AN L TW B IGA, MUk ic b3
HEZMRAMER a2 — MEENTWThS, ZOF—ZIEEIZ Ttrue (1XV) | 2 AN
L7anZ &,

D.7.2 BEY HARERUVREMAER BIER AEERER) OREBER

FHDOFS| = ZOTFT—FHBIZIE, DI.LrCHEELTE R o 722 OMOTEEE &K ORELEER
BT a1 HRE AT 5,
Tz, BT DR K ORELEER O E D 72 & X X2 212 TNonel & AJT$
Do
WE O R CTRET AIREE L OREEROERINR 2N &, ZoF—FHB
XA (7205, null flavorUNK) 2 AL, Z#z TNone) ERFEIL7aWy,

AT &, 1277 LDI7ANZEOSA TV,

5 — & T 10000AN

OoID L

PR H HRo#H
nullFlavor : MSK, ASKU, NASK., UNK

EEL—IV

BB DB T DRI K OBEREEIR 2 20 5 7y (Bl 20X, #iER 72 V) B
null flavorOUNKZFIF L CZ OF — X THH 222l & 3 5,
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20134F4 H 12 H

-85-




(AR 1)

TEH O RIBRARE L 72 WERE 2 FLR 7 5 7= onull flavor O FHIZBIF 53 LW

FHZITHOVWTIE33BHEZSBHDOZ &,

ICHICSR ¥ H A F
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(AR 1)

D.7.3 HfAEE

FIRADOFG = ZOF AT, BEHEE, AR, REMB RS UIGHICA N TE R
WE DM OB 72 & OPFRFREIC OV CRITER BB O A BE A 1425, 20
T—ZHAIC Ttrue) Z A LBHAE, REMAZHIHEICEEE S 2,

A =3

T — 47l 7 — A
OID L
A E true
EEL—

RO IT T OEREKG OB SN HRE GHEHICAT TS, GHECHEl
0 TEZRWEDMOIBEEDE AT, D73HEICtrue ® AN L., 3% H1E IR
T 5,

D8r BETIBENERRFERAE (BLEICKECHERYIET)

COHEBITEBECKRES SN, BEFRBEHIPIEINTHETSERLCETH D0 TH S,
GERERCS B ORIER,BEEFRICHEE L TWAAREMEOH D ER ML TS5 L L, KRIEH

WCANT B, EFERPHEAMLEL /5, BRIk I 238A0L, YEKLOE KL
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AT 5, REBIZAN ENHERICITELEOBEOHERRBR LS END,

AIEREIERELT D202, ICHMSFEEE S A LT 5, FH—RIFRFEIC X v s ShzE
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G.k.3.3 ROMBEBHEEDLW
Gkba -EMER/ HEERERECORBRESEFH
Gk5b -EMER /EEBREBRECORBHRIES 2 (B
Gkba - BREROITREIM ()
G.k6b - BREERFOITIRIARK (B AL
G.k.8 -EEKITHLTERLONZLE
Gkll -EERICETIZOMOIFR(BHTE
Gk23r-Bn / BERDOHNFEEE (WEICHLRYERT)
0-n G231l - Fi BEHANE
G.k23r2a-Kn/ HERSDIDA—av At/ BES
G.k2.3.r.2b - K9 HERSDID
G.k23r3a-&E#)
G.k2.3.r.3b - &£ (BfL)
5 G.kar- BEERVEERR WEICTHELEYIRT)
..n

Gkarla -#5EED

G.k4rlb -#&5E (EfL)

G.k.4.r2 - B 5RO B A

G.k.4.r3 -BEMROER

G.k4r4 -EEROFBSHEA

G.k4r5 -EEROETSETAE

Gkd4rba -EEXKESHM[E

Gk4réb - EFEXQFESHRM (B4

G.k4.r7 - IN\YF AYLES

G.k.4r8 - EEERTRRER

Gk4rol -EERFIR(BHER

Gk4r9.2a - EERFIFOIDNA—Dav At ER
G.k4.r9.2b - BEERFFDID

G.k4.r.10.1 -#H5#EFK(EHIH)

G.k4.r.10.2a - HESREOIDNAN—Cav AR BS
G.k.4.r.10.2b - #HE5EEDID

G.k4rlll -FAAOEREREK(BHIH)
G.k4rll2a- B~NOBERBOIDNN—Cav A EE
G.k.4.r.11.2b - BADOEEREDID

( RAR—I K

ICHICSR ¥ H A F

-117-

20134F4 H 12 H



(B 1)

G- EEmIFHR

~

C

RR—T IS DEEE )

Gk.7.r- EXRERER(BEICISLEYEY)

Gk7rl -E—XRERRICEVRESN-FERER
G.k.7.r.2a - {EFAEHODMedDRA/A—D3>
G.k.7.r.2b - ¥ H (MedDRAD—F)

GkO.i- EEREEMER BEEROTN IR BEITHLRYIRT)

Gk9il -FMERROBIER BEER
G.k9i3la- EERDEFEMENSEER  AEEZFERETORHMAER ()
G.k9.i3.1b - EERDR GBI SRR AEERHXRETORMMR (Hi)
G.k9.i32a- EERORZRBRIFEENSEMER  AEEZRERETORMMER ()
G.k.9.i.3.2b - EERDHREZSNSBIER  AEERRBEETORMEMMR (BAL)
Gk9.i4 -BERSTEMERIFBRLEZN?
Gkoi2r- EERLAMER BESROREER (BECHELERYIRT)

G.k.9..2.r.1 - FHEDIEHRR

G.k.9..2.r.2 - Ml A%
0..n G.k.9.i.2.r.3 - AL R

G.k.10.r - EERICEY 2 Z DO ER (3—F1E) (BEISISCEYIRY)

L

Gk10r- EEGICEY S ZDMDEH(a—FE)

/

Gkl EXGESOHERMT

FIHOFER &

ZOF—HAHEBIITHE - RRER L > ORSNEZERGORIER A HEFZR~
DGR DA EMT ZEE L. BERPRWVIGRTFERTICLD2bDE AN
T D, TRTOHAFREICBNT, PR L bIoDHERELEZDDHZ & (331
EBROZL)

HEH DO L O ENER Z %> TV AEE1E. MAER b DT T
DIEFNZDOWT [FHELEF) %8IRT 5, B UTIEEIER & O AIER D
WAL, BERICOWT THHAEFA) #%RIRT 5, FHMEOBN L, HEER
BT D ESR T TR s Rd, HEMERAORE (Flxi, EReMa
ER. BWHAEER., 7rva—VHAEERSE) A ERORWICRERT 2 65E
Fg bl b bic, EiHEBWER AHEFS) 1Ci#HY)72MedDRALLT=2— R TA)
T2,

[FERE] \ZHOWTIE, LLTFO2oDRIBICIR Y S5 Z LR A[RETH 5,
FRRRBR  FESASCEICES LB ENRBRIEO®BRER (FIZiZAs ) —=
THIMFROU 4y a7 U MY 12, AEFEVBRHR LGS, 20Xk
HERZITEY, RRPIEICE> THREESND, Z0%E, GHEHTIEGKL, Gk2
KOGCKkBDHEANT %, AEFLORRE L LN DIHEHRIZ OV T, HADF
IR ATIT 5, o, EZOERETH2Z, HHEEOEREZHAIAL
TH I,

BIGHE  BEDNERICLT SN TR HOREZZ TR T2BE, M0k
LU AREZRGIRIC AL FRIZ DWW T DIER (G SNieho o FEEET) AT
HELbHlo, BEINTIRICET AR MHERIK) L LTANT 5, RIERR
X, TEiHEBIEH,AHEES) (@Y 2 MedDRA LLT2— RTANT 5,

P

| B
o>

WA

7 —&m

IN
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(AR 1)

oID 2.16.840.1.113883.3.989.2.1.1.13
HAY 1= EedE
2=0f 3K
3=tHAEAEH
4=3E# 5.
LERL— L
KICSRIZIE,  THeEesk) . THAEEH) . BERE) ondhniconT, 72
L 1o%EFDRTITR LAY,

BRI L . B S, E G L7 B & DR i S EE o T [
O HR b 5. DEIEEIEZ OBIER 25580 B 117w e T B 5 S 41T 2 B
IR DAL, 7 Dt B 7 B H I D8 IE T AT 5.

Gk2 BEFESOBER

IS4 TR 2%, B IRIERIE D S S SN RBLT GK22ICANT 5, ERMLOHH
FREME(L T 572012, ICHMS EEEH A REFEHTREThDH, MEAFIHAIRRIC 2T, E3E
EnE AT DB H 20 | b EMICHESL SN IZERAE O, BEETHHEREGY KT S
I, il ziE, Gk21.1 T MPID #AJ13 41U, Gk2.1.2 T PhPID # AJ19 5B X720,
[AAERIZ, PhPID 28 AJ) LTV, B DIF# A AT D ML E T 720,

o BEREDOLGAIL, B a— LS LARWEETEH, Gk22 XN Gk23.r1245h> T
WO IEHRZ ATREZRIR Y < AT 5,

o HHEHMICEHAL TLOL EORSANFEFE SN TWAEAIT, VBTG LT Gk2.3 &
DIRLTAREBIZANT S,

WEE N L EELA & HIANT 5 RETh B,
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(B 1)

Gk21l EEZOBEEEMNF HEFOBEHFHENF

G.k.2.1.1a MPID/N\—3vA/ES

FHOFE & ZOF—FHERBICIZGCK21L1bD A=Y g DB EANT S,
T A f£5, 7277 LGK2.1L1bIC AN T DA IINA,

T — 47l M5FEEET A N &S,

oID 2L

FEAAE MSFEIET A R & B,

FEIL—V

Gk.2.11b EFESKHRBEAF (MPID)

FIHOFE & G.k2.2%NCH M5 IDMPH A K5 A 233X . MPID_XPhPIDD (741742
W, XYM G 2T —XHBICANT S, #5 SN ERLOMPIDS
PhPIDZ2WEAIE. b 0F —ZHEIZZEMIC L TR,

A a3

7 — 4 Al M5FEEE T A R & B,

oID M5FEEE T A R &R,

FrRAE M53EEE T 1 R &SR,

FLEL—L

MPID (G.k2.1.1) # AN L7=%HE, %0 DIEE Gk21 XU Gk23r
(G.k2.3r1m 5 Gk2.3.r3) 1L ET 5,

G.k.2.1.2a PhPID/8—L 3> HfI/BS

FIHDOFH & ZOF—FHERBAICIZGCK2120D 13—V g D B E AT B,
AT B, 7272 LGk21.2biIc AT B854 130,

F— 4%l M5ZEEEN A R %S,

oID 7L

A M5REE T A R &S,

LR —
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(B 1)

G.k.2.1.2b SEI#EAF (PhPID)

FIADOF| & G.k.2.28 ONICH MB3E3E 4 A NIZFE-3 &, MPID X/ZPhPIDD 1) 741002\ T
LV AR T % T — 2B 5, Wi STz EIa OMPIDRPhPIDZ 7z
WEAIE, I oF—ZHEEITZEMIC L TEL,

ke es £, GK2LUIATIRH DH5E5IT AT L,

T —HFl M5 A K& 5,

OID M5FEIET A N& B -

PAE M5ZREENT A RESH,

LER L — L

W7 B EETIZEB W THMPID, PhPIDD EBH & AL, W2 AT 5
Z ElE A,

o

MPID (G.k2.1.1) [Z72\23 PhPID (Gk.2.1.2) Z AN L7=H4A. Gk23r
(G.k2.3r176 Gk.2.3.r.3) X2 LT 5,

Gk22 E—REHRCIYBESh-EEXREL

FIHDOF5| = ZOTF—FEBIZIIREENMEA LZEERLLE AT D, 1ODOEELPHE—
ORGEEFIZIVREIN TN TH, BIZX o TERSTZFEIZEAE L OHE0H
HZ EITHEET D,

T A WA

5 — & Tl 250AN

OID L

PR H i

ZEEL—

Gk23r B&E/HERSOBMNFLEE WEICEHLRYIET)
MPID i PhPID DWW b 2V E, plisr T EICAEA 20 IR L, Hlx I A9 %, ICH

M5 DRI ATREIC 22 uiE. FNENDRSY Z 82, D FFEHE DD & ANJ1T 5, oy
ERLT D ID B WIGETE, ERMLEERLF (INN) | fod. ERLFEN =2 — Fondih
MEANITTHI L,
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(B 1)

G.k.23rl1 MEun/ BERS%

FMOFG] & 34 OID) (Gk23r2b) BRWGEIL, Oy ORERF#E AT 5,
ZZICERERAEANNTHIENTE D,

A Gk21.1, Gk212XixGk23r2b K554 DID] OWFNRIR WA ITMSHE

T—5 M 250 AN

OID L

R EREEERE

TEL—

G.k.23r2a BOa/BERSD ID/AN—ParvAF/ES

FHOFE & ZOF—=HEBIZIIRSLDIDDONA—T 3 O A E AT D,
et £E, 7272 LGKk23.r.2biC AT D513 MA,

=4 %l M5ZEEES A R &S,

oID 2L

FEAE MSZEEE D A R & B IE,

L —

Gk.2.3.r.2b RO /HERSD ID

FIAOF5 & MPID (Gk.2.1.1) K UPHhPID (G.k2.1.2) DM NRWGEAIL, 2 DO/s4 DID
T 5. ICHMSRIET A FAFIARREIC /82 £ T, ZOHBIFZEME T 5,

i (5=

T M5JEEE D A R &S,

OID M5EEAETT A R &2,

FEAE MEFEET A RS,

LEL—

Gk.23r3a BE (%

FIHOFS| & PhPID (G.k.2.1.2) BFIHARFOEE, o0 E&ERT LV IEWEHEEZ Z 07—
ZIEAICATIT D, HOVITHPARZR2TNE, GEEZ T TEE (0o T
&) BAIT 5D,

A ey

T 10N

OoID L

TrAE 7

ERL— IV
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G.k.2.3r.3b EE (Bfi)

(B 1)

FIHDOFG = ZOF—FHERAICIZGCK2.3r.3aDHAE AT D,
et 5, 7272 LGk23.r3aC AN T DHAITMA,
T — 7 50AN

oID 2.16.840.1.113883.3.989.2.1.1.25

FFAE HIRATUCUM = — |

TEL—

Gk24 BEEHZZEAFLE-EOHEN

FIROFG = ZOF—FHBIIEIERLE AT LEEE AT 5,
A E 13

F—4 %l 2A

oID 1.0.3166.1.2.2

A ISO 3166-1 alpha-2, EU

L —

TRTCOEHI2XFOEa— RE2FH+ 5,

EUDE =2 — NIZFIAIStE =2 — R E L TISO3166[E = — KU 2 MIFELTH
V., BINEASDOLETIZRIVEOH LT XTORFEEYR— T35, ZOHA,

[EU] AE=a— & LTHEREIND,

EREINTWVD, T—FDHEERIET D72, KFEEIT A FTIE, BHEEHORD

O HFEIITIE. GK24HH OF — B STit. HL? Tl a— Fo7 < S35 b

DICISOE=a—REFEHTLZLET D,
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(B 1)

G.k.25 ABEBREOEHRRKR

FIHOFF] & ZOF —ZIE B ITEERRER DS DICSRO LA HETH D, ICHE2AT A RS
A UL, ER T COREFILZEMEREITRE L2 e LTS, Lol BRIR
BRI ER FTOEMZEMEREEZMY XTI ERAEETHIHEIT. =
OTF—XHEAZUTOEBVHHTLZ L SN ETOMIT 0)7~&
HHIZ Ttrue] ZANT5Z2ET IERT) L0 RNEFRRT S, ZOHEEN
ltrue)] THHLEAETL. TGK2EFEMLOFEA TIZEENHIHAIIE, RBRIED
[HHREANTTDHZ L, 10ML®/A%£7)> EONDHELER. TNTh oK%
BlaeDCkT vy JIZANTHZ &, BREEIN-%IT, @SS, Gk23rTH
L LT [F58R) 28513,

EE &

7= 7 — LA

OoID L

FrRE true

FLEL—L

ICSRIERFFIZARBETH 25, E1C DT —
ZOT—HXIEH 7241:31%1

i R ARER 2B 9 A ICSRIZ I W T
X THHDfE%E Ttrue] IZERET D, £DOMOELGEIX
X725 720,

Gk3 EEXEROERBONBERUVER HEES

WEINTWBEEMLIZHOUVT ICH M5 MPID ﬁifocu\ BE. EFE 2 mET AL, F0
WEETHEICRBIT AR, HEEEL EOICARROREEL E ANT 5, BESETELO
WEEIRIZOWTRIERE AT HZ &

G.k31l REB/HESS

FIRAOFF| & MPID (Gk21.1) WaWGEEIE, EFREZ (AT DRI, ZO®RET DEIC
BUIDEEMOER, WiEEsE 0T —FHBICANT D, BEAET, Dk

< &b HIDOWEIRIZOWTAEREANTHZ L,

T =3

5z T 35 AN

oID 2.16.840.1.113883.3.989.2.1.3.4

FFAE B HFe#

EmEL—V
Gk3LZIILL FTOREAERAEINS :

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

rootiXG.k.3. 1D 4 i ZEM A% L. id extension|Z EEE D AR, BiEE 5 E2 AT

50
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(B 1)

Gk32 ZRE /HE

FIADOF| & MPID (G.k.2.1.1) 2372V GE1E, RS ZEET BRI, EHEMEDER I
FEZZOTF—XEBICANTSD (> TWDHEE) .

A f£5, 7277 LGKILIANT DHEAITNAE,

74 2A

oID 1.0.3166.1.2.2

A E ISO 3166-1 alpha-2, EU

oEN—
TRTCOLEI2FOEa— FE#EHT 5, EUDE=— RIZFINHSESE=2— R
L L TISO3166FE = — KU A MIFEELTEY ., BRMNESDOARTZRTHEDH
DT RTCOHFEETR— N5, ZOHE, [EU] BAEa—RFRELTHFRIN
50

G.k.3.3 REBOMBE HEEDOLI

FIHDOFG = ZOT—FHEBIIE Ry VIR R I TN D BUEIR AR ESE 04 e A
HT %,

EAEE e

Vb gt 60AN

OoID 2L

TFAE B ok

FLEL—L

Gk4r BREBRUBERE (LWEICHLRYET)

Gkarl»o Gk4r3 EFTOTFT—XHBIX, HEEBEHREANTIDIEHNTHIZ L, Bz

X, 5mg (1[EFEEGEE LT Z#EHTEEST L2561, Gkarlns Gk4r3 ETOT —FIH
iz 5, mg, 2. HEAHTS, FERIC, 50mg 2@ H&KE59 58541, 50, mg, 1.

