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EMEA Omnicare USF
FDA Oracle WHO
GlaxoSmithKline Pfizer Wyeth
HP PHT Zurich Biostatistics
IBM Quintiles Sanofi-Aventis
Intrasphere SAIC

3.2 Protocol Representation Model DA

PRM ZE3213, ABROSE D LF 7 6@l E1EK - B R~OHFEE T, HEOE, 74 X=X, VAT 4L
T, MBRERFIEEOFRZ HEN - FEMT 27O SN, PRM IFHRFEORBRE I EEFED T 7

Version 1.0 ©CDISC 27/Jan/2010

9



CDISC Protocol Representation Model

L— hTliERv, e LAEX bNERCE B OEEICBW T, HIIZE I X7 v 7L — 12T %A 3
BB, PRM M@ B3 2 3 AUERER T A o CERRX R &2 Z 1 FICEROBEE A 2 TRl L, 2o
12895, PRM ZLFITAF 2 AR M3l = CHEMEN TH D Z LML TRBY ., BERZok/ty FThikK
'y R THARW,

PRM V1.0 (1% 4 SO TEZRMERRR ST, $ 7040 B B34 7 Bt 4 2 S BR S 51 & 0D 4 > D LEFIA D 5,

. Clinical Trial (FgFR#B) /Study Registry (FRBRL X F U —) : WHO & Clintrials.gov. D E (2 3
<HBROY RIERICEET 52H, ZOFEBCTOEROFI L LT, Study Type GRERDOFEIH) |
Registration ID  (%%§k ID) . Sponsor (FABR{&#E) . Date of First Enrollment (#][EI6$kH) 72 &b 5,

. Eligibility GEPE) : RIFR, KEFEHR, HBREOREE 2 E, EEMAEICEET 2 EE, KK
i, e AEED . BEERE O R 7e IR B B B,

«  Study Design Part 1 FRERT VA V% 1#) : Arm (Bf) <° Epoch (=& 2) 7 ERkBRoEBRT H
A BT 5 BER,

. Study Design Part 2 (BRERT VA L5 286) : akBR Event (F£:) <° Activity (&) o Schedule (*
Y a—)v) (ZREET 5 B,

PRM D& DM OGRS IEBARE H F 721X A %R T 23 CTh 5, BRI F I EOKFH ML, Statistics
Domain Analysis Model (&t KA A U EHTET V) AERO e LTCHE T ThH L, ZNHRFIHTES L)1
72X, PRGIZPRM BEHAA— g & LTAKRT D,

3.3 Protocol Representation Model THIfF S h b Fl A

PRM BRI O 728, REBRESGFH I EN T X COBEMIEOTETH D L ORFHE N LFK TV D, RERFE Rt
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DOEERY V—RALFREZEET S, HHEHICEIY 070 22 (T 5 2 LR TE, FoREMEANIHR
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INEET L, RBREMHEEDOEMEER S AT LA TA VBETESHICANTESL512720,
AR T T OEE R ROMR, I, T, e, FEANATRRIC R D, ERIRMFE OB A & 5 2
&L BFIZXILTSNTE 5B E RO T FE oML, BB EM: 0T, HEBREBLEH Y AT A~D
AJJ. IRB % 721X Ethics Committee (fiifiZ&EB23) ~OEHROES, FDA ~O Study Summary GRUEREED) <°
Study Design (GRE&ET 1 ») fFHROMRM, R TR ORIEREEERZR &, Bie REE RO HEED
EREXET O EEZOLND,

TTICUTIORTHEB TET LZEDO L ODEENTHONL T WD, **HUIFSEEZ TR L, 2 PRMEZITEEN
TRV, ZNHO—EIMMEARBEEFTTH 5,

. CDISC SDTM £ #E**  (www.cdisc.org)

. CDISC ODM Study Design extension (CDISC ODM BT W1 4L3E)  (www.cdisc.org)

. HL7 Clinical Trial Registration and Results (HL7 BRI L ORER A v & —)  (www.hl7.0rg)

. HL7 Study Design message GRERT ¥ 1 >) A v E— (www.hl7.0rg)