H&ET 5,

AT E O MR CHEEEIER 5T 2501%, ZOMRICED &2 ANT S, flxiX, 5mg% 1H 4
Bl (QID) TEEHTHHAIL. Gkarlnd Gkar3EFTOTF—HIEHA %2, TNLN 5, mg,
025, H&T %,

EE A REORAFIOEA. mgORb 0 IEEDOHN {DF} & L CEEERN (Gkdrlb) %
AT 5,

B—T7 /REREDGEIL., ZOREEDCHBICIIMB INTZR~DOEREEXZ AN NT 5, #lz
X, HIRICB T 2EERBEOFIA L stbh 2 #HH = RENEH LEE, 2oR5 EiEH
(Gkarlmnd Gk4arll2) X, EHICBT 5 OEA OB EARNEZ ANT1T 5, BEE PR
DOBEFIRTH H5A1E. FERICE T 52 OEFOBEOUIHR 5k & 5 BIFHRICATIT 5,
REDPWEIRDOBRIR TH 28551, [EELICHEHTLIIZFomoER] (Gk10) IZANT 5,
JEFIOFLIRER (H.1) (2iE, SCHOERE F DREF 2RI OV TR T 5,
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(B 1)

1LODNTFIZEEOHRENE END D, ME LSRG EEREATITHZ ENTE 20
BAIT. GKkAr8IZEHRIERTANTDHZ &

& ZOMOBREBOREAFIZME I (G) TR,

Gk.4rila #BEE ¥

FIMOFG = ZOTF—FHEAIIEISEERE B 2 AT D,
T A 5

7 — 5 &N

oID L

LR BeF

EEL—

Gk.4rilb #ER (BHL)

FIHOFG & ZOTF—FHEHEIKIE, GkarlaDEEREOHENE AT 5,
EAEE £&, =72 LGkArlalc AT 5581344,

Vamr ! 50AN

OID 2.16.840.1.113883.3.989.2.1.1.25

TR filfRffUCUM=— F : {DF}

FEL—L

UCUMTIE, UCUMIZE ENRWVFEEFICHMUAORREFAHL TCH IV, 2D

Btr. XMLA »&—2Tid {DF} AL TH Luvy,

Gk.4r2 HEMROERMLE

FADFEF| = ZOF—ZEBIIIEEKE (Gkbrlak’Gk4rlb) ORFRIEOME () A
14 %, Gkar2XUIGkAr3D N AN ARHDEE . HEMEDOERN [ /EFH
#9 (yclical) | . [#E/F (asnecesary) | . [AFf (otal) | OWTHNDOEHEE
BT, WIEEZZEME T 5,

HEE G-

5 —Z 4N

oID L

FAE 7

SLERL— IV

Gk.4r3 HEMREDOESE

FIHOFER &

ZOF—FHEBIITRERE (Gk4r2) OHALAE RS ETICEET HUCUM
a— RNEANT S, BARMREERREIIRIATH D, EISHE R SUTE M
WZEH SN2 ERHERINTWAEAIR, ZoFr—XHEBIZ [EHKN
(cyclical) | 3Xi% T (asnecesary) | ZEEH L TH L\, BRI RG &K
ORI R TH D, BIFGEENIH-> TODEA (F  BER G OH
&) 1E. BLHA (Gk4rlalGkdrlb) &Ebio, ZoF—FHEBIIC (45
(fotal) | ZAST5 (Gkar2ixzEe+5) .
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(B 1)

AT E&, 7277 LGKAr2QIZ AN T DA ITNA,

F—5m 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

A E HIBRfFUCUM=— K {cyclical} . {asnecessary} . {total}
RELE—V

FLHICHM A OEREZFERH L THL LY, 20

UCUMTIiZ, UCUMIZE 72w
{asnecessary} . {total} ZHALTH

BE . XMLA v E—2 Tk {cyclical} .
L,

Gk4ras EEZOBERKA

FIAOFS = ZoF—2HEAE, BEREREAT D,
1AM ESsy

T —4 %l EES IS !

oID L

A E nullFlavor : MSK, ASKU, NASK

L —

BARIRMEALRSE L, A (F72bDB [CCYY] ) £TTHD,
REKDOBMZRET D Z LT TE R, HROKIBOEE LRVWERSE 2 b3
2% 7= dnull flavor D FlIZ B+ 23 L WFEF| ZI2HOWTIE33.6H A SO Z L,

Gk4rs5 EXGmOHKERTH

ZOF—=ZHBIZIE, &“Em’&TEI%)\jJTZJO BUWER AEFRPFEE LK S

FIHOFS| &
BHEZME L T 5 COF—FZHEHIZZEME L, TEELNISHLTERON
7oALE ) (G.k.8) %Eﬁﬁﬂ%o BHIIFIEENTWDER, ZO ARSI RN
AL, GkArs5ZB W T#EY ZanullFlavor & 3R 4%,

A G-

F— 7l ERS P

oID L

PR nullFlavor : MSK, ASKU., NASK

SLERL— IV

FARBMBEL R 1L, £ (T72bb [CCYY) ) £ TThH D, KKROANMEIEE
TBHZLITTERY,

TEHRD KABRAEE L WIEHE %58k 3 5 72 o onull flavor D FIZEE 4 A3 LW

S &e

FH|ZIZONWTIE3I6EHESZ D

Gk.4r.6a EELHZSHM ()

FAREEND, Ll 5 XUIRRHO

FHOFF & WE . WSS ORBA ST RN
Xz, LVEERARREHEAEHE R GELH D, £, ZOT—XIHA
. RO S TG OEM BTS2 5 220, £ 5 HIRNCRE+ 2 5H0
HBNTWAEAIZLEHT S,
ZOEHRERTIX, 1oO AT —FEB BAHXIIKTH) & ZOHEBICA
95, ZITHELEDFRIZEHGHMTHY . MREGHHLEEND,
ZOF—FHEBIITEGHE OB ) 2ANT 5,

AT £, 7277 LGkAr6bICANT DA 130,
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20134F4 H 12 H

-127-




(B 1)

T 5N
OID 2L
AR ey
FLEA— v

Gk.4reb EEXERESHR (BAD)

FIHOFG & CoF—ZHAE TEELEGHM] (Gk4r6a) DOHEMAZATTS,
A LE, 7272 LGkar6alc AT D55 130,

Yamb ! 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

FFAE HIBRAFUCUM = — R

FEL—L

Gk4r7 NyF /Oy FES

MO FF & COF—FHEAIZIIERLOANyFTn v VEEEANT S, KIERITIUV 7 F
v AEMERIRANC B W TRICEE TH D, ATRERIR Y BRI R A AT
5. AR K O OO BEEHRICOW T, [EIRGICET 5 Z Dot
W (Gkll) &M+ 5,

1 A5 &

= 35AN

oID oL

A EREE

ZEEL—

Gk.4r8 HEEFRITIRER

FEOFF & BE L SN EREEBERE R T I ENTEXRVNEAS, ks RE5E&ICH
LCEDICEEMAZBINT 4. AT —XHBICHHREHEOHERE AT 5, #H
Eban=-®&EEDT —FHA TAD LB 2 BET 2 LB,

A E &

7 — 4 Al 2000AN

o]} L

RSAYEN ENEEERE

LEL—
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(B 1)

Gk.4r9 EEIZFFE

Gk.4r91 EERFFE (BHFEH)

FIADOF| & [EHLFFDID] (G.k4r9.2b) MNRpWGE., 20T —XHB ZEKLATIZ
B4 % Aok s AT 3,

A &

Yamb ! 60 AN

OoID L

A H HRo#H
nullFlavor : ASKU, NASK, UNK

LERL— L

TEH O KIBRARE L2 WERE 2 F0R 7 5 7= onull flavor O fE FHIZBI 4 53E LW
FR| X |THONWTIX3I6HEELBRDO T &,

G.k.4r9.2a EXRFIWO ID/N—P 3 HF

FHOFE & ZOTFT—XHEBIZIZERLAEOIDO AN~ a A2 AT D,

pliRE N TR, 72720 TEEMFFOID) (Gk4ar9.2b) I[ZANT HLEEITMA,
T 5 M53EEEN A R % B,

oID L

A E M5FEEENT A RES M,

L —

G.k.4r92b EEZAED ID

FIHDOFF| & PhPID (G.k.2.1.2) D72WEAIE, EFRHFIFEIZ OV TILICH M5 & 2.4 F7EE B
MEEOIDZANT 50 EHESATFOIDRRNGEIE, GkA4.r9.10 [ HFLHZ i
M35,

A &

T — & M5ZREET A KESH,

oID M53ZEE T A R & B,

FFRE M5FEET A KE5 M,

SLERL— IV
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20134F4 H 12 H
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Gk.4ri10 BEEK

(B 1)

Gk.4r.10.1 #5EK (BHEH)

FRAOFE = B EREDID]  (Gk4r10.2b) BNWEA, 207 —XEBICHEREICET
LR EANT D, FHRERFESERZ R L TORWEE XUXE®REZ NS 72
WIEIE. )72 null flavor 2 L TH L,

A (R=%

et il 60 AN

OID 2L

A H H Rk
nullFlavor : ASKU, NASK. UNK

EEL—
TEHR D KABCEE L7 WIEHRE & Rk 32 72 onull flavor D FIZBE 3 236 L
FHEIZHOWVWTIE336HEESRDOZ &,

G.k.4r.10.2a ¥ERED ID/IN—

avAf /&S

FIROFG = ZOF—ZHEBIITHEGREDOIDO A=Y g v B2 AT 5,

A £&, 7272 LGkA4Ar10.20i1C AT H5E T4,

=5 M5 A RN & B,

oID L

R M5FEET A RE B,

L —
MSDIDFIAATREIC 7225 £ ¢, ICHE2B (R3) =— KU R 4D A=Y 3 %K
FEERT L,

G.k.4r.102b ETBEEE®D ID

FIHOFS| & B 5L, ICH Mo R SAEEDEHAZFEDIDE AT 5, MEXIFIHATEEIZ 2 D
T, R (F) ICRRENTEEEOa— FRE2FEHAT 5, _ﬂu%@uﬂu% \al
DT —HEBHEH LW &,
B—F/FREHRETIE, ZoF—ZHEBICF/IBIE ($%) ~OBEGREE = AT
T 5, JL KN léLfWa@;o@F‘%ﬁéﬁﬁ% G128, RS SN ERRIC
ONWTTBEOREREEELZ L H D, ﬁ@é&%‘fr@f&% iG kA4rl1llc A1t 2%
Z &,

T A &

T— Al M53E3E 7 1 R &SR,
MS3FHAAIBEIC 22 D5 £ T, 3NTH D,

oID M53EEEH A R &2 B,
M523 FI A RIREIC 72 5 % . 2.16.840.1.113883.3.989.2.1.1.14 & f Fi4 %,

AE M5SEEE T A REBH,
MSZ2SFIFH R REIC 72 B £ T, £k (F) o= — FEEFHT 5,

ERL— IV

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

Gk4rll BAOBEESEER E—F HBRBEDIEES)

Gk.4ri1ll B~AOERSEK (BHFECH)

RO FE| = THA~DOBEREDID]  (Gk4rll2b) NWEE., 205 —XIEBIZHEGREE
BT 2Rk E AT 5, BIERFEIDERZRME L TR WEE U &
F1 572 0AE, 8 Znull flavora A L Th L,

A 5

= 7 60 AN

oID 2L

A EREEERE
nullFlavor : ASKU, NASK., UNK

ZLERL— L

THHRO KL L LW ERSE 250§ % 720 Onull flavor O B4 25 L
FHIEIZHONTII3IBHEESRDOZ &,

Gk.4rill2a BAOBREERD ID/IN—

avAHt/ &S

FIADOFF = ZOF—=FHEBIIFRERBOIDO A= g v AN EANT D,
A £, 7272 LGKkAr11.20IC AT A 130 H,

F—x 8 M5FHE T A N &2 B,

oID 2L

A M5FHE T A N &2 B,

L —

Gk.4ri11.2b B~AOESREED ID

FIHDOFS = ZOTF—HXEHAIZIE, Gk4rl~Gkar3 Tt L=E N LRI >\ T D
BEREEZ AT D, BERKIL, ICHMEELZAEBLDOERTZZEDIDE AT S,
MSAFIHAIBRIZZ 5 ¢, 81 (F) ICieSnizBEfFoa— FRZEHT 5, 2
NUSOHRN T2 ZOF—FEHBITHEH LN &,

A &

5 —Z MBEERET A a5,

MS2FIHAIBEIZ 22 B £ T, 3NTH 5,

oID M53EEEH 1A R A2 B,

MS2SFI A ATREIZ 72 5 £ T, 2.16.840.1.113883.3.989.2.1.1.14 % [+ %,

RSAYEN M5SEEE T A K&

MSAFIHAIREIZ 72 D £ C, k1 (F) o=2— RREHHT D,

LEL—

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

Gkb5a ElfA/ AEERERFITORBWBREE W)

FIADOFF & ZOT—ZHHAIIT DB, ER. BERAEFZOWTNROREBLE T
5 SN RERGEOE (B) 2 AT 5,

WA f£E, 7272 LGkBbIZ AT T 2856 1344,

F s 10N

OoID L

FFAE pes

mEL—V

Gkb5b EIER/ AEBRRBLETORELEBEE (B4
FIHDOFF & ZOF —FHERBITIEGK5aDEDEALE A ST 5,
pliRE N £E, 777 LGkLalZ AT %A 1344,

5 7 50AN

oID 2.16.840.1.113883.3.989.2.1.1.25

FFAHE HIRffUCUM=— F : {DF}

FLEL—V

UCUMTI{Z, UCUMIZE EFNRWEESICHAUADERHZMLML TS Lv, 2D

BE. XMLA v E—2 Tk (DF} AL TH vy,

G.k.6a BREROITRHAM ()

FIHOFE & ZOFT—ZHEBICIER S FRVIRB ORI O a2 AT %,
At B, 7272 LGKBbIC AT DHAITMA,
T4 3N
oID 7L
FPAE e
LR —
EHIMIZA,. B, B, hJ74 A 2% — (Gk6b) THRET S,

G.k.6b MEROTIEM (Bf)

FIHDOFH & ZOF—ZHBIZIXGK6aDIED HALEZ ATIT B,
M £, 7277 LGkBAUZ AT T HHAITMA,

T — &l 50AN

OID 2.16.840.1.113883.3.989.2.1.1.26

FFAE A, BEOHDUCUM=— F : {trimester}

L —V

BRI C— XAV SN TV A BAUCUMIZED S TWAR WAL, # 2 1E
{trimester} D X 5 IZHFEIE H W TIEETE 5,

ICHICSR ¥ H A F

20134F4 H 12 H
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G.k.7.r

(B 1)

ERLRERER WEICHLRYIETY)

Gk.7.r1 F—XREHRRIZEYVBESINT-EHAER

FHDOFS| = ZOT—XEBIZIZEBERMREO =, ERLOM AR %l 32 O HW
OB RMEFEOSERL O/ UTEVEEAZER L CANT D, HRIENTE
WAL T RWIGEIE TREFE) | HEREZML2VWGEEIT TRH 2, i
FIERTHZ N TE B,

1 A £&

5 K 250AN

oID L

FrRE EREERRE
nullFlavor : ASKU, NASK, UNK

LImAL—

TEHR D KIBRIEE L2 WIEIRE 2508 9 2 7= O onull flavor D FHIZEE 536 LW

FHZITHOVWTIE33BHEHEZSHD Z &,

XMLA > A H o ZZB W TC O ERE RO JEME % Fronull flavorz i 42 = &
(ft8%1 (D) O&EHER]R)

Gk.7r2a {HEHREHAD MedDRA/N—2 3>

FIADFG& ZOF—HHAIZIIGKT.r200OMedDRAN— Y 5 U 2 ATIT 2,
A R, 7272 LGKTr2bIC A 23 A LA,

75 4AN

OID mL

AP BRI (R

LA — L

1>DICSRIZ1I D> DMedDRAN— 5 » D IMFEHT %,
MedDRA/ X — 3 151 %& A U720, §FAMEIX T15.1) & 725,

Gk.7r2b {EFAEMA (MedDRA O—F)

FIHOFH & ZOTF—ZHEBAICIZEERLOEAMEE OMedDRALLT 22— & AT %,

A EE, 727 LGKT.r2a AN+ B AI1T 0,

=5 8N

oID 2.16.840.1.113883.6.163

B B

E#EL—
G.k.7.r.1Cnull flavorZ i L CW 2 55, MedDRAMIEE 13 it iE AN HA oD $E55 i
FA1  (LLT=10057097) %{EM9 5,

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

Gk8 EEHZIHLTEmOA-LE

FIFOFE = ZOF—FHEBIIIREER, AEFERORE L L TERMBICH L TRONIZAE
EANT D, M ML (FEE5HIE) 1, [REBIERORIER, FEFROIR
J# (Ei7) T, BEFIEZORE (dechallenge) (2B 2 1f# & &k
D, [ FHZE FEREDHC Uiz, BWER/ BEFLPRET DA S BT
LWz, U NEEGBEESoMEMNT) (Gkl) 28 FEEE) THDH, 7~ED
RLTHERT 5, R4 EAATHHE, HEICEME AT 5,

T EE EE

75 IN

OID 2.16.840.1.113883.3.989.2.1.1.15

AP W =— R
1=$e ek
2=

3=k

4= G R
0=

9=JF% Y

FLEL—v

Gkoi EERELEEMEA/EEFEFRNOILNIHIR (BEICHLERYIET)

AKIHA TIE, EHEICBI2HEWER AEHESR () LxodEek (b & ORREROBREZ
BETLFEREANT L, BORLEA () (3, 58722 216 HIE ST 752 K 5 KRR O
At 2 RSB T 5, MEO AL L, BRERE RO LWKRRBERZRLTWD
EWVZ D, KRFRICETHEMIL, FICAEREICEBNTEZORATEBNTHY . AFT
ERVWEENRH DL ENRWES TN D,

AT H O ECHEERE 2 LT Im 36142 VD CREIC R 5,

o RBENIMFOAEFRG (AEFS L AEFR 2 AFFL I 2R LLEE2EET S,

o WMEFIIAEFRLIKLOAESES 21T L CHREBROEMZRE L=, AEFESIIC
DNWTITHRE Loz, HEFICEL ADREBROFMILIEEHRERIZE 2D THY |
EEFIT 2N 728257 (global introspection) | OFFfi=z— KZEIRL, 22— FME$
%,

o EEHEIT 2V OREBBROFMIE. 1207 LTV XL ([P Xh) 20) a—
F) © b9 1034 Xfighr ( Bardi) W9 a—F) AT 5,

o LFFEV, HEHFOT N2y N QAFERXLFHMIGE) | EEEOT X036
v b GHEERERGX2FMEAE) £V, A8ty hoT—2 13 E6N5,

MAEBIR ] ICRT A L~ AL, Gk9.i2rx (xiZ¥H7F—xmEA 1~3(2f/1Y) T

Hb, Y7 F—XIEA 1~31F, FOKELAETHDLZ EITEHER SNV, Gkl Tk, EiHE

BOBIWER, HFEERIIHT 2HEINNE T EERAITL L, Y75 —XEH Gko.i2rl,

G.k9.i.2r2, Gk9.i.2r3 TiE, AL INETECHIERROD LT,

ICHICSR ¥ H A F 2013424 H 12 H
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(B 1)

G.k9.i.1 G.k9.i.2.rl G.k.9.i.2.r.2 G.k.9.i.2.r3
EiHEB0FERRILUC e R 7o B E AN Bl & 0 (related)
AT STARNE S o FATY AL B 570 b L7z
(possibly related)
13 Bardi 0.76
EiHEOFERZRAT | W& R 7o B TR B 72 L (not related)
AT STARNE S o R B 570 b L7z
(possibly related)
1B Bardi 0.48
Ei BB OHEFRIIC e T Y XL BT o BERL
X9 I E S (unlikely related)
13 Bardi 0.22

HHEEDOERMLEMEN LIZEBEDOAETERIIONT, H%EE~HERIHE S
. ZORRBARICONVTIEER SN TV RWEE, EO3EA| & ORREBERI D
NTVDLIHDLRREND, LALARBDL, FITYZEORGNT K > THRIZER =
RWIRY | Gk9.i1~Gk9.i.2r3 %M &+ 5,

O T X ARERROFEMIZ. Gk9.i.1~GCk9.i2r3ICANT A, £/-. EHEEZFD
R IIEMM A LS AT 2B T, HATED FEZDELZZFEHA LTS LU,

LRZENC I T 2 B R OVEMM A I D BRI L - T ROz &
DLHMEIRDDINE I MPIRED,

Gk9.i.1FENRDEER " BEER

FIFHDOFL| = COTF—=FBEBIZEA vE—VNO BRI ERE ANT5H, it Eilcs
WC EDFIEH - HEFS MO RLE LTV NERET DO
b, ZHUI2—Y—0NASNTHIEA TiE2eL,

At (AN
T— N/A
OID L
R N/A
LEL—

ThFa—F =B AT LA TIEARU,

ICHICSR ¥ H A F 2013424 H 12 H
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(B 1)

Gk9i2r EERELEMERA " EFEFEZOERERFR WEICKHLBRYIET)
G.k.9.i.2r1 FHEDIERIR
FIADOF| & ZOT—HEAIZIEG.K9.1.2.n.3IC A S L=l DI #IR 2 A 1T 5,
WA 15
= g 60AN
OID 2L
FAY(ER H H itk
oEN—
G.k.9.i.2r.2 EHEiAE
FIHOFD = ZOF—XEBAIZIEGK9.i.2.r.3IC AS L2 3 -l LA AT 5, Bl2IE. Ak
RBIEGHE, TV XA, A RN,
T A =5
= 60AN
OID 2L
FFAE H it
LImAL—
G.k.9.i.2r.3 FHEHKR
FIHOFF = ZOF —Z H ALK ERR O R 2 AT S, Tl RIS L F
HEick-oTkE 5,
A =&
5 — & Tl 60AN
OID 2L
PFAE EREElE
ZEEL—

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

GkJoi3la EEROHBRESHABISEMERAFERHEEF TORKMBMRE &

FAOFF & ZOF —FHEBIIXERS OB S fi4E S EIER B E TORBBREOM (&)
ZAST D, MO AMPIREENRTHWEE LTS, FIZIETF 740 5% —n Y
MEAERD THEV o) BE. XEBBLZDHA Ly b 22 sk
R L CIT X 0 3B EmA D> TNAB EWIIEANRH Y . TOBRICITA
F—XIEADGEENENTH D, EHEEDBAE & HICHERBREZ AN L0
Elx, HEYHEZORMBROLIEEE LTHABZ &,

A £E, 7277 LGk9.i.3.10IC A ST B A 1TV,

7 — A 5N

oID L

HAY 7

LImAL—

G.k.9.i.3.1b EFES

ORSHEM L BMER  AEERABRETORMMRE (BAD)

FIADOF = ZOF—ZHAIZIFEGCK.I3IaDEDEAL A AT T 5,
A E fE&, 7277 LGk9.i.31alZ AT B AT LA,
=5 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

FEAE HIRAFUCUM 2 — K

L —

GkJ9.i.3.2a EXLHOBRESHLEMEREFTEZREE CORMBMRE

(%)

FIHDFE| = ZOTF—FEBICIERLOKRS AL THLRIERARRE TORMBREOME (&)
EANNT D, MOBFRRESNTHNDELTYH, FIZIET T 74 7F% 7 L
MMM D THEV O 58, XIBBLZOHEA Lavbh 5720 2 R
FRIZBE L CIE L VMRS N 1> TWDH EWIHIEANH D . FOBRIZIEA
F—HHADBENTR TH D, BEENHME & HICHRMEE A L\
AL, BERKAZZORRMMBOIAE E LTHADZ &,

A &, 727 LGkI.i.3.2bICA ST LA ITMA,

Faarit 5N

oID L

PR 7

ERL— IV

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

G.k9.i32b EEHKORKRESEMNSEMER " AEEZHEBEFTTORMMEE (BAD)

FIHDOFG = ZOF—FHERAICIZIGK.i.3.2anED AN E A ST B,
et 5, 7272 LGk9.i.3.2a AT HEEITMA,

5 7 Fll 50AN

oID 2.16.840.1.113883.3.989.2.1.1.26

FFAE HIRATUCUM = — |

TEL—

Gk.9i4 HHESTEMERIIERL:E-MN?

FIHOFF & ZOF—FHEBA L, BEICHEBELEETo20E 50 HEROm T2 AT 5,
FREG 2T E DD LI TOR2OEAIE. ZOEBIZIATI LN,

T A Gy

F— IN

OID 2.16.840.1.113883.3.989.2.1.1.16

PAME 1= 30 — i3y (BRS 2170, BIERSES L)
2=V -\ W2 (FEESEITo =0, BHWERIZER Lo 7)
3=iFWV - R (ARG 21T 7203, WRIRIIARH)
4=V X - L (RS Th R o 7o, ERIFEYET)

FLEL—L
HESEMTONEZNE D DEEEEDAL 2GR, ZOTF—XHEAEEEL
RN L,

Gk.10r EXRRICEATHZOMORR (3—FL) BEICSECKRYET)

FIRAOFE = ZOF—FHEBIZE ERROE IS ENVESNICBEST S BINERE AT
D, BIZIE, REDWERE AR L5803, AEBEO 3] (KEPEF L=
FEHL) EBIRT 5, BIMERAZGCKIOr T T 2SI, Gk11Z{EM
50

A =y

75 2N

oID 2.16.840.1.113883.3.989.2.1.1.17

FPAAE 1={43E R IR
2= B
I=REMNEAH LT EHK 5
A=FNHIR A #8 2 T S iz ES S,
S=RBR AR, WEEMELINICH D Z LB L7y F RO e v b
6=FBR DR, MEREMELINICZRNZ B L7y F RO e v b
[GiEE SRS
8=r2/f
9=l
10=NEkZEME R %
11=3 )5St

LEL—

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

Gkll EERICEATIZOMOIER (BHEEH)

FADFEF = ZOT—HAHEBIZIEIGKIONIEEH I N T ARVIBINE#RE BB 7+ —~ v b
TAIT %, FIZE, GkarTZRLl S iz v v MNESO FLRHRE = DT — 2 1A
HIZAJIT 5,

AE &

= Al 2000AN

o]} 2L

PAE EREEERES

LER L — L

I TANTIEMEANT 2561, Gkloroa— R A F TERSNHEE
SR - ISLSE DN D D,

ICHICSR ¥ H A F

20134F4 H 12 H
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(B 1)

H EGIBSIERUZOOIERD IR

H3 X OH5 X, BWEH BEFLRICO WL, BREZBRD OO+ 3R AN—X %
BT DHBOE R SHEEHEHTEL LT 2HMTHRYIRLAETH 5,

H - FEEGIBIE R U Z DD IFEHRD Lt

H - FEBIEE R U Z Dt D 1R D ok

H.1- BEEREZB. ABRNE. GRIRRUZ D0 BEERERE S TER O Rl ER
H2-BEEDER
H4- X EZDER

H.3r- X EFICL 2B (WEITISLRYIRY)

H3rla- #EHICFSBMB A MERERV RILEMER BEERD

0..n
BHEDOMedDRA /A—23>
H.3.rlb - X EFICKDLHE EEBRRV / XIFEER " EEERD
B 5% (MedDRAO—R)
0. ..n |H5r-BEBCTEBRSNIEAMERVHEEDER (BEICHLEYRT)

H5rla- EfMERVHREEDOERICEY SRl IEHR
H5.r.1b - EfIMERUVHREEDERDOLHSE j

N

H1 EREREEB. AMAE. BRAUZ OMOREREZ S CES ORRRR

FIADOFG = ZOT— X EBAIIIASESNC BT 2 AR CEEICEI L7 ko5l (RS 2ME
MUESETRCGENEET) 2 AT 5,

HE WaZH

=5 100000AN

oID 2L

B EREEEE

E#EL—
ZICSRICITFLIRIE AN EF ENRITITR B ARV,
ZOT7T—XHEAERREE IREEOBRLLEIRR LN &,

ICHICSR #2477 A K 201344 H 12 A
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H2 HBEFDER

(B 1)

FIRADOFG = Zo7F—ZEAIIERE, REBEROFMIUIEENH D LB 2 LMD Z Do
FBEIZOWTOWREEDERE AT D,

AT &

T—5 M 20000AN

OID L

R SRR

TEL—

H3r RXEFICKIPZHAE WEICIELERYERT)

H.3r.la EEEICEK

A EEERY/ XEEER/ FERROBIED MedDRA /3—

ay

FIHDOFG = ZOF—HFEAITIZH.3.r1bOMedDRANR— g » Z AT 5,

et £E, 7272 LH3rIbIC AT 254 1304,

75T 4AN

oID L

FEAE BrkO I (R

L —
12 DICSRIZ1ID>DMedDRAN— =2 v DAFEHT 5,
MedDRA/N— = 1512 L7, FFAMEIE 1151 L7405,

H.3.r.lb FEEJ/ICEIBHA EERERUV  XEEER/EFEROBESE (MedDRA O—

F)

FIRH O T & :@f—&lﬁﬁ ILREIEE DR SEIR 2 B S ¢ R4 & LT
DL EEAREIZLTCWD, HARERIRORILEZHATEIZAT)T 5, MedDRALLT
o— F‘%ﬁiﬁﬁﬂ‘é

A 5, 7277 LH3rlalc AT 25813448,

5 — & Al 8N

OID 2.16.840.1.113883.6.163

A BT

EmEL—V

ICHICSR ¥ H A F

20134F4 H 12 H
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H4 ZEEFODER

(B 1)

FIROFF = ZOF—FEBRIZITEEFIC L HEFOFTMICBET 2 EREAS L, WEHICK
LW 5 BB D & Rk IA T A oIS 2 b TE D, Fiz,
C.L10r&fH L CHEDICSRZ BIHEAHT 25&1E. F0OHAEZ ZNHOEROH
AT 5,

A T

5 7 20000AN

OoID L

FFAAE H H itk

oEN—

H5r BEETREHSIN-EFABERVBEENER (BEICHELRYEY)

AT, EFI ORI, 1HEFE, BIRICET 2E®R,. KOZOMOBEEROIE), E

GBIz AHEFOEREY, H1, H2, HATECHERAIN-SELITR 2 HEEE

T

—EDOERCHUE TITMHEIIS LT, REELSDOSFFETEEE LXEEDOERELBET DD,

H.5.r.1a X OV H.5.r.1b = —FEI2ff 4 5,
Hb5.r.la EFBIERUVHREFEOERICET Hi0ibiER

FHOFS & H.5.rE % 2 [
A E E5=3
=5 100000AN
oID 2L

B EREEEE
EE#EL—

H5.r.1b EFRERUBEENERDREREHE

MADOF5I &

[EESE = — R S 7 — F—Part 2: alpha-3=1— R & FIVC,

H.5.rlaCEHA L

CEmE AT D,
HEE H.5.r.1alZ AJ13 2355 1302,
T— 3A
oID 2.16.840.1.113883.6.100
P ISO 639-2/RA. alpha-3

ICHICSR ¥ H A F
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(B 1)

3.5 HNEHM

MR 2 PR 2 720121, ICSROBEHITE R Z ICSRICIRAT LR e 52 0WHERH
%, WATERHEICSR A v & — Y FRICHDIATe Z E W TE S0, EEOURLO ZoRd 2 & 1358
DBV, HOAATTEEHT, ICSRA v =T NOA F LT =2 DL L TER SN D,

351 FAEDF5| =

SCHRLAAMZ B — IR AE IR IR S 7= R B 2 &k (B« FIRes . ECGRoERiR. ip
XHEHE, BHE%) ZEEEDPAFTLTNDIEE, CL6.1% ltruel & L, CL6.1r1cEDEER
WCOWTHRIRTDIVERD D, SHICEOEROEFNECLELI2ICRMNT D Z LN TE 5,

SRR Z MG E L TR ET A, CALULUIAL 7 —"—JER TS AL, &
B (B RS0 OB FAICSROC.Ar2 (CL16.1r2TIERW) IR+ 5, (KF—FIH
B DZE L WMEEEIZ DUV CIE3.4TE A 2 IR)

B 58k E LT, XEFDPHRALTWDSEE (Cl6.1rl) | 5IHXE (C4rl) | KU
EROEFRIT, 1 ODICSRAIZHE D I LALH - M9 52 LB TE 5,

TGRS U CHINPICEFRE SND 7 7 A VBRI EEFESE (], PDF. jpeg. tiff. DICOM)
BHHN, WENRARER 7 7 A VB RO T 7 A VWA RIS IR D i b,

WEDOH S THMNT2ERNRAFTEARNI L b H D720, TAEROIREIZICSROD % (254
LTH IV, WNEEZ%05MaET 2856, E2B (R3) 7 —ZHRBIZ AT S 72 EFE R
WCEERZTUE, ICSRIT MEIE] (CLILIOFR X A2BM) L LTE%ET 5, E2B (R3)
OFT —ZHANEE I NIZHAT, IR BINHE E L UskT 5,

352 Hifratter

ICH ICSRIC #1425 BEHILT A v —VICHDIAA TRET HLERH D . BE~D
ANR—=V I ORETLEHT DI EFRD LR,

WRAPEENIE 3OO @R AL . FRIEICHOW Ol 2B %4 C.1.6.1.r.2 X XC.A 20D WFhmnic
FLET D,

i) AT A4THAF (MediaType) : B 7 BMMbT—2MERL, ZOT —F 2R T
b3 2 HEE#EBT 5, AEMEZ, RFC 2046 (http://www.ietf.org/rfc/rfc2046.txt) CHZ (L.
INTe T — 28 % x4 (fFl. application/PDF. image/jpeg. application/DICOM) , A7 47
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(Gk23rn zEHT D,

c. NYFEEREA 2593y

Ny FHRBEEAEF 7 av
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FIHDF5| = HEEDHET L, QLLED T 7Y fr—r g 2 LN D R s T— P81 DD v FZ L —
TIET SN FEHET D, N TV TS LR R KGN TP Jo L R AR
FHIREIZIERT L 7o X e — 2 IC8f T3 L XF X E L CikE95)  (SOMHLT 27953-2)

MEBINE A v =V DOHFA, ZOAFT—~<IrootEE %2 EHT D, I OMRISEIL, MR
JSE LT tD A =T E i BIARE & U, HERISE~OFME ROBINZ FRRIC T 54
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MEERIEE A v =V DBE . ZOAFXF—vIZIACKBEE EHRT 5,

MCCI_MT000200UV01
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WERISEA v E—VDHE. ZOAF—<ZACKBEE EFHT D,

{181 (B) —-E2B (R2) RU'E2B (R3) HiteD#iE

E2B (R2) KONE2B (R3) AMAMEICEET 2 3CER, AFEET A R idhlicgftsnh s,

& 1 (C)

- RAF—TT741

ISO/HL7 27953-2 £ W\ S AR CAR SN TV HIFERKICE ENDL AT —~ T 71 /b v M,
ARFEETA P L3plcifish T s,

& 1 (D)

—ICHICSR Ay E2—URUICSRERBEZEAVvE—PDBRAVRF VR

ICHICSR # vt —Y RN ICSR RIS A v b=V DFENEFNDOBRA AKX A D XML
T 7 ANME, RFEEL A FE NIRRTV S,
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—HREEFDA VRAE D ADER

A AR REFD XML 7 7 A WE, REET A FEFRNCRE STV D,
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ICH X, BT/ B OBMERREZFETD-DIC, HLT HEREHRK 5 — 2 M A5 2 i L

Too FERORFLIEIL, ZIETRTOEXIZHBWTHEE EOEARETEN,
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ZORLIEITIL, 1RO B M ORZARTLIE L K LI GE, EF 7 7 AVERIIA Y=Y
DR THEAT DN ODDOEELRREA D D, HEMED &SmO HALY B i BIRW AL E
THEHINTWDLD, Z7LX )T 04— WOREZICEL T, £V ETROLERICH

MTHD,

81 (A) - B /BZ
H A,/ B2 o0 B BRI HE £ 50912 CCYYMMDDhhmmss .

i) CCYYIZEHEDZ LI FEDMAL K OE

i) MMIZ01 (1H) 72612 (12H) £TDAH

iii) DDIZ0L/53LETORATH D,

iv)  hh (3R 0 RELARR SRS L 7= 52270 RE %k (00-24)

V) mmEE QR OB AR LIRS L 72522725y 0% (00-59)
vi) ssiEE D OB DEE IR O%r (00-59) L35,

Bz X, 199542 A 4 A% 19950204 & Kt x4t d,
BLLRERN A OB THIIE, CCYYMM 2L TH Ly,
il ;199502
WG L R DIERPEOLTHIUE, CCYY ZHEMLTH L
5 : 1995
FRT O By 1 FORTOHZ] (hhmmss) 13 235959 & E£ii&sh 5,
BELIIBEROGOmM G 24T 52 LT, BIRIZRTL LTS L,
Bl . 2359, F7oITHIZ 23
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IEN7=2, GMTIEb S A LN &,
i & 7= BL M R & 23 B E T 5 (Universal Time, Coordinated : UTC) UTC @ ZZ B8 zz 4y
HICTHDZ EERTIZDIC, XFIN+Z2Z22 £7213+2Z #REZNEM L TH v, EEFHR K
DDA IIRFMEII UTC L END =0, . bV I2-Z2Z2z F1-13-zz 0EZREHHT 5,

R 2B A TR 256813, RO AT LREPEZ SRV E 12T 5 70iz,
DIFEREEHEHNT 5,
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<effectiveTime value="20000407"/>
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ftEx 111 - RERUAE—R
R I (A) B&3E

W& FE EH

A Alpha, 7 /L7 7

ADR Adverse Drug Reaction, [ 3£ 5 &I{E

AE Adverse Event, &5

AN Alphanumeric, 3537

APEC Asia-Pacific Economic Cooperation, 7 7 A SERERR G W 1 23k

CDISC Clinical Data Interchange Standards Consortium, FaR T — # 23S = o ) — 2 7 A

CE Coded with Equivalents, [7%4) T 21— R{k

CEN Comité Européen de Normalisation, BRINIEYE(LZ B2 (ISOA » _—[KTH 5287 EDOF:
HEAL SR> & Bl 5 )

CIOMS Council for International Organizations of Medical Science, [EISEE Rl R B 2>

CMET Common Message Element Type, 33 A v & — B

Cs Coded Simple Value, =— Kb &} 7= Hiffifig

DSTU Draft Standard for Trial Use, #BR {5 ] D 72 50 OB fE v

DTD Document Type Definition, ¢ & 3%

ECG Electrocardiogram, /[

ED Encapsulated Data, 77 7" & /LAt T — % *

EDI Electronic Data Interchange, & 17— % A3 #4

EDIFACT Electronic Data Interchange for Administration, Commerce and Transport, 175, B3, #ko 7
DO ST — 5 5t

EEA European Economic Area, K/ %7 Hi

EMA European Medicines Agency, BRI =3 5 7

EFPIA European Federation of Pharmaceutical Industries and Associations, [ s [ {48 4 2