. caBIG® Patient Study Calendar application (caBIGR®HEEZERER N L ¥ — [PSC] 77V r—va )
(https://cabig.nci.nih.gov/tools/PatientStudyCalendar)

. ASPIRE (Agreement on Standardized Protocol Inclusion Requirement for Eligibility [ v 385k 52 f & i £ o>

HEREMEEIRBIEO G E] )

. IHE Retrieve Protocol for Execution profile (IHE 32/ 0> 7= 6 O 3ER S 5 AR 5K 7w 7 7 A L)

(http://wiki.ihe.net/index.php ? title=Retrieve_Form_for_Data_Capture)

3.4 PRM L RHIZEH L DR

BRI EE R OBEHE DK EIL, International Conference on Harmonization (38 5L HIFRFNEES S - ICH) @

A RZ A E6, E3, E9 & EudraCT ~DREREGREN:OFHE D G BLG LTz, BRI MEIZB 5 ICH

E6 DI A N T A AT EMGTIFIC S END_XSIHFROMEZ R L, E3BHA FT A TIREEARRBGFE R
EIZBL T, B9 HA RTA 2 TIFHFHARB LI L TE HIZEEMICEER L T2, EudraCT O i R ERER B 3k
DOAEREEI TR EMH B EOER & HFEME RSN TV D, RS ERILE  BR F2 i HH s 0 BRI

BT 52 D%k OIEFETIX, EudraCT TOELEZHNZ T WHO & clinicaltrials.gov 12331 5 Z4 6 Fi A L 7=,

PRM 83 L 8k L OREIL, 5Tt > a v 36310k _RA 27 Ly R — NIk LT,

3.5 PRM & hDiZ# L DEAR

3.5.1 PRM & BRIDG & DR

BRIDG E7 /L%, BRI FHEE MR & 2L BT 2 M T SN BN R E KRR T HET L
Thd, PRMITHBREHBEZOEEDOELBITH LD, —DOETARNRYILET L THHH Z LN
BRIDG B DHIICEH &M o7, EBE. BIfETIZ PRM 1L BRIDG EF /VNICHAIAENTEY . BRIDG &
TNOY Ty hEBEZLND,

BRIDG |27 UAD 72N Fi# D712, BRIDG DO FAEF WO % Z 2127”7, BRIDG E7 /MIHHIxI G0 4E
WA FE O I8 B RARSR O IEXIR AT E T /LT d 5 A3 THLOD CDISC &7 /L & H7e v | FEEE AT RE AR HE A {ERK
THIIEZNARICEMERESLETH D, tho CDISCEEIIREINTEY, T—4D7r—~v v hoflL e
DR E DOFEREZ 3%, BRIDG I%, CDISC, HL7 Regulated Clinical Research Information Management

Version 1.0 ©CDISC 27/Jan/2010
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Workgroup (HL7 #ilx4: DERARMZEIEHREEE [RCRIM] {E3£ 7 /)v—7) | National Cancer Institute CK[EE 7
23 ABIFSERT @ NCI) | cancer Biomedical Informatics Grid CGEEZE#E“=1E# A2V » R @ caBIG®) . Food and
Drug Administration CK[E&mEIEGR : FDA) Z & ORIERRE ORI 7 — 712 XV R S, HEFE
HIhTWD,

BRIDG Project (BRIDG 7'u =7 k) @ HMIL, FEAR/EIEGR OFRERIEHEFHE & I5E8/FIE K A A > &2 DO MHIE
WEEEVNCERTDHT—%, HHE, B0 ntx%, HLTRALNDI LTI EThHoTe, Thb
5. BRIDG (3k« 2R EBEMRE 2 722 IRME(LEIR, BURBEE. P25, A A EFRGZER O EFIFEEME
DRFIEE 2D aIa=r—va Y —LThb,

CDISC I 2004 4=(Z BRIDG €7 /VDIEH Btk L7=2%, ZAVXERRAFIEH 0 CDISC FZHE & HL7 O [ 5 1 HiAs 1
LERFERICY U 8D 2O O RERERIE O 2 K 7= HL7 EPFE oHERICE S b TH - 72, BRIDG E
FLOHBNE, HL7 O RFEGRZ AT 5 ANZIT TR, FAAL UEFZENEME T X HEEEMZEA O K 2