EFTA European Free Trade Association, FXJ [ 182 5 4

ESTRI Electronic Standards for the Transmission of Regulatory Information, [ 32 5 5 8 D156 12 B
9 5 AR ERIAS

EU European Union, BN A

FDA United States Food and Drug Administration, K [E £ 5 B 38 5 =

GCC Gulf Cooperation Countries, 557 7 7 3k [E /1B E

GCG Global Cooperation Group, [ElRst# 1 Z& B 2

HL7 Health Level 7

HMD Hierarchical Message Description, /&7 £ » +— sk
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ICH International Conference of Harmonisation, H >KEU [ %8 5 5 il 37 [ B> i

ICSR Individual Case Safety Report, 15 314 i 22 2 e 45

IDMP Identifier for Medicinal Products, = 3& kB 72 HAEA & (BLIUEAZZROZ L)

IFPMA International Federation of Pharmaceutical Manufacturers Associations, [ il s [ (A8 75 2

ISO International Organisation for Standardisation, [E] 5 s b

ISO 27953 ISOf i Z: 5= TC 215%3HL7 X TNCEN & & A TIREEE B2 E L TR L 72X E DS

Jic Joint Initiative Council, 2:[F A1 =7 3 72

JPMA Japan Pharmaceutical Manufacturers Association, H <8 T % {4

LLT Lower Level Term, FJ&E75

MAH Market Authorisation Holders, %1% i 52 A& R B /5%

MedDRA Medical Dictionary for Regulatory Activities, [E [ 3£ F 35

MHLW Japan Ministry of Health, Labour and Welfare, J&/E 57 {8145

MPID Medicinal Product Identifier, [ % it L 5 ik 1| -

MSSO Maintenance and Support Services Organization, #E74 B

N Numeric, 2+

OID Object Identifier, 7 < = 7 kIl 7-

PANDRH Pan American Network on Drug Regulatory Harmonization, #iL7 # U 7 ESE SR EFRFIR » b
J—7

PhPID Pharmaceutical Product Identifier, 3% 53!+

PhRMA Pharmaceutical Research and Manufacturers of America, K [EIJF 72 Sk T3 72>

PMDA Japan Pharmaceuticals and Medical Devices Agency, [ 3 i [ b S 2 i

RHI Regional Harmonisation initiatives, FEICHHIIERIZ 35\ C =3 S IR FOTE Eh 2 5208 L T\ B Ml
ok

RIM Reference Information Model, & &€ /L

RMIM Refined Message Information Model, Z£#fi{k A ~ & — €T /L

RQ Ratio Quantity, Lt &

SADC South African Development Community, FE# 7 =7 U 71 BA% I [F (A

SbO Standards Development Organisation, 2 ¥4 k& Bl 76 A {4

SGML Standard Generalised Markup Language, 2L~ —27 7 v 7' E538, 77 v h 7+ — AICB%R
72N JVE TS L ST G A FRIR 9 2 ISOREHER A%

ST Character String, 325%1*

TS Point in Time, & 5*

UCuM UCUM (Unified Code for Units of Measure) , &l & Hifir == —

utc Coordinated Universal Time, i it 5L

W3C World Wide Web Consortium

WHO World Health Organisation, 5 {5 fef S

XML

eXtensible Markup Language, k8~ —72 7 v 7/ 557&

*Z NS DT R OVERERT HL7 ([CBE#E S 5,
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{18 1 (B) HEE—%

AETIE, BRICERFAOMFE, EERABTOHGELZWM &L, | A vE—VATERIND
—HEOHFEERET D,

S HIT, BRa 22 EP K O E B TR AT RER RIS 1 2 A S 2 1B~ 25 DIV b
5% < OHFENFAEL TV D, ALEOH L, TOMGELWERIT, & NHEELOAEE
FHRPEICRBT DAL AEEZ S D7 DIZEH S 5,

& &R
FEEL HOEELZRE SNZBEEEIIBRRROEREICELZH5DS

HELLRWEERELOTE LT, 47 L YEERLORE & ORE
BIRSH L2 b OO B ERTHOTIEARY, DEVFEERES LT, E
Wi (BRI ARG ENEBICEZS, HOWBAEFELLI RV, b5
WITER LZenEdE BRRBAEMEORTE 2 E1e) | JER, EEHK

DZETHY, HHEEL (BRI L oRREBEFROFEIMbDRN

(R 2T — 2 EHOICHT A KT A > IRBRPIcE SN 5 L4k
FHOE Y NN TESM) ,  [ICHESRL)]

WERIGERA v — TERIGE A =13, WORENERA v —V L BEMT 7 A VICE

(ICSRACK) FNIREMNHE DOZE EHERBISET 5720 DZE T & OERIGED
FERICET ATERA S ENZEDIA v —PThH S, [EMA]

EIRMmEIEMA (ADR) FORES T F IR E K OFAEAEIC L D ARETOBRREER TIL, £

BT B HESL SV TWVRWZD . G- 8ITEE L7z d 2 BRI
TLRENPOHEENDH S WL MUSEFRMENEM & Rad, EFEMIC
KT DHRIEE VI FEMIT, EBIRMLEAEEL L ORREENI DL D
FHNIZEZ OGNS, BIAE RREFEABTETES RN Lo Eks
Do
TIRBEEGICBE LT AENSBENTHY . EIEBO T, 2
Wr. VR E I AR REOUGEZ AR AMRICBEMEN S o5&
THET D EEMIKST D06 [BRE T — X EBOICHT A K7
AV BEWEOEFR L FEUE (Guideline for Clinical Safety Data
Management: Definitions and Standards for Expedited Reporting) % %

] . [ICHE6(R1)]

JE B HAEEZ T BB TH Y [Hx OBRE 2 I3BREHSEEND
MEI PPN E WS -RIENEESND, [HLTREZ S L—
7]
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JiilE3 B

1Y 7 3R 5y AR O F 72T HFHCE LT D D AR IEIC A% ST EE G, (41
X7 T2 R#E, U= v 7O S TITOND Z ENb 0| (ArEEE
TIE, E LW E ENTER F I RE RN e N E
A RSN E ENTORRWEEL . HRRS BSR4 7 EE,
AEENADNEDEES, WTFhrngEns, [wWHo] 13

HRHA| (EFEL2EMOZ &)

EELONT V7 v a &) BT, &SN ERE LT D
72D OFEM;,  [ICH M2]

EDIA v E—

EDIA wvE—L, AELEZAWTHESELEN., 20 ¥ a2 —Z TiHk
M%Tﬁm%rwv/ N CERE S AL, BB DO BITRICAPE S AL D RE
ZEo, —HOBI AL VTR ENS, [EMA]

H SKEURE 385 R I R RN E B
# (ICH)

FKEUREE SR E RS 2% (ICH) 13, EELVEEORZR L)
FATHOMIEICSOWTHERRT 2 BT, BIN, B, KEOHEHEE & |
SRROBSK¥EROEMFLAED LT 2 NTHDH, TTHF——
IZ. WHO, EFTA, B 7% (bW FZREENRE) Tbod,

RS AU

DT T T RERARENIT T T REFROEMNTH 2 BUEOIRIEE
PV — EXOEHER E 7 IHENREEZZE SN TS H, [ENV
1613:1995] [I1SO 21574-7]

Bl - Ehs A FFOERD, EAED, B, Y-y U —h—,
fill, BERERLE. EREH

TR

ICSR

WERGLRVEIFERETLFIREEA VTV MTOWTHBT 572
DIZ, & DR THREE N LRUE S NFHET D122 5+ 721ER. &,

TiE, U4 OWERE F 713 BRE RS B D EGNC BT 2 W& F
%, [27953 Human Pharmaceutical Reporting]

2 3 ity T R RR IS

b L E DRI L > TRO BN, b DERGLOFRRRGEARE
BA T DR, WA R A RS

VS SEES

—EMOH WG LT — X RT A RET D BRI T, AEYRaoilR G4
ESYRBRIHER T 5, AEFZHMEO D OEERIEEHES
(MedDRA) .

13 i FARGERE B 1 3K S o R B2 (IMPACT)
http://www.who.int/impact/FinalBrochureWHA2008a.pdf
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., [1SO 11615]

E2RBEE T, £ AL EE, BE, RET2HMT, K
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BY., ANRAFRTHEEINSGELH D, WHOREI Y X T EHE—&
4 (INN) TEEHFEBNEZITA 2D 20T 5, FINNTHEFREIC
WHAT2EEOLHT, AHUETHD, FHRLAIT, V=R v 4
ELTHHEIBND, KETIX, K[EAdopted Name Council (USAN) 73
Ve v 7L EFIVYTD,

ERBEAIER (77—~
24 VT R)

BEFREIIMOEIRKILICEE L-REOI R, FMi, #fE. FIhiC
B L 7R AyE®Eh, [ (2) WHO ; 2002 ; ]

B

T ETAITE YA L > THEESH, == XELIFTEBITSZA D7D
(ZHRIE SN DMK 2 VIR OWIR,  [HLTEHR L]

ik = R i 2 Ve R AR
& —

b LHENIZH 2 BIFATEMR (L7EHE T AT H) T BREORS:
HEPEEDOZEMEICEE LT X COMEMEIE, BE. fr
L. TE8ICBET 2052170,

B 24 R 7= 13 R B

MR RORARR DS . REE IR TR S 2 i OB 214 5 4 R %
BI& R LT2BRIC, €O YRk, EAMICHHIY R & TN 5,

ZEHFHRET L (RIM)

Bl Z IZRMIMS 72 E DO T R TOFERET VR RA v =T DTG
LHLTEHRET IV,

AL A v — UERET L
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—HED A v — VORI RS,

W

IR, B2 XICSRICFER S NI FEEZRYNTHRET 2H, W
HEEDREEEOHELH LN, AvE—VOREHE LIIKITDLZ L,
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BEMEA Yy E—

BTEMEA v —ViF, —EDOAYvE—U RS a U TEEE 4
EREH A EOR TR SN —REW T s A MTEENT B
HDICSRICIRIL SN2 EMEZETEDIA v —VTH D, [EMA]
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HE EZE
EEE fEREAD A v — U EERK LLM@X IR, é&i%‘é:%ﬁ%‘ ECIEN
MIORREMENR B 2D, EEHOZE & MEEOREZRFA LW &,
[ICH E2B(R2)]
EELBEAEZEEERE | ERHARESNE BESEBCHIHDORV) BICELEHS 5 iFE
FEARIEA LLAVWEREOTEZED IS, UTOLDEE D
-FIZED
- EE T
-TRIEOIZD D ABEE =1 i)\ﬁ%ﬂ;ﬁfﬁmﬁa‘%ﬁw\%f%é
- TKAGER E T X B AR BERE AR TR D
ix
- EREFEERT
(R 2T — 2 EHOICHT A KT A > IRBRPIcE 5N 5 L4k
HEMOW Y WNZONTEE]) . [ICHE6(RL)]
TRBRIKIEE FERRBR OB, EE LD/ 3B ERHEICEEEAIMA, B2,
Migk, OV, [ICH E6(R1) & E2F]
B RS IFEHELL E O BESEA & 8 U 7= ak B rTRE 72 B I3 BL L . SRRSO
BF—ZNEAF— A THBNZ SO TIERV, EELEWERIZOWT
WETDMEE, R R., OO VT ISR DEE DEFE,
[ICH E2C(R1)]
FEHEILRS EBTEABE L, AR rTRe 2 IR ICE Y AL bi, 1SOD X 9 72
JEL BB SN TV DR HERRE I | %Eﬁéﬁ I//\/VC AT 2 HATH AR,
=R — A VAT BHNRIND DERITIGE T DHED, DV AT ADOZEFET
#FB, [Objectory AB]
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A2.1.1d 50 c2rl4 60 (*)
EEF DRk A3.1.2 60 C.3.2 100
REEHOML . 4T, A3.1.3b 10 C.3.3.2 50
4 R OV A3.1.3c 35 C.3.3.3 60
A.3.1.3d 15 C.3.34 60
A3.1.3e 35 C.3.35 60
BE B G A = B.1.1 10 D.1 60 (%)
ET ) B.1.10.1 10 D.10.1 60 (*)
W4 (HBIHE) B.3.1c 100 Fr21 250
B 5B FT Il E B.4.k.6 100 G.k4.r8 2000
LAY (B B RiR) B.4.k.7 50 G.k4.r9.1 60 (%)
ST 5 1 e OB AT s B.4.k18.3 35 G.k.9.i.2.r2 60
B.4.k.18.4 35 G.k.9.i.2.r.3 60
LIFAHERE =N %,

e E2B (R3) 7 v 7/ L—F7T 254, E2B (R2) OF —XHHAIZE2B (R3) OF —#
HEIZa2E—=3d,

e E2B (R2) 12X U7 L—RTHLEE, LTFOFr—AREZ LN,
o HBMEME2B (R2) A RIA LV THREINTZY A XHIREZEZ2WIGE, HBEIX
E2B (R2) 5 —XIHEHA|IZabE—&Nn5,

o HFAMENE2B (R2) HA FT7A  TRESNYA ZHREZEZ D556, HAMIE
E2B (R2) HA FI7 A TRESNIZY A ZHIRND 3XFEELGIWRSTHY
BTHh, REOILFHFIVIETHTONIL I EE2RToll [ TESHZL
o,

5 E2B (R3) AJIME :
20 LF DY A AOIEH : 123456789012345

E2B (R2) A :
10 TFDOW A4 ROIEH : 1234567...

(*) M ENET—FHEBAIF~YAF VT (TITANR—REDOTD, HDHWVITERNVARHDOT-
W) THIENRTED, DX D727 —FIHA DOEHIIOWTIE 5.6 THIZFER T 5,
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552 MEIhF=-T—2EBOGRE

IToOFT —XTEHAIZE2B (R3) IZBWTHR RSN THEY ., A% A XX E2B (R3) DOFEEH A
RiZRENTWB, ZNbDT—XIABIZE2B (R2) XU 7 L—RKTA58008ETHN

DN, EEGTERMEIZE2B (R2) OftlifEHRMIca—3n2Z ENLEE LY,

(B 2)

- E2B (R2) E2B (R3)
7 —XEH T—HEEE T —X%1EH T—FEEE
EEHENMER L TV D EER Al182 100 C.1.6.1r1 2000
SR ER B T O 1B R Al111 50 C.1.9.1.r1 100
WEEE & B A1131 200 C.1.11.2 2000
HERL, A23.1 100 C5.2 2000
HEMEIES (RE Y —) A232 35 C53 50
ORI
BE S 5 1R IR K OV AR E B.1.7.1g 100 D.7.1.r.5 2000
W (REROE) B.1.10.7.1g D.10.7.1.r5
REE 4~ % 38 25 o0 BE SR L i A B.1.8a 100 D.8.r.1 250
Rl R B ER G4 G B.1.10.8a 100 D.10.8.r.1 250
SNTRBD) (BEED
#)
FFEZECH SN, F— B.2.i.0 200 E.i.l.la 250
WERFIC L Vs Sh
BUWEHAEFESL
RIS L 0 i X B.4.k21 70 Gk22 250
Tz EFE S
A4S e RS 4 B.4.k.2.2 100 Gkz23r1 250
FE3ELIZEAT 5 Z Dot B.4.k.19 100 G.k.11 2000
W (B H#E)
WEFOER B.5.2 500 H.2 20000
REFOER B.5.4 2000 H.4 20000
PUF LR ZS D,

e E2B (R3) 17 v 7/ L— KT 54,

THZ L,

e E2B (R2) IZX¥ U7 L — KT DHEE,

UTDr—AmEZ LD,

E2B (R2) MIEHIZE2B (R3) DEHIC2 b —

o HHMENE2B (R2) HA FT7A L TRES NI A ZHIRZ 2 2Wha, HAMEX
E2B (R2) 7 —ZHHAIZaE—Sh5,
o HHAMEMNE2B (R2) A FIA  TRESNIZY A XHIREZBEZ 556, HAMEE
E2B (R2) #A FT A CRESNI-Y A ZHIRND 3XFE2E LW RS THY

BTHI, RO 3LFIFIEVETHTONIZZ & 2R 72Dl

-
—

..] CEZ#HIL

N5, E5i2, E2B (R3) DIEHIZE2B (R2) OitibiEHwM,. 3725 E2B (R2)
D BLIICEEILZEY—3ND, 2 V—IND2HBIZS U T, BEHOFNILLT OHER

RN DD,
]
]
]
B A231/C52

ICH ICSR H_#aft: D HESE

Al182/Cl6.1r1
Al1111/C19.1r1
A1131/C.1.11.2

Z DD EE
KEBREI -

% MEIE D HLH

R4
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(B 2)

m A232/C53 BRI OB 5
m B.1.7.1g/D.7.1.r5 TRYR I
m B.l8a/Ds8rl [ 5 i fefE IR
B B.1.10.7.1g/D.10.7.1.r5 B OiBWEEE
m B.1.10.8a/D.10.8.r.1 L 0D 5= S i £l PRE
m B.2i0/Eilla RBITER /A EFES
M B4k21/Gk22 =R i 4
M B4k22/Gk23r1 R 53 4
m B4k19/Gk1l EEHEICBT 5 O oo fE R
B B52/H2 WwEE DR
M B54/H4 EEHEOER
f: E2B (R3) AJJHE 120 XLF DY A AOIEH : 123456789012345
E2B (R2) HiJJMH : 100 LF DY A XDOIEA : 1234567...
SEBIOFLR AN GRERA D7)
<case narrative section>
R4 123456789012345
553 HERBFEORS (HiE#)
E2B (R3) TIILANOHIEEE OH A ARLIR SN TV D,
o E2B (R2) E2B (RS)\
7— 5 A F—SEAE 7— 5 A F—SEAE
HoER () B.1.10.2.2a 2 D.10.2.2a 3
LUF RS D,
e E2B (R3) IZ7 v 77 L—RT 554, E2B (R2) OHHITE2B (R3) OHHIZaE—
SNnb,
e E2B (R2) IZX¥ V7L —RTL5E, LTOTr—ANZEZ L5,
o 2MOETFMEH SN TWAHEE, E2B (R3) WIHHEIZE2B (R2) DEHICaE—X
N5,

o 3HTDOFPHEHENTWVWAES, E2B (R2) OIEHEIX 99 IZTHRESNS,
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(B 2)

5.6 Null Flavor

E2B (R3) TiE, W< 20O TF—=HHAIZHOWT, TTA4 N —REDD, XITEFRP AW
OGO T2 null flavor & S FHAE boETnd, —FHoa— RMeifiioa—Ree
D CTERS D ITEDOHA X A% R"T,

56.1 EEOBMHEEHEBIZE TS Null Flavor

E2B (R3) TIELAFOMLEOFHEE A ICE LT null flavor T=— R{bk§ 2 Z &N TX 5,

E2B (R2) E2B (R3)
ks 7 —#IEHH HHELTNS 7 — & IHH LTS
~AXUT ~AXUT
Wit E O A21l1la - c2rll MSK, ASKU,
NASK, UNK
wEE O PR A2.1.1b - c2rl2 MSK, ASKU,
RO A2.1.1c c2rl3 NASK
A2.1.1d C.2.r.1.4
W DM O E A2.1l2a - car21 MSK. ASKU,
A2.1.2b C2r22 NASK
B O (I, A2.1.2c - c2r23 MSK, ASKU,
BT, A3 R A2.1.2d C.2.r.2.4 NASK
OB %52 A2.1.2e C.2.r.2.5
A2.1.2f C.2r.2.6

LUF R S %,

e E2B (R3) 7 v 77 L—RTDEE, UTFTOr—anEzohsd,

o E2B (R2) MIEBMNEEIN TV RWEAE, E2B (R3) OF—XHB IRI NN
EETHDZD) .

o E2B (R2) MIEHEIZ AR REEINTWDIEHA.