A UHENTET VEERT D2 EThoTz,

CDISC 23 [Fl& > & — CilBR Efi it E 2 31) 5 BRIDG T /VOEMAZ 4D TH L2, NCIRZOET LM
BB R 0% 7R L7z, %71C PR Element Spreadsheet (PR EFZ A 7L v Ry — b)) MHEFRZEY AL, BRIDG
TERETHZ LITESEZ S THZ LICL Y, BRIDG £ 7T /UWEEBICAE L LTz, 2009 4K C, PR Elements
Spreadsheet (PREF AL v R — k) DIFE A EOEFEIT, ToEMt L @Y HE & 42 BRIDG £5 /L ET
FHEINTN3D,

3.5.2 PRM & CDISC SDTM & D%

CDISC Study Data Tabulation Model (SDTM) 2%, FRBREMmFEEO —HTh 2RI Hm A2 LR T 27 —4
Ty FAEEND, ZDOF—F & v M Trial Design Model GRERT VA »EF /L : TDM) F—Z & v b LT
L. PRM & BRIDG D72 DEFHFED Y —A & LM & 47z, Trial Summary GRERZEK)) SDTM T —# & v |k
FAORF Y77 V) —=05H0EHT, PRM O Clinical Trial Registry (FKREBRL T A b U —) OIS ST,

3.5.3 PRM & HL7 Study Design Message (HL7 REETHA VA vt+—) LMK

PRM @ Study Design (GRERT 1 ) OHERECS 7Y, BALEBH S H ORREEHE T dH % HL7 Study Design message
HL7RBRT VA v X v '—) HOEZL OFERED T Y 2T 5,

3.6 UML #FEU\T PRM 2RET 1R

RAAL VT ET AR LI ORUMLIZY 7 b = 7THZEEICL VA S, 1T & A L ORRERSE i &m0 4 13T

FIVDE Z IFICAEN T UML O BB S 72y, A7 v a T RAAL VRISV &3 h, BEXOZED
HENZOWTCEHT %, £72. PRM % UML TEIT 2D KA AL VTS L E LTHET S Z Lo ok
b5,

3.6.1 Domain Analysis Model ( KA A UEHFTETIV)

VIR = THBFICLY, AL LEY 7 Ny =T EBRBETORREE TH D, HOHNUD FAL BT
DHGEDN RN E b B L7, TOFMENHREIIONTEERL TIR LT, ZORIHEETED Y 7 b
VT OB EERT DI CTHEAT L LT B, R AL URITE T AT Z ORMAE RIET 2 HETHY |
MBEOHMFE L O EfE L, NAA BT HHBE QBN TR TIERTH D 2 L 2B 72T
T&E D,

F i H5ECIE, Domain Analysis Model (K A A M fEHTET /L : DAM) X, RFED KA A »&FLak L TCE L
TS LB OMERES L EREND, DAMITEZ BN RAL VNT, A7V =7 MERIIEROET VA

Version 1.0 ©CDISC 27/Jan/2010
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FNEFNORGR, B, BEE LIRS, FEOTRAAL VERRTEOTHS, Y7 b= THBOLRN
THEEINDM, DAMOERB L OERIZWTNO AL oAy buro—i2dh, £F0MRAO—EIZTHED
ROCEATLZENTEX D, BlZIE, FODAMEERTHZ ENTE, 22 CTEI. BN, ERTAT A,
BHTICH DB 22 EEOREEKEEFRT D,

RAL EHTET ALY 7 b U = 7 BRFICBT 2R ThR/ABROEINBEE TH D, V7 b U =7 ORED—H
\Z%F9 % System Implementation Model (A7 AFEIEET L SIM) X RAAL ETANGEEEINS, SIMIZ
DAM I ICHIE SNTeiG a2 — A7 —A 77T 4 7 4, ETFOAERE ik L BRI 5, DAM TEE I
ekl FRBRLUOBEEO SN EIT AR L., ZhaF 22T 1 VICEMT 5, DAM O F72F|
RFEIZATHZ20IZx L, SIMOELRFME L, FATTREZ2 MK = — N ~D SIM OZ A1 5 Hale 1 7 Z
ARNT I F v —OWERKST Th D, EFRLDOFED DAM OFI TV H & Implementation Model (FEEE€7 /1) 134
FEENZEBETHOIH AT 2#:E LORFH EMAHEEDOL > R bDTH D,

PRM L RAA UEHTET LV CTdH D, SROBEMEN GEO TG BRE G mZE (B3 2 ik 2 ZH T 5, Flakh
KHEND 75—~y MERIZZLLOFEHAFICLE > TR ELADRNEDTHLN, IRIZLLMLNTWVWS D
DTHDH, WRIZTETNMIBT DA T V=7 bOER (77X, B, BHE) TRHAZENTES, 2NHD
EFRIL, KRFEBPRLADOHDTFA MNERXTRIAINDIN, BEEOERO IR ETREINS, =
oW TiTk s v a v 4 THAT S,

3.6.2 PRG OEREDOHIE

PRM (%, BIiN—T g NZEGET HETIC#HOBEREAERTE 7, LLTIZ, PRMOERIZES Lz KENREI
CBIEDTCE - - R 25T 5,

1. Protocol Representation 7' ¥ = 7 i 2002 45(Z HL7 & CDISC ®dtRI7n v =7 M & L CRtt &N T,
FRx 7ok & CDISC NPtk b DRI & REN HR D 71— (Protocol Representation Group
[PRG] ) 23, EFT RO OITHER S, 2002 ELIME, R e/ V) —A L LTPRGIZE
AL CWBEO—Eixt s v a v 363%52OZ &,

2. RFIZOE 2 —HO b ADLYE, Mim. i, HISHFHRIOI Y #A4% 8 U T, PRG XM EHE
FEEOIBEHZDO AT Ly F— F&1ERK L2, ZHE%IZ PR Elements Spreadsheet (PREZEZE 2 7L v
Ky—h) EMpENTZ, A7 Ly Ry — hOEAXICHES OIHH % VW, FIHEE & %RICESRMNBINS
Ni-, ZHEIT, EudraCT (European Union Drug Regulating Authorities Clinical Trials [BKNE A 38 53R 24
JRkEIRERER] ) 72 SRR oM OB R HEH S,

3. PRG L. HZEDOEFH. EHED Y —2A (ICH, EudraCT 2 &) | #ERENF-a—FU X L@, LEE,
TV r—vara—Ar—A MoOBEEFERICE Y, FEELZ I SIS LT,

4. Z OFEEREE 2 VT, PRG IAHE AR UBR S M At bl 5 REE 2 1Rk U MG b & 7o B AR SR St &k
FEERFEVHT I ENATE R, 2O X 5ICL T, PRM T Word SCFEX PDF 7> ik E it o [ IS
bl EHREBEHSE T, BUESIUERLEBEEZF>—EOT =2 74— FIZ7+—~ v MEL,
M ) HMEIERT 5, 22T &L Li37r—2ERLZNOOMOBEZERL, —HLT
MOMMEICER STV DH 72D, FHRATEE (HELENFRE) CEWAIHLEAMEEZ /T (WAL BEKRO
) o

5. Structured Clinical Trial Protocol (& {CERPREABRIZIEETEIZE: : SCTP) A @ HL7 Clinical Document
Architecture (2R LET —F7 27 7 % : CDA) ZHETLHDOPMDOETY V7 TH AT Ly Rv—
ROMER S22, T— 2 O X0 EHE S LA TREIC T D FIEOMLEMENTE# S N2, Tl b
720, UMLET Y 7R PRMBARED LD LW HIETH D Ll s vz,
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6. PRG |%. PRM %2 % BRIDG EF /L D@ 2 H40 M~ v o 7 LTz, 2009 4F 55— DU 8 S ¢, PRG X
BRIDG EF/LDH Ty hThHDH PRMAN— g 2B HICER ST,