W E2B(R3)?D 7 —# T H A% null flavor & L C UNK % {i Fl Al RE 72 45513 null
flavor(UNK) 23MEH S 41 %,

W E2B(R3)D 7 —# H H A% null flavor & L C UNK & [l T& 72 WA X O H IR
SH7eW,

o E2B (R2) 7 —XHAI|Z MAANIEHREE] PRESINTWBEE.

B E2B(R3)D 7 — X IHH 23 null flavor & L C MSK % i F AT GE 72 35413 null
flavor(MSK) 23l i %,

B E2B(R3)D T —#IEHH 2 null flavor & L T MSK Z i T& 72\ 4132 DIE B IX
RENTRN,

o DT RTOHE. 20T —FHBIIALEDOMOEITERE SNHELIE->T=
v—shsd (FET2558) .

e E2B (R2) I2# U7 L—RT 584, E2B (R3) OHEHAIZE2B (R2) OHEAIZa " —
Ehanzl,

o E2B (R3) MIEAHNHEINTWAWEA, E2B (R2) oA I /RENARWT & (T
BThDHED) .

ICH ICSR A #ait D HfLE 2014411 A 11 H



(B 2)

o E2B (R3) MIAAMN~AF 7 47z null flavor (UNK, ASKU, NASK) & S41TW
%6, E2B (R2) OHBEIIIBEEDHEE TAH) 2Rshd 2 &,

o E2B (R3) WIHHEMN~AF 7 &7 null flavor (MSK) & ENTWAE. E2B
(R2) OIEBIZIZBEEDOHE MENIEFERRE RSN bZ &,

o MOT_TOHE, ZOHEBIFALEDOMOEICER SNIHRICE->Tat—&h
HZE (FYUT58) .

null flavor (UNK, ASKU, NASK, NI, MSK...) 2AAJJ S LA AEettndH Ao E2B (R3) DIEH
IZ. E2B (R2) SN DBICEREINS Z L, T74bb, o E2B (R2) DOHEBITHEE
Y AN

56.2 E2B (R3) TWAELZNBT—2EBIZxT S Null Flavor
E2B (R3) TiX. UL TONELRST—H#IEH % null flavor Ta— N4 52 W TE B,

E2B (R2) E2B (R3)
B! 5 —XZIEH XL T3 5 —XIEH SRl T3
v AX T T AXUT
BE Grilivi=vy B.1.1 - D.1 MSK, ASKU,
) NASK, UNK

LUFDM SRS D,

e E2B (R3) IZT7 v 77 L—=F¥ D56, UFTDTr—ANEZLND,

o E2B (R2) MIAHMNRINTWARWEE, ®S3 5 E2B (R3) OIEH IZIE null flavor
LLTUNKEZRETHZ &,

o E2B (R2) o5 —4#IHH [f=vx/] (FThbb, B.L1) OEHN R IZERE
SNTWDEE, X T 2 E2B (R3) DIEAB I null flavor & L CUNK 25%ET 5
Z &,

o E2B (R2) OF—4HA 4=yl (Fbb, BLL OfEA HEAEHRKE
ICRE SN TV AHEA, 5T 5 E2B (R3) OIHH (1 null flavor & LT MSK IZ7%
ETDHZ L,

e E2B (R2) IZX U7 L—RTHLEE, LTFTOFr—2ARnEZ N5,

o E2B (R3) OF—4MHH I/ =%/ (T7bb, D.1) OfEHI UNK, NASK,
ASKUIZCEEINTWAES., xH5T 5 E2B (R2) OHEBIZIZMEMEE LT IR
TRENDZ &,

o E2B (R3) o7 —4%HH M1 =vv/)] (T7obbL, D.1) OfEN MSK IZEXE ST
WAIEAE., ®ihd 5 E2B (R2) OIEABICIZEEEME LT MENHFHRIRE TREIND
&,
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(B 2)

56.3 FEEOIa— FRUBHIZ®F % Null Flavor

E2B (R3) Tix. U Foa— RREOBEAMDOT—XTEA % null flavor T=2— K35 Z LN TE
Do

E2B (R2) E2B (R3)
BiL] F—X1EHRA X LT3 F—&1HH LT3
A% T Ax7
WEFHEOEa— R A2.13 - c.2r3 MSK. ASKU,
NASK. UNK
BHE A2.14 - C.2r4 UNK
AEAR (BEF) B.1.2.1b - D.2.1 MSK
TR RN S 20y ? B.1.9.3 3=7FM D.9.3 ASKU, NASK,
UNK
BoEEAR B.1.10.2.1b - D.10.2.1 MSK. ASKU,
NASK
fkfse (FBRE SUIBl OB B.1.7.1d 3=FH] D.7.1.r.3 MSK, ASKU,
2 IR T OB RERERR) B.1.10.7.1d D.10.7.1.r.3 NASK, UNK

LUF R S %,

e E2B (R3) IZ7 v 77 L— KT H5A. LFOr—AnEZLLN5,

o T—XHHE [HMIIEHRINT1?2] (T7bb, B193) Xix Mk (FBEXITHE
DO BIE T IR B K FEFEAER) | (F7eb B, B.1.7.1d X% B.1.10.7.1d) 7’ E2B
(R2) 1B\ T 13) (KRB TH2HHE. xthiad 5 E2B (R3) @I HIE null flavor
(UNK) &rEnsz i,

o E2B (R2) IZBWWTHOWTNNDOHEA N RENTWRWES, %12 E2B (R3)
DOF—=HHERITRENRNT L,
e E2B (R2) X U 7 L—FRT28A,. LTFOr—ANEZ 515,
o T—XIHHE [FMIIE/MINZ0?] (FT72bb, DO.3) [k (FBE XITH OB
T DV R OBELEGER) | (72 b, D.7.1.r.3 X D.10.7.1.r.3) 728 E2B (R3) I

BT null flavor (UNK) TH D56, X725 E2B (R2) OIHBMEIX 3] (ORBA)
LIRENABZ L,

o E2B (R3) IZRBITA2MDOWFINDIEB D null flavor TH D54, a2 E2B (R2)
OHEHITIREINENWT &,
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(B 2)

57 &

E2B (R3) Ti&. W< 2007 —# AT LT, JEFZEMEREICET HEREBELT 2
2O DT TEPIRTR SN TS, R DER TORMITIEIET DU A & A 2R,

57.1 H—RERFEOE

E2B (R3) TIIH —REWMIEVHVIRSND ZENRH Y, Bl RO DIZO & > DH—RkIE
WIREEIREIN D, WMEDEFICL VU TOTFT -2 HANEELZT D,

- E2B (R2) E2B (R3)
T —XIEH =5y T — X IEH =X
5 —AE IR O E DA All 2A -
WEHZOEa— R A2.13 2A c.2.r.3 2A
Hi B 8 Lo 5 — A IR - - C.2.r5 1N
DITHAHESRE NS,

e E2B (R3) 17 v 77 L— KT 5845

(@]

(@]

E2B (R2) OF—#IHA ALLITEHINDZ &,

E2B (R2) OFH—WwIFHIE (A2.1) 1XE2B (R3) DOFHE—&IEFHIE (C2rl) I
v BT EINAZ &,

EH—WIERIFIZR L, E2B (R2) »F —#IEHA A2.131FE2B (R3) »F—XIEH
C2r3llavr—&nsz &,

E2B (R2) DA v&— Y CTHIHFREZRE —RIFHRIADO R DOIHBIZKT L, E2B (R3)
DOF—HIEHA C2r50 1] ITHREIND Z &, TNLUSNDOE —REHBIFIZ OV TIL
S —XIHH C2r5 TR E SNV,

e E2B (R2) IZX¥ U7 L — KRNI HHE
o E2B (R2) o7 —4IHH AL11l2i%, #HEBER (5725 E2B (R3) OF —XIHH

C2r5% 1] IZRRE) IR L THREINDIE - KREHRFOEOME (F 72 E2B

(R3) »F—XIHH C213) BAAINHZ L,

E2B (R3) OFHE—RIEHRIE (C.2rl) 1L E2B (R2) OFE—WIHFHRIE (A2.1) I
v TENLT L,

FHE—RIEHREIC L, E2B (R3) »F—XIAH C.2r31XE2B (R2) »F—XIEH
A213Icat—Ens5z &,

E2B (R3) OF—HIAH C2r513BLEN D2 L,
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(B 2)

572 BlER /EFEZNEBELI-EH

BIWER/AEFEZRPIEBLLIZEIZOWT, E2B (R2) TIHES L~ TRIF S L A DHHA
Thv, E2B (R3) TIHANWEH HEFHL IV TRESNLMY R LAREREE THDH72D
E2B (R3) THBAR S FUEAR SN TS, MEOETIC L) D FOF— 4 HAREEEZT
Do

- E2B (R2) E2B (R3)

5 —ZIHH ey T —XIEH =K
RIVER BHEESDHBLL Al2 2A - B
T E DA [EE

BIWERAEFELRPREBL - - E.i.9 2A
7= E O UK L AJRE

LUFDM SR S D,

e E2B (R3) 17 v 7/ L—RT 54, E2B (R2) OF —#IEHHA A12 728 E2B (R3) (2
HNAHT_RCOT—HIERAEIQICabt —&nsZ L, ThbbT X TCoORWERFEH
BIZOWTRICEE 725,

e E2B (R2) IZ¥ U7 L—KTDH5A, T—XHA EILIDHESINTEIEH BEFR
DORAIOFHBUZKT 5 E2B (R3) OF —XIHH Ei9M E2B (R2) O»F —XIHH Al2lZ,
TROLIEFRED L L Tat —&nN5 2 &, BIER / AEEGOHETOZENLIID
EoF—2HEBITERESND Z &,

57.3 BEAOEPREES

E2B (R3) TiL[EA DIEFRER S L TRZDFMEIIRIN TS, HEDEFEIZL Y L
TOF—ZHEANEELZIT 5,

- E2B (R2) E2B (R3)
T —XIEHH #X T —#IEH EX
JR 2 5 D JE B 5 & B A1101 100AN - -
S [ A O JE BB T - - Cc.18.1 100AN
E DA D BEH DIEFIHE A.1.10.2 100AN -
F5
AIEFI O —R(FH - - C.1.8.2 o HHIZEH
o ZODAth
DUFMSH#ELEE 5,

e E2B (R3) 7 v 77 L—RTBHE, LTFTOFr—2AnE2L o5,

o HHIYROIEFIMEHZ S L LTE2B (R2) OF—#IEHH AL10.1 DWRENTWAIEA,
FTOWEHMEMN E2B (R3) »F —#IHEH C.181lcar—&h, F—HIEAH C.1.821%
DREIE R ICRESINDZ &,

o FOMDOEEHEDEFRERSEL L TEB (R2) OF—#HA AL102 RSN TWH
LA, FOHEAMEN E2B (R3) OF—HIHH C.l8lic=av—&h, T —XIHEH
C.1821% IZofth) ITREESNDZ &,

o E2B (R2) DA vt —UIZHT—HHBENRENTND . BRSSO SE B R
BORNEBRIND Z &,
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(B 2)

e E2B (R2) X U7 L—FRT28A. LTFOr—ANEZ LD,

o E2B (R3) 7 —#IHH C.1.8272% H#HIMF IR ESINTWHEE, E2B (R3) @
F—XIAH C181/ME2B (R2) »F—XIEH A1101 (T 7bh, JHH XM FDOAER
WERE) [Cat—3Snb I b,

o E2B (R3) OF —#IEHH C1.8270 D ITHRESHTWHIEE, E2B (R3) D
F—XIAH C181ME2B (R2) »F—XIEH A1.10.2 (ZDMDIBEE DIERFIL
FHE) avr—shdZ &,

574 FEEBOEHEESRUFAXES

E2B (R3) TITHEHDEFE S L DN FAX B FIZK L TERDI FENREINTND, HEOE
FIZEOWUTOT—XTHENEER2Z T 5,

- E2B (R2) E2B (R3)

7 —ZHRE HFA 7—4ZHH FX

EEHOERE T A3.1.4f 10AN C.3.4.6 33AN
EEEHEONBREE A3.14g 5AN -
EEHOBEFHOEE S A.3.14h 3AN -

KEH D FAX F A3.14i 10AN €347 33AN
IEH D Fax NRE = A3.1.4j 5AN -
HEH D Fax DIEE A3.1.4k 3AN R

LUFD SRS D,

e E2B (R3) 27 v 77 L— NT 5484, E2B (R2) @ 3505 —& B 3 "tel" |3 "fax"
LEHITMEEN. E2B (R3) OHE—OF—XIHBIZabv—&hbZ &, T—XHAY
A RIZIEHIBRIE A2V,

5] . E2B (R2) AJIHE :

EEEOBZTES 12345678
FEZONBEE 123
EEHEOEFOEE S : +44

E2B (R3) HME :
EEEOBTES tel: +44 12345678 123

e E2B (R2) ¥ D7 L—FKTH5A, H—OF7—%IHHE2B (R3) NZznEFE (7272
L. "tel"3 3" fax" %R\ C) E2B (R2) OXfIGT 57 —XHA (RbLEWHEH) 2=
E—EhdZ b, a—33ERETEIHA, HIFUVETOENDZ &,

#11: E2B (R3) ASME
EEEDOEFRE L tel: +44 123456

E2B (R2) HfE

EEEDE é%’%— : +44 123456
il 2 : E2B (R3) AJE
EEEDOEFRE L tel: +44 12345678 123
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E2B (R2) [H7)MHE :
KEHEOERE S

5.7.5 SIEX#

+44 123...

(B 2)

E2B (R3) TIEZBIHACHERICH L TRADFIENRENTWD, HEDEFIZL VU TOT —X

HADNKEEZT 5,

o E2B (R2) E2B (R3)
’ 57— 2 A EE 5 — & TEH S
B Sk A2.2 500AN C.4rl 500AN
F—KNFHRIRIZ LRI ASKU, NASK
Fo2Ne P ARG
DITHAHESRR NS,

e E2B (R3) 127 v 727 L — RT AL, E2B (R2) DT _XTOE—KERF O DT —

ZIHH A22% a2t — L, FBREBRFEZ LIZHOEBIZRS L 91T,
E2B (R3) OF—XIAH CArlilavr—35Z L,

IhbDEz

e E2B (R2) IZX U7 L —RTHHFE, MEINZRNE2B (R3) OF —XIHH Chrl M
TRCab—&N, ZNOOEEHEFI B EoE —&kIFHRIFED E2B (R2) 5 —XIHEA
A22|2ab—3xnbZ e, F—XEAIZEIavn o TRYBNS, 2 —T AENPEB

YA ADOHIRZBZ D55

ICH ICSR H_#aft: D HESE

HRITVETOEND Z &,
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576 EEH., EEMtORE

(B 2)

E2B (R3) TIXHEEMOEHEICH L TRRZ FIEN RSN TWD, E2B (R3) TiX, EIEH
HERBOHEIBREFESNTNDEDT, TNENORWER BEEFRICKH L TOREND, HED
EEIZIVLUTOT—XHEANZELZT D,
2511 _ E2B (R2) _ E2B (R3)
7 —XIEH =X 5 —XIEH =X
HEMN? Al151 o T - -
A= AAY-3
HEMOILYE (6 7 A.15.2 EUN E.i.3.2 o true
FEHDH) A= o X BIEH - HZFHSE | « Null flavor (NI)
R
WEEICL->THE B.2.i.3 o WEFICLE E.i.3.1 o WMEHICLVE
S SNERWER | GITEH - EHR L I, BIEH T EFR TSN,
S ERS Nl FEEE Nalld FEEE
o HEHICLVE o WHEFIZK Y E
mesnd, Ik gl xnd, ¥k
HE HE
o HEHICLVE o WHEFIZK Y E
mLah, fEE meah, HE
o WEFIZKVE o WEFIZKVE
mWL AR ho L XN ho
=8, EE T8, EE
PUFRHERE SN 5,
e E2B (R3) IZ7 v 7/ L— FT D4 :
o E2B (R2) OF—X#IEH B.2i3 (MEHFICL - CTEEL SNRIER/ AEFS) X
E2B (R3) O»F—XIHHEiI3licvy o r7ahns2¢ (FUHE) .
o E2B (R2) O7—#IHH B2i37 THE] ICHESNTWHEE, KEMRE L~

THRIESINTWS E2B (R2) DEEMDFEUE]
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/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')/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_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="1"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.237][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_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']/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_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'/effectiveTime/low/@value

/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'/availabilityTime/@value

/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')//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_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
3883.3.989.2.1.1.271]

/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'|/title/text()
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/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')/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_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'][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_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'][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_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')/id[@root="2.16.840.1.113883.3.989.2.1.3.2'[[1]/@extension

/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']/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_IN200100UVO1[@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="1"][@code
System="'2.16.840.1.113883.3.989.2.1.1.22']][ 1)/relatedInvestigation[@classCode="INVSTG'|[@moo0
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_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='2.16.840.1.113883.3.989.2.1.1.237][1]/investigationCharacteristic[@classCode="OBS'|[@moodC
ode="EVN']/value[@xsi:type='BL')/@value
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(IR 3)

/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')/subjectOf2[@typeCode="'SUBJ[investigationCharacteristic/code[@code="2'][@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.237][1)/investigationCharacteristic[@classCode="OBS'|[@moodC
ode="EVN'[/value[@xsi:type="BL'}/@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')/subjectOfl[@typeCode="SUBJ'][controlActEvent/id]

/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']/subjectOfl[@typeCode="SUBJ"][controlActEvent/id][r]/controlActEvent/id[@root='2.16.840
.1.113883.3.989.2.1.3.3][1]/@assigningAuthorityName

/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')/subjectOfl[@typeCode="SUBJ][controlActEvent/id][r]/controlActEvent/id[@root="2.16.840
.1.113883.3.989.2.1.3.3'[1]/@extension

/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')/outboundRelationship[@typeCode='SPRT"][relatedInvestigation/code/@nullFlavor="NA"[r]
IrelatedInvestigation[@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_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'/subjectOf2[@typeCode='SUBJ[investigationCharacteristic/code[@code="3"[@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.237][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_IN200100UVO1[@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')/subjectOf2[@typeCode="SUBJ"|[investigationCharacteristic/code[@code="3"l[@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_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="4'][@codeSyste
m='2.16.840.1.113883.3.989.2.1.1.237][1]/investigationCharacteristic[@classCode='"OBS'|[@moodC
ode="EVN'J/value[@xsi:type="CE"/originalText/text()
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(IR 3)

/MCCI_IN200100UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
o EDE (Y (= e | 4 21 MCCI_IN200100UV01.xsd'//PORR_IN049016UV/[r]/controlActProcess[@classCode="CACT][@moo
Z i IR N < U i L ’E — . - . . .
fj’ﬁgiﬁ*&'ﬁ (BRI L8 ’f/’ns_)li“ L dCode="EVN'|/subject[@typeCode='SUBJ'|[1]/investigationEvent[@classCode="INVSTG'][@moodCo
= de="EVN')/outboundRelationship[@typeCode='SPRT"[relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.227]

h c.2rl HREBDKA

/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
prefix=Entity Name y de="EVN')/outboundRelationship[@typeCode='SPRT"[relatedInvestigation/code[@code="2"][@code
Part (ENXP) 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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED"/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']/name/prefix[1]/text()