3.6.3 ATLY FY—FEUMLETYVTDES

ZDAT Ly Ry— MIMGEOHEMENS OFRIUETHBD THEHTHL Z ERH LMo, Zhix, X
<HLNIRZMEH L, Fl e s s LE L LY — L Tholo, F—LNe Y —200
FoR XN D EFE (EudraCT, WHO, Trial Registration [FRER5Ek] D72 O clinicaltrials.gov O EFE72 &) ZRESE
IZEDDL LUz T, MO PRMBAFS A HERE L7, & HIEE T, PRF—LD A L N—FH T
NOFRBRERRTRE & OBIC L Y BEREZHERETED Lo T2, A7 Ly R — M, Glossary (FE4E)
R OEZOFIFN & WE = HEHE LT,

LL, A7 by Fo— MIERAbH o7z, OBERLRRIUI, A7 by Fo— FOIHEHE LRIEENER D
PEERIE CTHDH Z & Tho7, PRMIE, ZEE, Mk, s, BELAT V=7 FMEOREED MO 2
RIS DHMEND ST,

2004 4£D CDISC IZ & % BRIDG DiEHMBALERAIC, ERIRTFZEAEIHI Y R b ORRBE B L 12O O, L,
BENISE, EAFGE £ 12132 OO EHEZFFZONT O HMTH > Th, T CREFE M E 2 0T
RBHZEEHLLTH -T2, ZO X HITHEBREMEEIZR T D BRIDG OIEENBIME S, PRM AT Ly F
= FMRZOUMLET Y > IIEENCEE Y — AR L72, PRMET /L & BRIDG €7 /L3617 L CERT
BHITo ., WO HA~OBIE L, UML TBIZR STV /= BRIDG €7 /L CPRM EFE & KB4 5 D3
ARNTHA A EHWLIZ, PRAZ Ly Ry — MIRITFCWEEEZET Y 74564 UMLET Y 70
T D ENRHLNI R T=DTH S,

4.0 ER7 UML #E& & AHEEDHN
4.1 UML &% ® PRM TOER

Unified Modeling Language (6 —E5 VU > 7 S3E : UML) 12V 7 b7 =7 VAT LABEOMLRE, alfi b, HEEE,
LFEALDIZD DFEFUEESFETH S, UML 291 LT, PAFEEIIMER T DL 2T DO &7 7T 4 €7 4
AREAICEIR L CRETE 2, U, BEMRER, KE, ax27 2 B, AZHWTHA4T 775 (X)
A 2 LI VITY, RIS UMLIKICIE, FER >0 h T3V BENEELIBEVNRH L, b0
AT AVIIHBEN AT AT VT 4 T 4 ZRBTHIEOIGBINTEX 28k 2 XA T 775 (K) OFff
HERH D,

PRMVIOET U 7D MMATIE, FEXDT ITVNDO Y T AREZEIR LT, 7 7 ALV AT 2NOAT
V7 bR, B, FHEETRT A Z EAER L, S TR E i E T RSB LN S v Al
T<bh b,

4.2 UML @Y 5 AEIOZHEARY A

7 AR, 7T A, 7T AR, BEARH LIk AT AOHERERERTS, 7T 2] T@E. A,
G E I3 ERETEETH D, HlELTTFOR 18RO L,

ZORT, 7T AFEAOEFETEESNDS, KT, Employee (EEER) SMEEhD 7 T AL, WEENRDHD
B (T4 2E) RS2 a7 T, V7 ADAMEZDRIELY 7 ADERBA ZSDORXEIZ5IT TE
L. FOXEIZYZ 724 %, FOXEIZ—2L EOEMEZFHET 5, XX, Company (&fh) EWHREIDT Z
ANRBH Y, Company (&) X 2EME ( T4 72E) 2O 27T, 77 AL N0 THWIE

Version 1.0 ©CDISC 27/Jan/2010
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B 5Z ENL, 20k S 2REE (relationship £ 7213 association) X7 7 A& 27 <4 I FEEE ORRTHED>
D, BOWICLEEDOMEMNT Sh, T oI XBEEOBUER M 2 7=~

7 IR ZORIZE,
Employee (#£35) &
Company (&th) 27 7 2%
KT _OOEFERS D, 7
FADHIET D LD
[XHE) (2R ENnD,

BA# (relationship, XD IE
FiZiZassociation) : —HOD
7T A0l ST 7 A O
BhEAFET, LLTICHT 5 &
1T, BHEIZIEW < DO FEE

Bt BT T R okt
T, 7T ARy 7 ARNIZFER
Iha,

Employee (ft%E)

+ name : ST
(+  4mi:sST)

Bd5,
Company (&#t)
1..% 1 [ + name : ST L
(+ i ST

X1:27FAKO—EDH

ZEEOME : X7 7 AKAD
F7 Y= N OKUE N R E
N A

ZOI%, Employee (f¢%8) & Company (£2th) LWH 27 TARNHY ., K27 7 ANEME T400 26428
Employee (763E) & Company (&th) L OMICHHFEORENRH L Z &

PR TRLTWS, 512,
oy, BIEOER L HFOFEME T IST) OF

IZOWT, LUFICEEAL

il

KX 7 7 ADER LT OREMEERI 2, ZOEAEHRILIPRM O—5TH5HH, UML KIZIZIREI gy, Y

TR 2T Y= EHANCTUMLETALEZ L5 & Ml ¢ > R

X, B v a v 6 O MR CERERT,

421

BEOEHET—5E

LIER

EFERIEDLILENTE D, AXLET

A7 varTRERTOR2EZHCT, 77 ARMEEZ RS FTOXBONEICOWT R GEMICHAT 5. BIED
RIRIP R &b = o0 = b (RIEDAR. BEOHEH, FHMARLS) »OkD,

PRM T, A[HMEL S IBMEOA RO S IL, W TR (+) ORLST, BUER X7V v 7] THD

ZEETRT,

AR S LB IO A FROR]
IR s, BERARTY v
I, TITAR—=}F, Tary
Ty R, @3y r—vo
WIFNTH DN ERT,
TOFF % (+) T, B
PN [TV s THDHZ
LEEW%T D,

- -
— —

75 R4
Employee(ft%£5)
+name : ST
— @ &ET ST T

/

BEDOLZF
X 2: UML 7 5 R & F DTSy DIERR

FT—HENL, BN EO X
KRB EN LA RTH
PLFEFITETH D, ST

[String) OEEFET. WHF
EEWT 5,
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F— RO L FRO MBI 5. STIZ [String CIFF) | OMEET, FHCAFBRMES —HEOTHT L L
TREND ZLEBRT 5, MOBETHE, ROPITRT EO1C, 8K BF0H) | [T—n
(Boolean) | (HEFE7lxfh) e LthoT—2RndH 5,

4.2.2 PRM DY SADEHE) X FDHI

W EK 312777 InterventionalStudyProtocol (Jr ABUERESiFHEE) 7 7 AL, PRET NV CROEERT T AD
—DOThbH, 77 ADFTOXEIZY 7 ARMENTEHINDE REZR) |

accrualReportingMethodCode (F 4 #2472 = — ) $°studySubjectTypeCode (FHgEx/ S/ =— F) 72 &, BYED
LRDIEE A EIE, BRFRAESEE D AV T b0 b, B, tRERAET — ¥ 2R BRIKIEE |2 H
HT B (5Ea) F203 Mk 2L 2RFToEHINa— NMeahEThsd, BHIL. Ao
RBERERTOIHEHSND 23— MeEhZfliTh b, Flzid, BERRER IR RoME T Te b T
HLHN, MO TITZNDN [Ty b R U] REOHMITRY 5 5,

Version 1.0 ©CDhISC 27/Jan/2010
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77 A4

fcp) 7—#
1% Tconcept
descriptor (H
ARl
DIEFE

5 —4 [DSET|
. oMk
Lo =2— Rk
ME&EfFHTE?
ZEERT,

F—&7 [BL] 1%
[Boolean (7'—/V) |
DOWEFET, T—F 0
Mrue () | 721X
lFalse (&) J ®OW
THNTHDZ & AR
7,

B 3: ST ARBRZ 7 ADREMEY 2 b Dfl

BEDAFNTF v A — A (BEEMICAN—RA% AT 2% B UMD EGED LA KIUTFTHL) L) A
ZANTRET D, SRS T 27 —FBNRH Y X THL7 /S— =2 > 2 ® Data Types Specification (7
—ZAUERR) 1I2FES<, ZHUTHLT 7= 79 A b,
http://www.hl7.org/v3ballot/html/welcome/environment/index.htm (F- &4 —3 3 > U —o [Foundation] 7>%5
Data Type) (Z17<) IZREIN TV D, FAIX, BHEEZRTOICEDO LY T — 4 BNMER SN0 ERT,