/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'/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED"/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE[/name/prefix[1]/@nullFlavor

/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
given=Entity Name y de="EVN']/outboundRelationship[@typeCode="'SPRT'][relatedInvestigation/code[@code="2"][@code
Part (ENXP) 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_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']/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[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
given=Entity Name y de="EVN')/outboundRelationship[@typeCode="SPRT"[relatedInvestigation/code[@code="2"][@code
Part (ENXP) 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()
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(IR 3)

/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')/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/assignedPerson[@clas
sCode='"PSN'][@determinerCode="INSTANCE'[/name/given[2)/@nullFlavor

/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'/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED"/assignedPerson[@clas
sCode="PSN'][@determinerCode="INSTANCE']/name/family[1]/text()

/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'/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED"/assignedPerson[@clas
sCode='"PSN'][@determinerCode="INSTANCE']/name/family[1)/@nullFlavor

/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']/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'J/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
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(IR 3)

/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'//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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/representedOrganizatio
n[@classCode='"ORG'|[@determinerCode="INSTANCE']/name/text()

/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'/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/representedOrganizatio
n[@classCode="ORG'|[@determinerCode="INSTANCE')/name/@nullFlavor

/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'/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/addr[1]/streetAddressLi
ne[1]/text()

/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']/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]/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"][@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'J/author[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED"/addr[1]/city[1]/text()

/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']/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED"/addr[1]/city[1]/@nullFla
vor
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NullFlavor

NullFlavor

NullFlavor

(IR 3)

/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'//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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/addr[1]/state[1]/text()

/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'//outboundRelationship[@typeCode='SPRT'][relatedInvestigation/code[@code="2"][@code
System='2.16.840.1.113883.3.989.2.1.1.221][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_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='2.16.840.1.113883.3.989.2.1.1.221][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_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'J/author[@typeCode="AUT]/assignedEntity[@classCode="ASSIGNED"/addr[1]/postalCode[1]/
@nullFlavor

substring(/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'//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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/telecom[starts-with(@v
alue,'tel:")][1)/@value, 5)

/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']/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'J/author[@typeCode="AUT']/assignedEntity[@classCode="ASSIGNED")/telecom[starts-with(@v
alue, 'tel:")][1)/@nullFlavor
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(IR 3)

/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'//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'J/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_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'/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]/asLocatedEntity|@classCode='LOCE"][1]/location[@
classCode="COUNTRY'][@determinerCode="INSTANCE')/code[@codeSystem="'1.0.3166.1.2.2"/@n
ullFlavor

/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='2.16.840.1.113883.3.989.2.1.1.221][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_IN200100UVO1[@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')/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_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')/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'J/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'//@nullFlavor
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(IR 3)

/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'//outboundRelationship[@typeCode='SPRT'][relatedInvestigation/code[@code="2"][@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')/subjectOfl[@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']/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'l[@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'
J/author[@typeCode="AUT')/assignedEntity[@classCode="ASSIGNED']/code[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.7")/@codeSystemVersion

/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')/subjectOfl[@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']
lauthor[@typeCode="AUT J/assignedEntity[@classCode="ASSIGNED'])/representedOrganization[@cl
assCode="ORG'|[@determinerCode="INSTANCE'//assignedEntity[@classCode="ASSIGNED')/repres
entedOrganization[@classCode="ORG'][@determinerCode="INSTANCE']/name/text()

/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')/subjectOfl[@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')/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')/subjectOfl[@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 J/assignedEntity[@classCode="ASSIGNED'")/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/prefix[1]/text()
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&

&

2}

(IR 3)

/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')/subjectOfl[@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="AUTJ/assignedEntity[@classCode="ASSIGNED')/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/given[1]/text()

/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')/subjectOfl[@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']
lauthor[@typeCode="AUT J/assignedEntity[@classCode="ASSIGNED')/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/given[2]/text()

/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')/subjectOfl[@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 J/assignedEntity[@classCode='"ASSIGNED']/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/name/family[1]/text()

/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')/subjectOfl[@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]/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')/subjectOfl[@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]/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')/subjectOfl[@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']
lauthor[@typeCode="AUT")/assignedEntity[@classCode="ASSIGNED'|/addr[1]/state[1]/text()
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BYEL
J—k

(IR 3)

/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')/subjectOfl[@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']
lauthor[@typeCode="AUT J/assignedEntity[@classCode="ASSIGNED']/addr[1]/postalCode[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')/subjectOfl[@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"/assignedPerson[@classCode
='PSN'][@determinerCode="INSTANCE')/asLocatedEntity[@classCode="LOCE'][1]/location[@classC
o0de='"COUNTRY'][@determinerCode="INSTANCE']/code[@codeSystem='1.0.3166.1.2.2']/@code

substring(/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')/subjectOfl[@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"]/telecom[starts-with(@value,
‘tel:)][1)/@value, 5)

substring(/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')/subjectOfl[@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']
lauthor[@typeCode="AUTJ/assignedEntity[@classCode="ASSIGNED'")/telecom[starts-with(@value,
'fax:")][1}/@value, 5)

substring(/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')/subjectOfl[@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')/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
3883.3.989.2.1.1.277]

/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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(IR 3)

/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')/reference[@typeCode="REFR'][document/code[@code="2"][@codeSystem="'2.16.840.1.11
3883.3.989.2.1.1.271][r)/document[@classCode='"DOC'][@moodCode="EVN')/bibliographicDesignati
onText/@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')/reference[@typeCode="REFR'][document/code[@code="2"][@codeSystem="'2.16.840.1.11
3883.3.989.2.1.1.271][r]/document[@classCode="DOC'|[@moodCode="EVN']/text/text()

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/subjectOfl[@typeCode='SBJ][1])/researchStudy[@classCode='CLNTRL][@moodCo
de="EVN')/authorization[@typeCode="AUTH]

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@typeCode='SBJ][1]/researchStudy[@classCode="CLNTRL'][@moodCo
de="EVN'/authorization[@typeCode="AUTH'[[r]/studyRegistration[@classCode="ACT'[[@moodCode
='EVN'//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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(IR 3)

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/subjectOfl[@typeCode='SBJ][1])/researchStudy[@classCode='CLNTRL][@moodCo
de="EVN']/title/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@typeCode="SBJ][1])/researchStudy[@classCode="CLNTRL'][@moodCo
de="EVN']/title/@nullFlavor

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode='INVSBJY/subjectOfl[@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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode='INVSBJ/subjectOfl[@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

(IR 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']/code[@codeSystem="2.16.840.1.113883.3.989.2.1.1.8"/@codeSytemVersion

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode="PSN'][@determinerCode="INSTANCE']/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/asldentifiedEntity[@cla
ssCode="IDENT'][code[@code="1"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.4T|[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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/asldentifiedEntity[@cla
ssCode="IDENT"][code[@code="1][@codeSystem="2.16.840.1.113883.3.989.2.1.1.47][1]/id[@root="
2.16.840.1.113883.3.989.2.1.3.7'][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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode="PSN'][@determinerCode="INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"][code[@code="2[@codeSystem="2.16.840.1.113883.3.989.2.1.1.47][1]/id[@root="
2.16.840.1.113883.3.989.2.1.3.8'|[1)/@extension
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NullFlavor
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/asldentifiedEntity[@cla
ssCode="IDENT'][code[@code="2[@codeSystem='2.16.840.1.113883.3.989.2.1.1.47][1]/id[@root="
2.16.840.1.113883.3.989.2.1.3.8"][1]/@nullFlavor

/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']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/playerl[@classCode='"PSN'|[@determinerCode="INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"][code[@code="3][@codeSystem="2.16.840.1.113883.3.989.2.1.1.47][1]/id[@root="
2.16.840.1.113883.3.989.2.1.3.9'][1]/@extension

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/playerl[@classCode='"PSN'|[@determinerCode="INSTANCE']/asldentifiedEntity[@cla
ssCode="IDENT"][code[@code="3][@codeSystem="2.16.840.1.113883.3.989.2.1.1.47][1]/id[@root="
2.16.840.1.113883.3.989.2.1.3.9'|[1)/@nullFlavor

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/asldentifiedEntity[@cla
ssCode="IDENT'][code[@code="'4"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.4"T|[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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/asldentifiedEntity[@cla
ssCode="IDENT'][code[@code="'4"][@codeSystem='2.16.840.1.113883.3.989.2.1.1.4T)[1)/id[@root="'
2.16.840.1.113883.3.989.2.1.3.10[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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE]/birthTime/@value
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(IR 3)

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE/birthTime/@nullFlavor

/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')/subjectl[@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_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')/subjectl[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation/code[@code='16"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197][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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation/code[@code='16"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197][1]/observation[@classCode="OBS'|[@moodCode="EVN]/value[@xsi:ty
pe="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')/subjectl[@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

(IR 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="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_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'])/subjectl[@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='PQ1[@unit="kg][1]/@value

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ][observation/code[@code='17"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.191][1/observation[@classCode="OBS'][@moodCode="EVN'/value[@xsi:ty
pe="PQ'J[@unit="cm’][1]/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode="PSN'][@determinerCode="INSTANCE]/administrativeGenderC
ode[@codeSystem="1.0.5218"]/@nullFlavor

/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']/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode='INVSBJ/subjectOf2[@typeCode='SBJ'][observation/code[@code="22"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.197][1)/observation[@classCode="OBS'|[@moodCode="EVN'/value[@xsi:ty
pe="TS'|[1)/@value
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(IR 3)

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation/code[@code='22"|[@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.191][1]/observation[@classCode="OBS'][@moodCode="EVN'/value[@xsi:ty
pe="TS'|[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')/subjectl[@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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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')/code/@codeSystemVersion

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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')/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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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/effective Time[@xsi:type="IVL_TS[/low/ @value
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(IR 3)

/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')/subjectl[@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/effectiveTime[@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')/subjectl[@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'/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_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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ][organizer/code[@code="'1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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}/@nullFlavor

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'/effective Time[@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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201][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/effective Time[@xsi:type="IVL_TS'[/high/@nullFlavor
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NullFlavor

(IR 3)

/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')/subjectl[@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'l[@moodCode="EVN']/value[@Xxsi: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')/subjectl[@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="EXPL'][observation/co
de[@code="38"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.197][1]/observation[@classCode="0
BS'[[@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][observation/code[@code="18"][@codeSystem="2.16.840.1.113883.3.989.2.1.1
.197][1)/observation[@classCode="OBS'[[@moodCode="EVN']/value[@xsi:type="ED'][1]/text()

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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
.197][1)/observation[@classCode="OBS'[[@moodCode="EVN']/value[@xsi:type="ED'][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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="1"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][observation/code[@code="11"][@codeSystem="2.16.840.1.113883.3.989.2.1.1
.197][1)/observation[@classCode="OBS'[[@moodCode="EVN'[/value[@xsi:type='BL|[1]/ @value
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/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')/subjectl[@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_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']/subjectl[@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'//name[1]/text()

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@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'[/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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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
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'][@moodCode="EVN')/subjectl[@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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/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')/subjectl[@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_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')/subjectl[@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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[
@typeCode='"COMP'][substanceAdministration][r]/substanceAdministration[@classCode="SBADM'[
@moodCode="EVN/effectiveTime[@Xxsi:type="IVL_TS"/low/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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_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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode='"COMP'][substanceAdministration][r]/substanceAdministration[@classCode="SBADM'[
@moodCode="EVN/effectiveTime[@xsi:type="IVL_TS")/high/@value
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/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')/subjectl[@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"V/high/@nullFlavor

/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')/subjectl[@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'/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163"|[1]/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="2"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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'/value[@xsi:type="CE'][@codeSystem="2.16.840.1.113883.6.163][1]/@code

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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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/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')/subjectl[@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'ivalue[@xsi:type="CE'][@codeSystem="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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/playerl[@classCode='"PSN'|[@determinerCode="INSTANCE'//deceasedTime/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode="PSN'][@determinerCode="INSTANCE']/deceasedTime/@nullFI|
avor

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode='INVSBJ/subjectOf2[@typeCode='SBJ][observation/code[@code='32'][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.191]

/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')/subjectl[@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][r]/observation[@classCode="OBS'|[@moodCode="EVN']/value[@xsi:ty
pe='CE[@codeSystem="'2.16.840.1.113883.6.163'][1]/@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')/subjectl[@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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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation/code[@code='32"][@codeSystem="2.16.8
40.1.113883.3.989.2.1.1.1917][r//observation[@classCode='"OBS'][@moodCode="EVN'/value[@xsi:ty
pe="CE'|[@codeSystem="'2.16.840.1.113883.6.163'][1]/original Text/text()

/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']/subjectl[@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'J/value[@xsi:typ
e='BL[1)/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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)/@nullFlavor

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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_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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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][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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/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')/subjectl[@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][r//observation[@classCode="OBS'|[@moodCode="EVN']/value[@xsi:type="CE'][@codeS
ystem='2.16.840.1.113883.6.163[1)/@code

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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
9.2.1.1.1917][r)/observation[@classCode="0BS'][@moodCode="EVN'/value[@xsi:type='"CE'[@codeS
ystem='2.16.840.1.113883.6.163"[1]/original 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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode="PSN'][@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/associatedPerson[@classCode='"PSN'][@determinerCode="INSTANCE'}/name[1]/text()

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE/role[@classCode='"PR
S'[1)/associatedPerson[@classCode='"PSN'][@determinerCode='INSTANCE)/birthTime/@value
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'|[1]/associatedPerson[@classCode="PSN'[[@determinerCode="INSTANCE']/birthTime/@nullFlavor

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE/role[@classCode='"PR
S'[1])/subjectOf2[@typeCode="'SBJ'][observation/code[@code="3"][@codeSystem='2.16.840.1.11388
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN/value[@xsi:type="PQ"][1]
/@value

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode='"PSN'|[@determinerCode='INSTANCE')/role[@classCode='PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="3"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN/value[@xsi:type="PQ"][1]
/@unit

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@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/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'[1])/subjectOf2[@typeCode="'SBJ'][observation/code[@code="22"|[@codeSystem="2.16.840.1.1138
83.3.989.2.1.1.197][1]/observation[@classCode="OBS'][@moodCode="EVN]/value[@xsi:type="TS'][1
J/@nuliFlavor
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'[1)/subjectOf2[@typeCode="SBJ"|[observation/code[@code="7"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN')/value[@xsi:type="PQ"][
@unit="kg'[1]/@value

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE)/role[@classCode='"PR
S'[1])/subjectOf2[@typeCode="'SBJ'][observation/code[@code="17"][@codeSystem="'2.16.840.1.1138
83.3.989.2.1.1.197][1]/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="PQ'][
@unit="cm'[1}/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE/role[@classCode='"PR
S'|[1])/associatedPerson[@classCode='"PSN'][@determinerCode="INSTANCE'}/administrativeGender
Code[@codeSystem='1.0.5218")/@nullFlavor

/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')/component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode="PSN'][@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.201][1]/organizer[@classCode="CATEGORY'][@moodCode="EVN'}/component[@typeC
ode="COMP']|[observation/code[@codeSystem="'2.16.840.1.113883.6.163"]
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode='"PSN'|[@determinerCode='INSTANCE')/role[@classCode='PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="1"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.201][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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE)/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="1"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.201][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_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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE)/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.2017][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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE)/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="SBJ'|[organizer/code[@code="1"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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_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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode='"PSN'|[@determinerCode='INSTANCE')/role[@classCode='PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.201][1]/organizer[@classCode="CATEGORY'][@moodCode="EVN'}/component[@typeC
ode="COMP'][substanceAdministration]

/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')//component[@typeCode="COMP'][adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode='"PSN'[@determinerCode='INSTANCE')/role[@classCode='PR
S'|[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[@typeC
ode="COMP"[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN']/consumable[@typeCode="CSM[1}/instanceOfKind[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE')/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][1]/organizer[@classCode="CATEGORY'][@moodCode="EVN'}/component[@typeC
ode="COMP']|[substanceAdministration][r]/substanceAdministration[@classCode="SBADM][@mood
Code="EVN']/consumable[@typeCode="CSM[1]/instanceOfKind[@classCode="INST')/kindOfProduc
t{@classCode="MMAT'|[@determinerCode='KIND'}/code[@codeSystem="TBD-MPID')/@codeSyste
mVersion
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode='SBJ'][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode="COMP][substanceAdministration][r]/substanceAdministration[@classCode="SBADM][@mood
Code="EVN'/consumable[@typeCode="CSM[1]/instanceOfKind[@classCode="INST')/kindOfProduc
t{@classCode="MMAT'][@determinerCode="KIND'}/code[@codeSystem="TBD-MPID'}/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode='"PSN'|[@determinerCode='INSTANCE')/role[@classCode='PR
S'|[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207][1]/organizer[@classCode="CATEGORY'][@moodCode="EVN'}/component[@typeC
ode="COMP][substanceAdministration][r]/substanceAdministration[@classCode="SBADM][@mood
Code="EVN']/consumable[@typeCode="CSM[1]}/instanceOfKind[@classCode="INST")/kindOfProduc
t{@classCode="MMAT'][@determinerCode="KIND'}/code[@codeSystem="TBD-PhPID'[/@codeSyste
mVersion

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode="PSN'][@determinerCode="INSTANCE']/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[@typeC
ode="COMP"[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN']/consumable[@typeCode="CSM][1]}/instanceOfKind[@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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE)/role[@classCode="PR
S'l[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode="COMP"[substanceAdministration][r]/substanceAdministration[@classCode="SBADM'][@mood
Code="EVN"/effectiveTime[@Xxsi:type="IVL_TS"/low/@value
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE)/role[@classCode='"PR
S'|[1])/subjectOf2[@typeCode='SBJ'][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207][1)/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component[@typeC
ode="COMP][substanceAdministration][r]/substanceAdministration[@classCode="SBADM][@mood
Code="EVN'/effectiveTime[@Xxsi:type="IVL_TS")/low/@nullFlavor

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/playerl[@classCode='"PSN'|[@determinerCode='INSTANCE')/role[@classCode='PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.201][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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE)/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.207][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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE')/role[@classCode='"PR
S'|[1)/subjectOf2[@typeCode='SBJ'][organizer/code[@code="2"][@codeSystem="2.16.840.1.113883.
3.989.2.1.1.207][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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode='INSTANCE/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ'][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.201][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_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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ]/playerl[@classCode='"PSN'][@determinerCode="INSTANCE/role[@classCode='"PR
S'l[1)/subjectOf2[@typeCode="SBJ][organizer/code[@code="2"][@codeSystem='2.16.840.1.113883.
3.989.2.1.1.2017][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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]]
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(IR 3)

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i)/observation[@classCode="OBS'][@moodCode="EVN]/value[@x
si:type='CE'|[@codeSystem="'2.16.840.1.113883.6.163'][[1]/original Text/text()

/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']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ][observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i)/observation[@classCode="OBS'][@moodCode="EVN']/ivalue[@x
si:type='CE'|[@codeSystem='2.16.840.1.113883.6.163'][1]/original Text/@language