B 21X, JBPE lacceptsHealthyVolunteersindicator (7% X713 ESHEZ OIFEE) | %725 &, T2 ORBRE
FHEEIEE SHEEZZ AN ON? ) ORMICEZDLIICT A ENTWA Z ERHEITE 5, Z0
B ZIE,

yes (JIVV) F2iEno (WWR) OWTAMNTRLS TUER LR, LER-> T, F—ZBITSR, T —2 7
ltrue () | F721% MMalse (&) | OWTNNTEHRTESLZ LA EWT S BL (Boolean [7—/v] ) L7225,

Version 1.0 ©CDhISC 27/Jan/2010
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4.2.3 UML DY 5 AEIDEEES

FCRE (relationship & 7213 associations) DOERZ HAI OB THRIT Lz, 7 7 AMOBEICIE, A (basic)
ik (specialization) 72 EEEORINH 5, AFNIHEMICHE Z 2 203, HIEMZREZ T Th D,

FEAHY 7 B

BEARMZRBE L 1T, W7 FANENWEREL TEOEEEZ 3> TWD I EE2ERT D, T2bb, M7 TR

MEWNZ Tsn->TWn5 (known) | , FEARZRBIEIZZ 5 AR OERTREND, 7T ADMICELEEOHE
9, BIZIXTOR 4T, StudySubject (GREXXIG) 7 7 ADRDOZLEEOfE 0. %1%, StudySite (FRERSENifE

) DA AL UANFET DH L&, THICEE T 5 StudySubject GRER®IS) DA VAKX AN E L ETH
LHZEEBWT D, WEMEORNEZEZDE, ZHUTYARTH D, RBREGERNT 7T 4 X—var&h

TND & &, BAOWRE DB IND F THRERITN RV, S 512, BRI % 0B S8 533k

FERFHEEIC LV B2 b7, AR (2 BE T 5 BRI R AT AT RIS L TR R IT IR 5720,

StudySite (FHERERERMES) StudySubject (HERRER)
+ identifier: 1 (+E8%F: 1) + confidentialitylndicator: BL (+ #%®
+ Leadindicator: BL (+ XZE$54§: BL) fE#EIR: BL)
+ targetAccrualNumberRange: URG<INT> +paymentMethodCode: CD (+ X#h%
(+ R T WHBE: URG<INT>) #“a—F: CD)
+ accrualStatusDate: TS.DATETIME (+ 5 + statusCode: CD (+ k@3 — F: CD)
S$4R% Bt TS.DATETIME) 1 0.* + statusDate: TS.DATETIME (+ $REEH
+ dateRange: IVL<TS.DATETIME> (+ Bt ft: TS.DATETIME)
#iBE: IVL<TS.DATETIME>) :: Subject (ERE - #)
+ statusCode: CD (+ K3 — F: CD) + State: ST (+ 1K#E: ST)
+ statusDate: TS.DATETIME (+ tRRER ft: + actualindicator: BL (+ ZERDSHE:
TS.DATETIME) BL)

X 4 : PRM @ 2 7 5 A D EAH 72 BEE DO fFi

W, StudySite GRERFEMifRR) 27 7 ADOMOZL EZOME 113 StudySubject GRERXSE) DA A X 2 ANMFLE
T 5 L&, THICBEHET S StudySite (A Ehihiil) (X1 DOATHLZ EEEWRT 5, —2ORBRT 1L AOH
BRE DB OMERICEI D S THND Z LTV izd, Zhb SR TH D, & XID, HRE DRI 1
HMREBLIBENH D, ZOHA. REBRKEE T CDISC SDTMIG v3.1.2 IZHEV . FEffi 35 L OMEMT b oo B
\ZHS &, SITEID (g% ID) Oz ED X H I AT 0% FE LRTIUEe 6720, WERE R ESCEICE
4 LT3 -5 & SITEID (fisk ID) OfE A4 3R 2 3B ikE 1 %,

ex L BEEDMOIREER DD, W< 20OfF 2 FOR 5 IR,

Multiplicity Value Meaning
(ZHEDHE) (&)