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@Xxsi:type="ED'][1]
ltext()

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][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'][@moodCode="EVN')/subjectl[@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
siitype='CE'][@codeSystem='2.16.840.1.113883.6.163'][1)/@code
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NullFlavor

(IR 3)

/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')/subjectl[@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
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="CE'|[@
codeSystem='2.16.840.1.113883.3.989.2.1.1.10][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[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_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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN']/outbound
Relationship2[@typeCode="PERT'][observation/code[@code="'34"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@Xxsi: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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/outbound
Relationship2[@typeCode="PERT'][observation/code[@code="'34"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="BL"|[1]/
@nullFlavor
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(IR 3)

/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')/subjectl[@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
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="BL"][1)/
@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN']/outbound
Relationship2[@typeCode="PERT'][observation/code[@code='33'][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@Xxsi: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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/outbound
Relationship2[@typeCode="PERT'][observation/code[@code="33'][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@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')/subjectl[@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
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="BL"][1]/
@value
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(IR 3)

/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')/subjectl[@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
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="BL[1]/
@nullFlavor

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN'])/value[@Xxsi: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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/outbound
Relationship2[@typeCode="PERT'][observation/code[@code="12"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN']//outbound
Relationship2[@typeCode="PERT'][observation/code[@code="26"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@Xxsi: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')/subjectl[@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="26"][@codeSystem="2.16.840.1.11388
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN]/value[@xsi:type="BL"|[1]/
@nullFlavor
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NullFlavor

NullFlavor

(IR 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')/subjectl[@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_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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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[@Xxsi: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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS")/comp[@xsi:type="IVL_TS")/low/@nullFlavor
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NullFlavor

NullFlavor

(IR 3)

/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'[@moodCode="EVN'|/effectiveTi
me[@xsi:type="SXPR_TS')/comp[@xsi:type="IVL_TS'|[@operator="A"//low/@value

/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')/component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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_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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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_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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode='INVSBJ/subjectOf2[@typeCode='SBJ'][observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="IVL_TS')/high/@nullFlavor
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(IR 3)

/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')/subjectl[@typeCode="SBJ'][1])/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'[@moodCode="EVN'/effectiveTi
me[@xsi:type='SXPR_TS'//comp[@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29'[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS')/comp[@xsi:type="IVL_TS")/high/@nullFlavor

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode='"EVN'/effectiveTi
me[@xsi:type="SXPR_TS')/comp[@xsi:type="IVL_TS'|[@operator='A"l/high/@nullFlavor
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(IR 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')/subjectl[@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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS')/comp[@xsi:type="IVL_TS)/width/@value

/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')/component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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[@Xxsi:type="IVL_TS'|[@operator="A"l/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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[observation[id][code[@code="29"[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="IVL_TS')/width/@unit
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(IR 3)

/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[observation[id][code[@code="29'|[@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'[@moodCode="EVN'|/effectiveTi
me[@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="'SBJ"|[observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][i]/observation[@classCode="OBS'|[@moodCode="EVN'/effectiveTi
me[@xsi:type="SXPR_TS')/comp[@xsi:type="IVL_TS'|[@operator="A"J/width/@unit

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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
3.3.989.2.1.1.197][1])/observation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="CE'|[@
codeSystem="'2.16.840.1.113883.3.989.2.1.1.11[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'][observation[id][code[@code="29"][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][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

2014411 H 10 A



e E.i.8
e E.i.9
h F.r
e F.r.l
e

h F.r.2

ICH ICSR Al

EREMRIC &5 ELHRE

- T—ILE
BMER BEEZNSRBL 2A

=E DR

BEOZWICEHET 2RE
RUREDHER BEISL

BRYERY)

Bt (BE) Bt/ FEfE
BrES

Boolean (BL) &
Concept Descriptor code=Character &
(CD) String (ST)
BYRL
/=K
Point in Time (TS) &
NullFlavor

-49-

(IR 3)

/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')/subjectl[@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
3.3.989.2.1.1.197][1)/observation[@classCode="OBS'][@moodCode="EVN/value[@xsi:type="BL)/@
value

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ/subjectOf2[@typeCode='SBJ][observation[id][code[@code="29'][@codeSystem="2.1
6.840.1.113883.3.989.2.1.1.197]][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_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')//component[@typeCode="COMP'][adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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_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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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'|[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ')/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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/effective Time/@nullFlavor
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]

]

o

(IR 3)

/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')/subjectl[@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'][@moodCode="EVN')/code/original Text/text()

/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')/subjectl[@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'|[@moodCode="EVN']/code/@codeSystemVersion

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@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='0BS'][@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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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'/interpretationCode[@codeSystem='2.16.840.1.113883.3.98
9.2.1.1.12[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="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'|[@moodCode="EVN'"/interpretationCode[@codeSystem="2.16.840.1.113883.3.98
9.2.1.1.12'][1)/@codeSystemVersion
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(IR 3)

/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')/subjectl[@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'|[@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/center/ @value

/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')/subjectl[@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'][@moodCode="EVN/value[@Xxsi:type="IVL_PQ'][high/@nullFlavor="PINF][1]/low[
@inclusive="false'//@value

/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')/component[@typeCode="COMP'][adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'][@moodCode="EVN/value[@Xxsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="true'l/@value

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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'][@moodCode="EVN/value[@Xxsi: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')/subjectl[@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'][@moodCode="EVN/value[@Xxsi:type="IVL_PQ'][low/@nullFlavor="NINF][1]/high[
@inclusive="true'l/@value
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/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')/subjectl[@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'][@moodCode="EVN'/value[@Xxsi:type="IVL_PQ'][1]/center/@unit

/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')/subjectl[@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'][@moodCode="EVN/value[@Xxsi:type="IVL_PQ'][high/@nullFlavor="PINF'][1]/low[
@inclusive="false'//@unit

/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')/component[@typeCode="COMP'][adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'][@moodCode="EVN/value[@Xxsi:type="IVL_PQ'][high/@nullFlavor="PINF][1]/low[
@inclusive="true'l/@unit

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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'][@moodCode="EVN/value[@Xxsi:type="IVL_PQ'][low/@nullFlavor="NINF][1]/high[
@inclusive="false"//@unit
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(IR 3)

/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')/subjectl[@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'][@moodCode="EVN/value[@xsi:type="IVL_PQ'][low/@nullFlavor="NINF][1]/high[
@inclusive="true'l/@unit

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'][@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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='3"][@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][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'|/referenceRange[@typeCode="REFV'][observationRange/int
erpretationCode[@code="L|[@codeSystem="2.16.840.1.113883.5.83"][1])/observationRange[@class
Code="OBS'][@moodCode="EVN.CRT'|/value[@xsi:type="PQ'}/@value

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'][@moodCode="EVN'/referenceRange[@typeCode="REFV'][observationRange/int
erpretationCode[@code="H'][@codeSystem="2.16.840.1.113883.5.83"][1]/observationRange[@class
Code="OBS'][@moodCode="EVN.CRT/value[@xsi:type="PQ'l/@value
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/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')/subjectl[@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'][@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
[@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')/subjectl[@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'[@moodCode="EVN'/outboundRelationship2[@typeCode="REFR'][observation/co
de[@code="25"[@codeSystem='2.16.840.1.113883.3.989.2.1.1.197)/observation[@classCode="OBS
"I[@moodCode="EVN'/value[@xsi:type='BL'[[1]/@value

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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_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')//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
drugl/value[@xsi:type="CE'[@codeSystem="2.16.840.1.113883.3.989.2.1.1.13']/@code
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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'}/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']]/value[@xsi:type="CE']|[@codeSystem='2.16.840.1.113883.3.989.2.1.1.13'/@codeSystemVer
sion

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@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'][@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
[@moodCode="EVN']/consumable[@typeCode="CSM'[1]/instanceOfKind[@classCode='INST')/kind
OfProduct[@classCode="MMAT'|[@determinerCode="KIND')/code[@codeSystem="TBD-MPID')/@co
de

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[ @classCode='SBADM
[@moodCode="EVN'//consumable[@typeCode="CSM1[1]/instanceOfKind[@classCode='INST')/kind
OfProduct[@classCode="MMAT][@determinerCode='KIND'[/code[@codeSystem="TBD-PhPID]/@c
odeSystemVersion
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/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

M5 A F Coded With code=Character [@classCode="INVSTG'][@moodCode="EVN']//subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
e G.k.2.1.2b HEIEAF (PhPID) SAVES Equivalents (CE) Strin_(ST) & ode="INVSBJ]/subjectOf2[@typeCode='SBJ'|[organizer/code[@code="4'][@codeSystem="2.16.840.1
i} a 9 .113883.3.989.2.1.1.201][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_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
name=Entity Name & [@classCode="INVSTG'][@moodCode="EVN'//subjectl[@typeCode="SBJ"|[1])/primaryRole[@classC
Part (ENXP) 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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
Ao HERS DHERF & # Y& L | [@classCode='INVSTG'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
8 WEICHELEYIRY) J—FK 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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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="ACT!][r]/ingre
dientSubstance[@classCode="MMAT'][@determinerCode="KIND'}//name[1]/text()
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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_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')/subjectl[@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'|/ingredient{@classCode="ACTI[r]/ingre
dientSubstance[@classCode="MMAT'][@determinerCode='KIND')/code[@codeSystem="TBD-Substa
nce'l/@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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[
@typeCode="COMP'][substanceAdministration/id][K]/substanceAdministration[@classCode='SBADM
[@moodCode="EVN']/consumable[@typeCode="CSM1[1]/instanceOfKind[@classCode='INST')/kind
OfProduct[@classCode="MMAT][@determinerCode='KIND'|/ingredient[@classCode="ACTI[r]/quant
ity[denominator/@value="1"}/numerator/@value

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@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
[@moodCode="EVN'//consumable[@typeCode="CSM1[1]/instanceOfKind[@classCode='INST'//kind
OfProduct[@classCode="MMAT][@determinerCode='KIND'|/ingredient[@classCode="ACTI[r]/quant
ity[denominator/@value="1"}/numerator/ @unit
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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"
J[@codeSystem='2.16.840.1.113883.3.989.2.1.1.18'T)/performer[@typeCode="PRF]/assignedEntity[
@classCode="ASSIGNED"/representedOrganization[@classCode="ORG'][@determinerCode="INST
ANCE]/addr/country[1]/text()

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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="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_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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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')/id[
@root="2.16.840.1.113883.3.989.2.1.3.4'/@extension
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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')/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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="4'][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
ll@moodCode="EVN']/outboundRelationship2[@typeCode="COMP'][substanceAdministration]

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@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='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN']/doseQuantity/@value
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/doseCheckQuantity[denominator
[@xsi:type="PQ][@nullFlavor="UNK']}/numerator[@xsi:type='"PQ'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')/subjectl[@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'[/doseQuantity/ @unit

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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']/doseCheckQuantity[denominator
[@xsi:type="PQ'][@nullFlavor="UNK"}/numerator[@xsi:type="PQ')/@unit
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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')/subjectl[@typeCode='SBJ][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/effectiveTime[@xsi:type="SXPR_
TS'J/comp[@xsi:type="PIVL_TS')/period/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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']/effectiveTime[@xsi:type="SXPR_
TS')/comp[@xsi:type="PIVL_TS'|[@operator="A")/period/@value
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(IR 3)

/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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']/effectiveTime[@xsi:type="PIVL_T
S')/period/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'])/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode='INVSBJ/subjectOf2[@typeCode='SBJ][organizer/code[@code='4'][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@moodCode="EVN'//outboundRelationship2[@typeCode='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN']/effectiveTime[@xsi:type="SXPR_
TS'J/comp[@xsi:type="PIVL_TS')/period/@unit
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/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@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']/effectiveTime[@xsi:type="SXPR_
TS')/comp[@xsi:type="PIVL_TS'|[@operator="A")/period/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@moodCode="EVN'//outboundRelationship2[@typeCode='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN']/effectiveTime[@xsi:type="PIVL_T
S')/period/@unit
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(IR 3)

/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')/subjectl[@typeCode='SBJ"|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@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']/effectiveTime[@xsi:type="SXPR_
TS'J/comp[@xsi:type="IVL_TS"/low/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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/low/@nullFlavor
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NullFlavor

(IR 3)

/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')/subjectl[@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='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN']/effectiveTime[@xsi:type="SXPR_
TS')/comp[@xsi:type="IVL_TS'][@operator="A"J/low/@value

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN'/subjectl[@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']/effectiveTime[@xsi:type="SXPR_
TS')/comp[@xsi:type="IVL_TS'][@operator="A"J/low/@nullFlavor
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NullFlavor

(IR 3)

/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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="IVL_TS
Mow/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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'//effectiveTime[@Xxsi:type="IVL_TS
MNow/@nullFlavor

/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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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']/effectiveTime[@xsi:type="SXPR_
TS'J/comp[@xsi:type="IVL_TS"/high/@value
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NullFlavor

NullFlavor

(IR 3)

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/effectiveTime[@xsi:type="SXPR_
TS'J/comp[@xsi:type="IVL_TS"/high/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@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='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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.201][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'J/comp[@xsi:type="IVL_TS'][@operator="A"l/high/@nullFlavor
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NullFlavor

(IR 3)

/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/effectiveTime[@xsi:type="IVL_TS
‘I/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN'//effectiveTime[@Xxsi:type="IVL_TS
"/high/@nullFlavor

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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']/effectiveTime[@xsi:type="SXPR_
TS'J/comp[@xsi:type="IVL_TS")/width/@value
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(IR 3)

/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem='2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@moodCode="EVN'//outboundRelationship2[@typeCode='COMP'][substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM][@moodCode="EVN']/effectiveTime[@xsi:type="IVL_TS
Twidth/@value
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T

T

(IR 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'])/subjectl[@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'J/comp[@xsi:type="IVL_TS")/width/@unit

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN']/effectiveTime[@xsi:type="SXPR_
TSY/comp[@xsi:type="IVL_TS'|[@operator="A"l/width/@unit
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(IR 3)

/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')/subjectl[@typeCode="SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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']/effectiveTime[@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"]|[organizer/code[@code='4"l[@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='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_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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN')/subjectl[@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']/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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[ @classCode='SBADM
[@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']/originalText/text()
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/consumable[@typeCode='"CSM'][
1)/instance OfKind[@classCode="INST"]/kindOfProduct[@classCode="MMAT'][@determinerCode='KI
ND'//formCode[@codeSystem="TBD-DoseForm']/originalText/@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')/subjectl[@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='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'[/@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')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[
@typeCode="COMP'][substanceAdministration/id][K]/substanceAdministration[@classCode='SBADM
l@moodCode="EVN'//outboundRelationship2[@typeCode='COMP'|[substanceAdministration][r]/sub
stanceAdministration[@classCode="SBADM[@moodCode="EVN']/consumable[@typeCode="CSM'[
1)/instance OfKind[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[ @classCode='SBADM
l@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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/routeCode[@codeSystem="2.16.
840.1.113883.3.989.2.1.1.14"/original Text/@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')/subjectl[@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']/routeCode[@codeSystem="2.16.
840.1.113883.3.989.2.1.1.14//@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode="CATEGORY'][@moodCode="EVN')/component]
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code="4'][@codeSystem='2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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']/inboundRelationship[@typeCode
='REFR"[observation/code[@code="28"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.197][1]/obse
rvation[@classCode="OBS'][@moodCode="EVN']/value[@xsi:type="CE'][@codeSystem="2.16.840.1.
113883.3.989.2.1.1.14"[1]/originalText/@nullFlavor

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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']/inboundRelationship[@typeCode
='REFR"][observation/code[@code="28'][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19][1]/obse
rvation[@classCode='0BS'[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@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="0BS'[@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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[ @classCode='SBADM
'Tl@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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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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="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_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')/subjectl[@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="PERT'][observation/code[@code="16"]
@codeSystem="2.16.840.1.113883.3.989.2.1.1.197][1]/observation[@classCode="OBS'][@moodCod
e="EVN'/value[@xsi:type='"PQ'|[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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1]/organizer[@classCode='"CATEGORY'][@moodCode="EVN']//component[
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
l@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_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')/component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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='2.16.840.1.113883.3.989.2.1.1.197]
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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='2.16.840.1.113883.3.989.2.1.1.197][r]/observation[@classCode='"OBS'][@moodCode="
EVN'][performer[@typeCode='"PRF']//assignedEntity[@classCode="ASSIGNED"]/code[@code='3"[@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.217][1]/value[@xsi:type="CE'][@codeSystem="2.16.840.
1.113883.6.163'][1)/original Text/text()

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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][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]/originalText/@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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode="SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN')/component]
@typeCode="COMP'][substanceAdministration/id][k]/substanceAdministration[@classCode='SBADM
[@moodCode="EVN'/inboundRelationship[@typeCode="RSON'][observation/code[@code="19"[@c
odeSystem="2.16.840.1.113883.3.989.2.1.1.191][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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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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='2.16.840.1.113883.3.989.2.1.1.197][r]/observation[@classCode="OBS'|[@moodCode="
EVN'][performer[@typeCode="PRF']//assignedEntity[@classCode="ASSIGNED')/code[@code="3[@c
odeSystem='2.16.840.1.113883.3.989.2.1.1.217][1]/value[@xsi:type="CE'][@codeSystem="2.16.840.
1.113883.6.163"][1]/@code

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'l[@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
"IT@moodCode="EVN')/inboundRelationship[@typeCode="CAUS'[[act/code[@codeSystem="2.16.840
.1.113883.3.989.2.1.1.157][1)/act{@classCode="ACT'|[@moodCode="EVN')/code[@codeSystem="2.
16.840.1.113883.3.989.2.1.1.15'/@codeSystemVersion

/MCCI_IN200100UVO01[@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'][@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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/MCCI_IN200100UVO1[@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'][@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'][@moodCode="EVN'[subjectl[@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

drugT)/author[@typeCode="AUT'][1]/assignedEntity[@classCode="ASSIGNED'")/code/originalText/tex
t()

IMCCI_IN200100UVO1[@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'][@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'[@moodCode="EVN'|[subjectl[@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()

IMCCI_IN200100UVO1[@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'|[@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'|[@moodCode="EVN'[subjectl[@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'][@moodCode="EVN')/subjectl[@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'//outboundRelationship1l[@typeCode='SAS'|[actReference[@classCode="OBS'[[@moo
dCode="EVN/id[@root="UUID of i-th reaction']}/pauseQuantity/@value
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/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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode='INVSBJY/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'/outboundRelationshipl[@typeCode='SAS'][actReference[@classCode="OBS'][@moo
dCode="EVN/id[@root="UUID of i-th reaction']}/pauseQuantity/ @unit

/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')//component[@typeCode="COMP"|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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'//outboundRelationship1l[@typeCode='SAE][actReference[@classCode="OBS'][@moo
dCode="EVN'/id[@root="UUID of i-th reaction']}/pauseQuantity/@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')/subjectl[@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'//outboundRelationship1l[@typeCode='SAE"][actReference[@classCode="OBS'[[@moo
dCode="EVN/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'|[@moodCode="EVN')/subjectl[@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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/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')/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_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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/subjectl[@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="REFR’][observation/code[@code='9[@
codeSystem='2.16.840.1.113883.3.989.2.1.1.19][r]/observation[@classCode="OBS'][@moodCode=
'EVN'/value[@Xxsi:type="CE'|[@codeSystem='2.16.840.1.113883.3.989.2.1.1.17"|[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'l[@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
'TI@moodCode="EVN')/outboundRelationship2[@typeCode="REFR'][observation/code[@code='9"1[@
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'|[@moodCode="EVN')/subjectl[@typeCode='SBJ'|[1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@codeSystem="2.16.840.1
.113883.3.989.2.1.1.2017][1])/organizer[@classCode='"CATEGORY'][@moodCode="EVN'//component[
@typeCode='"COMP'][substanceAdministration/id][k]/substanceAdministration[ @classCode='SBADM
'Il@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_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')/subjectl[@typeCode='SBJ'][1]/primaryRole[@classC
ode="INVSBJ'/subjectOf2[@typeCode='SBJ"|[organizer/code[@code='4"l[@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="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_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/text/text()

/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')//component[@typeCode="COMP'|[adverseEventAssessment][1]/adverseEventAssessment
[@classCode="INVSTG'][@moodCode="EVN']/componentl[@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.
2.1.1.217]][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'|[@moodCode="EVN')/component1[@typeCode="COMP'][observationEvent]
code[@code="15"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.19"J[author[@typeCode="AUT)/as
signedEntity[@classCode="ASSIGNED')/code[@code="1][@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'|[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"J[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="0BS'][@moodCode="EVN')/value[@xsi:type='"CE'|[@c
odeSystem="2.16.840.1.113883.6.163']/@codeSystemVersion
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/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']/componentl[@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.
2.1.1.217]][r//observationEvent[@classCode="OBS'[@moodCode="EVN']/value[@xsi:type="CE'[@c
odeSystem='2.16.840.1.113883.6.163']/@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'[/componentl[@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"][@codeSystem='2.16.840.1.113883.3.989.
2.1.1.217]][1]/observationEvent[@classCode="OBS'|[@moodCode="EVN']/value[@xsi:type="ED']/text
0

/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')/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_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')/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='2.16.840.1.113883.3.989.2.1.1.211]][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')/code[@code="2"][@codeSystem="2.16.840.1.113883.3.989.2.1.1.217]][r]/observationEvent[@cl
assCode="OBS'|[@moodCode="EVN'|/value[@xsi:type="ED’]/@language
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/MCCI_IN200101UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'J/acknowledgement/@typeCode

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0"[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'J/acknowledgement[@typeCode]/acknowledgementDetail[ 1]/text/text()

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd//MCCI_INO00002UV01

/MCCI_IN200101UVO01[@ITSVersion="XML_1.0[@xsi:schemalLocation="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_IN200101UVO01[@ITSVersion="XML_1.0[@xsi:schemalLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'}/MCCI_IN000002UVO01][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_IN000002UVO01][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:schemalLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'}/MCCI_IN000002UVO01[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:schemalLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'//MCCI_IN000002UVO01[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_IN000002UV01[r]/acknowledgement[1]/@typeCode
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/MCCI_IN200101UVO01[@ITSVersion="XML_1.0[@xsi:schemaLocation="urn:hl7-org:v3
MCCI_IN200101UV01.xsd'}/MCCI_IN000002UVO01[r]/acknowledgement[@typeCode][1]/acknowle
dgementDetail[1]/text/text()
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2. HED XML EZEIZBEET 3 XML Wk

ICSR A v E—IZBWT, K#4rD E2R (R3) 7 —#IHH TIL XML @ 1 SOFtik
ENRAF—<IC LD ERINTWDED, — O T — X HH TIIEEOFLR FIEDN RS
TW5, ISOML7ICSR ET MZHBWT E2R (R3) T —XIAH OE I AE DY E Y
R—F T2 EEO XML 22— MED FIENGFIEL, 20X 62X XL LT 5,
A ¥ — BN TCIdKiE 77T — Z B L OB Z M L2 i b, Bl xiE, 85
BIEH OO EAL (G.k4r3) ik, [lcyclical (JAH#AM) | . Tasnecessary (4
FERE) | KO Ttotal (&5F) 1 12%F L T UCUM K UFE UCUM =2 — ROfENRH 5, G.k4.r3
OfENS Ttotal (HFF) | XZEOMOEOSEE, hH&E () (Gk4rla) KUOE5 &
(HAZ) (Gkdrlb) © XML 38725, T—X¥HBOMAEDLHIZETLHH 125D
Bl LT, ®EBH (Eid4) . & TH (Eib) KOFHHE (Ei6) ndHd, 3 >D7T —
HIEHDTRTNRFRINTWDEE IS E SRR oLMERH ST\ b
By BARDHLT 7 — 2R VBN AR —<IC LV EFREN D, AHEIZIZTZHHDH
%7 % XML B A %79,

21 BfRHE. BT HERORHGERIF

R A FIAHDEB N — N OB > T, 3207 —FZHAD 5 B2OIZANT D
TR,

2.1.1. Ei4 3B A ROEI5 THTH] ICAHTBH, EiéFeiifEl IAALRN

<observation classCode="0OBS" moodCode="EVN">
<id root="154eb889-958h-45f2-a02f-42d4d6f4657f"/>
<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"/>
<l-- E.i.4 Date of Start of Reaction / Event -->
<high value="20090102"/>
<l-- 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">

<l-- 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>
<!I-- E.i.1la: Reaction / Event as Reported by the Primary Source in Native Language -->

</value>

2.1.2. Eid4 I%HHE] (CUIEIS5 T&TH] ) RUE.i6 IFiHM ITAHTS

<observation classCode="0OBS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f"/>
<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
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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"/>
<l-- E.i.6a: Duration of Reaction / Event -->
<!-- E.i.6h: 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">

<!I-- E.i.2.1a: MedDRA Version for Reaction / Event -->

<!-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<original Text>E.i.0.a</original Text>
<originalText language="E.i.1.1b">E.i.1.1a</original Text>

<I-- E.i.1a: Reaction / Event as Reported by the Primary Source in Native Language
-—->

</value>

2.13. Eid4 [RBAE| | Ei5 #&TH] . ROE.i.6 [HFeEHBl TAATS

<observation classCode="0OBS" moodCode="EVN">
<id root="154eb889-958b-45f2-a02f-42d4d6f4657f"/>

<code code="29" codeSystem="2.16.840.1.113883.3.989.2.1.1.19"
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 -->
<!I-- 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">

<I-- E.i.2.1a: MedDRA Version for Reaction / Event -->
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<I-- E.i.2.1b: Reaction / Event in MedDRA Terminology-->
<original Text language="E.i.1.1b">E.i.1.1a</original Text>

<!I-- 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. Gkard TBBA] ROGk4rs ETH] IZAHTHE, GKArsIZIFAST LN

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<!I-- 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"/>
<l-- G.k.4.r.4: Date and Time of Start of Drug-->
<high value="20090101"/>
<!l-- G.k.4.r.5: Date and Time of Last Administration-->
</comp>

</effectiveTime>

2.15. Gkérd TBAAA] (UXGk4r5 T#&THI ) RKOGk4Ar6IZANTS

<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.3"/>
<!I-- 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="1VL_TS" operator="A">
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<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.4.6a: Duration of Drug Administration (number) -->

<!-- G.k.4.6b: Duration of Drug Administration (unit) -->
</comp>

</effectiveTime>

2.1.6. Gk4r2 R GkAr3ZIZATI LAV, Gkdrs5, Gk47XixGkdreonih
DEATTD

ZOHEAX -~ T —mlHT 5720, 7 — ZRUTIVL_TSUIPIVL_TS TR LT 5 720,
SXPR_TSIEFFAI S4L72 0,
IVL_TSOD :
<substanceAdministration classCode="SBADM" moodCode="EVN">
<text>G.k.4.r.8</text>
<!I-- G.k.4.r.8: Dosage Text -->
<effectiveTime xsi:type="IVL_TS">
<low value="20090101"/>
<!I-- 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®DH 5 12D :
<substanceAdministration classCode="SBADM" moodCode="EVN">

<text>G.k.4.r.9</text>

<l-- G.k.4.r.9: Dosage Text -->

<effectiveTime xsi:type="PIVL_TS">
<period value="10" unit="G.k.4.r.4"/>
<!I-- G.k.4.r.3: Number of Units in the Interval -->
<!I-- G.k.4.r.4: Definition of the Time Interval Unit -->

</effectiveTime>

2.1.7. Gkard TBAREB] . Gkd4rs & TH] . KO Gka4rs IFeHFEl ITAHTS

<substance Administration 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"/>
<!I-- 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"/>
<!I-- G.k.4.r.5: Date and Time of Last Administration -->
</comp>
<comp xsi:type="1VL_TS" operator="A">
<width value="24" unit="h"/>
<!-- G.k.4.r.6a: Duration of Drug Administration (number) -->
<I-- G.k.4.r.6b: Duration of Drug Administration (unit) -->
</comp>

</effectiveTime>

22. F REHER
2.2.1. F.r3.2 AR ORETF

2211 fE (B : 10 mg/dL™)

ZO4A . HLT ®"value"TE H X 1 > D "center"IE H THEEL S 5,

<value xsi:type="IVL_PQ" >
<center value="10" unit="mg/dI" />

</value>
2212 fEXvYRXKEW» (B :">10mg/dL™)

Z O%A . HL7 @ value"H B 13" low"fill & ON"high™"E O #EPH CHER SN D, RETFTLD
KEWHEIF, EOEROEEIC LV RnEd (7205, null flavor"PINF" 2 fEH)
JEME"inclusive"l X, [BRE 723 (T 72b b, FA%) THDHI & Ernd - false" TR T
N5,

<value xsi:type="IVL_PQ" >
<low value="10" unit="mg/dI" inclusive="false"/>

<high nullFlavor="PINF"/>

</value>
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2213. fEXY/HEW (] <10 mg/dL"™)

Z DA, HL7 D value™HE HIE" " low" i &z O high™il O #EH TR S D, BRETFTE Y
INS W AT, ADEROEEIZ L v orEND (725, null flavor"NINF" 2 )
JEME"inclusive"l X, RE 723 (T 72b b, FA%) THDHI & AT 7= false" TR E
N5,

<value xsi:type="IVL_PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dI" inclusive="false"/>

</value>
2214, fERLE (#: "'>=10 mg/dL")

Z DA HLT @ value"E H 13" low" i} O™ highE D & PH CHERL S 5, [RE - TLL L
tE'/\ci EOEROEMIZE YV /REND (T2 5, null flavor'PINF'ZEH) . &
PE"inclusive™lX, RIZETHDH Z L2 RT 72D "true" IR E S 11D,

<value xsi:type="IVL_PQ" >
<low value="10" unit="mg/dI" inclusive="true"/>
<high nullFlavor="PINF"/>

</value
2215 fELLTF (fi: "<=10 mg/dL")

Z O%A . HLT7 @ value" I B 13" low™ i} Ohigh™E O #iBH TRk SN 5, BRET XD
NS AT, AOEROBMEIC LV REND (Tiﬁb% null flavor"NINF"Z {55 /11)
JEME"inclusive"lX, [RIZETHDH Z L E2RT 2D "true"ITERESND,

<value xsi:type="IVL_PQ" >
<low nullFlavor="NINF"/>
<high value="10" unit="mg/dI" inclusive="true"/>

</value>
222 Fr32 X0 Fr33

<observation moodCode="EVN" classCode="0BS">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163"
codeSystemVersion="F.r.2.2a">

<l-- F.r.2.2a: Test Name (MedDRA version) -->
<!-- F.r.2.1b: Test Name (MedDRA code) -->
<originalText>F.r.2.1</original Text>
<!I-- F.r.2.1: Test Name (free text) -->
</code>
<effectiveTime value="20090101"/>
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<I-- F.r.1: Test Date -->

<value xsi:type="IVL_PQ">
<center value="10" unit="mg/dI"/>
<I-- F.r.3.2: Test Result (Value) -->
<l--F.r.3.3: Unit -->

</value>
2.2.3. F.r3.1

<observation classCode="0BS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<originalText>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<I-- 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.r.3.4

<observation classCode="0OBS" moodCode="EVN">

<code code="F.r.2.2b" codeSystem="2.16.840.1.113883.6.163" codeSystemVersion="F.r.2.2a">
<originalText>F.r.2</original Text>

</code>

<effectiveTime value="20090101"/>

<I-- F.r.1: Test Date -->

<value xsi:type="ED">F.r.3.4</value>

<!-- F.r.3.4: Result Unstructured Data (free text) -->

23. Gk4 BEEDH]

2.3.1. 1 BY%7%=v 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>

</substanceAdministration>
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</outboundRelationship2>

2.3.2. 1 Y720 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>

</substanceAdministration>

</outboundRelationship2>

2.3.3. 18 1E, 1/4 8 18]

<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>
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</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.4. BH1E, 681

<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>
<originalText>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>
2.3.5. 1H2E 18/H

1l 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>

</effectiveTime>
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<doseQuantity value="1" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<originalText>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substanceAdministration>

</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="2" unit="{DF}"/>
<consumable typeCode="CSM">
<instanceOfKind classCode="INST">
<kindOfProduct classCode="MMAT" determinerCode="KIND">
<formCode>
<originalText>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.6. 1 H 4FE, 7.5mg/[H

i
<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"/>
</substanceAdministration>

</outboundRelationship2>

il2
<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. 1A 1E., 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"/>

</substanceAdministration>

</outboundRelationship2>

2.3.8. 2 BIZ1E, 18/F

<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>
<originalText>Tablet</original Text>
</formCode>
</kindOfProduct>
</instanceOfKind>
</consumable>

</substance Administration>

</outboundRelationship2>

2.3.9. WA, 182 /FEl, BtsHE., &TH

<outboundRelationship2 typeCode="COMP">
<substanceAdministration classCode="SBADM" moodCode="EVN">
<effectiveTime xsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<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. WEA. 20 mg/[E

<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.  JEHK. 500 mg,[E., BAtEH. & 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. JE#H, 500 mg, [l

<outboundRelationship2 typeCode="COMP">

<substanceAdministration classCode="SBADM" moodCode="EVN">

<effectiveTime xsi:type="PIVL_TS">
<periodunit="{cyclical}"/>
</effectiveTime>

<doseQuantity value="500" unit="mg"/>

2.3.13. ## 5% 20000mg. BEBE,. BTH

<substanceAdministrationclassCode="SBADM" moodCode="EVN">

<effectiveTimexsi:type="SXPR_TS">
<comp xsi:type="PIVL_TS">
<periodunit="{total}"/>
</comp>
<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, 8FA—/ (C.346, C34.7, KU C.348)

HL7 telecom 7 — Z B DAL —
<telecom value="tel:C.3.4.6"/>
<!-- C.3.4.6: Sender's Telephone -->
<telecom value="fax:C.3.4.7"/>
<l-- C.3.4.7: Sender's Fax -->
<telecom value="mailto:C.3.4.8"/>
<l-- C.3.4.8 : Sender's E-mail Address -->

2.5. MEEDOBIFERSITH LT Privacy" &2~ 3 (C.2.r.2.7)

"Privacy" /R 9728, ICH E2B TIIEEA 1Zxf L telecom A % — A D% (Z null
flavor=MSK O ZHZE L T\ 5,

il —
<telecom value="tel:" nullFlavor="MSK"/>

<I--C.2.r.2.7: Reporter's Telephone is Masked for Privacy -->

ZHUIAEHREDHLT Onull flavor TIE2 W2 &I ET 5,

26. FTAARZ—%2ER LiciEiRHM (D.2.2.1b)

<subjectOf2 typeCode="SBJ">
<observation moodCode="EVN" classCode="0BS">

<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>

27. DRV, RF—=25 null flavor ZRD TWBHED (BT FeEI%4) OB
(Gk23.r.1)

<ingredient classCode="ACTI">
<quantity>
<numerator value="10" unit="mg"/>
<denominator value="1"/>
</quantity>
<ingredientSubstance classCode="MMAT" determinerCode="KIND">
<name nullFlavor="UNK"/>

</ingredientSubstance>

ICH ICSR i a01E 2014 4E 11 A 10 H
_99_



(s 3)
</ingredient>

2.8. HEIVERICEEd 2 K RBERIFHRDOHI

<component typeCode="COMP">
<causalityAssessment classCode="0BS" 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>
<originalText>G.k.9.i.2.r.1</original Text>
</code>
</assignedEntity>
</author>
<subjectl typeCode="SUBJ">
<adverseEffectReference classCode="0OBS" moodCode="EVN">
<id root="154eb889-958h-45f2-a02f-42d4d6f4657f"/>
</adverseEffectReference>
</subjectl>
<subject2 typeCode="SUBJ">
<productUseReference classCode="SBADM" moodCode="EVN">
<id root="3c91b4d5-e039-4a7a-9c30-67671b0ef9ed"/>
</productUseReference>
</subject2>
</causalityAssessment>

</component>
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. SBA VAR VRIZDODVWTHOFEEIF

o BWA LU AZLUATIZ, K7 —ZHEHD XML IZBIT 2R FEEAZRT T, EBEOME
DRPVIZE2B (R3) D& T —XHHOHHAEZE ZVB/RINTWDS, &7 —XHEOL
XML 22 A FELTORINTWS,

e I—FPHETHLHEE., TOa—FOTXFA L (T-UL) & AMIVHEE R X 512
display name (27”7,

o B AKX LEET S XPath (2181 (D) LFHHASBEIN TS,

o HHODOT—XAMNPQ"TH DA, HLTPQ T — XD )L— 2 L W Z DEDOHEALIZS
EZHNRE RV, AR ICH HALICOW T, {4k (F) ®ICHE2B =— R U X |
25 V26 D L,

o BEROBOLRGRERE (Gkarll) OREVER, ERMEROS—TFAF L7 ar
WO KL DANAFHEE (f T REOT 7 b3y ROBR) Z HWTATIT %,
BLOF G RRIKII AN A2 72 - 7= 'inboundRelationship' & L CA L, #iga— K Na—

M ziEwme BRROmM F &2 R— M 247N —v g va— N EfEOMEE
ZHWTET,

1

<outboundRelationship2typeCode="COMP">
<substanceAdministrationclassCode="SBADM"moodCode="EVN">

<inboundRelationshiptypeCode="REFR">
<observationclassCode="0BS"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">

<l-- G.k.4.r.11.2a: Parent Route of Administration TermID Version Date / Number
#1-1 -->

<l-- G.k.4.r.11.2b: Parent Route of Administration TermID #1-1 -->
<originalText>G.k.4.r.11.1</original Text>
<!l-- G.k.4.r.11.1: Parent Route of Administration (free text) #1-1 -->
</value>
</observation>
</inboundRelationship>
</substance Administration>

</outboundRelationship2>
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V. 8%

ICSR X v E—I28BiT 5 E2B (R3) F—XIEBHE

TN T 7 AL, ICSR A vE—TIZBIF5 E2B (R3) 77— X HH OIZ OV T
FHLTWD, BRA L AZ L AD XML Z 713 E2B (R3) & —ZHEHfIC 7/ /L —74k
ENTEY, ZNICKVFAZFIT T —XHEOKRY IR L7 1 v 7 K OPEEESE & MR
HZEMTEL, ATEDOHBIZHLT IZHESL XML A v bB—IIZ3E L RWFIHE IS
K LUCBIBA VAL ADIRRERH T DL TH D=0, ALEIVE DAL
IXHCH SN WATREMERN H D Z L ICRET D,
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