0.1 0F7ix1

1 1D

0.* 0Lk

* 0LL I

1.* 1k

2 2 DI

0.6 0~6

5..15 5~15

X 5: PRM D 2 7 5 AR DO EAR 72 BEEOF
Version 1.0 ©cbisc 27/Jan/2010
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FERR 72 B S Ok

MK LI, D7 TANMUD 7 T 2L 2L FUBME IO Z, e OB EEEE =I5 2135 T
HZLEEWH, ZOBEX, Tparent (B) J & Tchild () | WO HECTRIAIND, ZOHERRITFEL
XOEE (inheritance) NHERTNWD, TIRBIOEELZZITHS, LorL, ZORLCFBFETHE—FWVEZFF
STWVAENE LIV, [FEEICUML Th, 527 7 A3H 7 T 206 BHEEZ KT 5 23 F BIROM B o @ik
EREOLGENRD D,

UML TiE., &I FNOH T T A~DOERIZEIV REN D, EROBOMH CIZAKEOZAE (F721FKLY
) THZIZ IR LRT, 77T R03E, AZV v I7IERORELOTICH Y 7 AOEZEO - EHLHIND,

BRIDG 7 /LDl LT, FOX 6T, InterventionalStudyProtocol (S AFRBRFEZfEHHI#) ~ Z A7 Study G
Br) 27 A® Ichild (1) | THdHI &%E77, ZiUL, InterventionalStudyProtocol (/i AFREREEzTHE) 2
F A, Study (BRER) 7 T ALk LI-BHD 7ty MINZ, BMomE o B> = & 25R,
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BT TR —

TR T A E
Y AiE 0 = f
I 72 B
T

mEoRE <

L2V v ED
RHLTHE ——
LIz BHE 2 o 4
JITANL X
hae R

Document (3¢
B 7T 2hG

HEA U 7 g

6 : PRM N FRERIS & UHEA D Fil
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KIZZ ZTOREBEIZONWTERLTHD, [Study GRER) | 13, 77 I 0 20IBFZED X 5 ZRBIEIE 7 L
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Interventional Study (/" ARRER) (348272 3BR T, K VAW Study GRER) A7 IV O FiopEEIn5b, Lizn
- T, InterventionalStudy (St AGER) 7 7 ZA1% Study GRER) 27 7 ANSRBMEZMEKT 5 DIXLRTH D,

7 ADBMEY A RN T, MK L T WEMEZ RUNCRET 5, MK L7 BT RTD 7 Z ADLFRO FiZ
T D, —oDI TR, BT ANGMK LIZEM:., Bl T ADE T T ANLMEK LR, v o
1D Bells THITK LI B RETES B 38130 5,

Version 1.0 ©CDhISC 27/Jan/2010

21



CDISC Protocol Representation Model
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5.1 BRIDG €T/LIZ&k % PRM & ZDERB
PRM BH¥ D #FE% £ 9 Protocol Representation Group (PRG) (. PR Element Spreadsheet (PREF 27 L v K

—F) OFEF% BRIDG ET /MIESE, T7hbb, A7 by K — hOEFE% BRIDG 7 /VNO#EY] 7
TR~y BT LTz, PREFHELEZNICKIET S BRIDGUML BT /VOEEDY T NVHE TFOR 712577,

TR 75 B

identies (#5155

{is identified by (IZ@#5&h5) }1

*issuing (A fH4%)
Is issued by (IZ%3f &%)

0.1 fissues (zet45) } 0-*

Registry
(LYA Y —)

ZDPR
BEHI.. — .0 BRIDG BH#(C
eg istry Pro tocol Id entifier — BT END
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.. .
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5.2 ETILDFHEAHEY

5.2.1 HDOZFEAIY (2T HAIILS

BOFEAEY & BEAEIC VT UML OBEEOMEIL, B2 v a v 4058 BO - &, FEICVZIE, o THL
NEBEERRIIRDO I ETH S,

1) ZA4T7775 () OFEHRIT TR 28> (792 25R-1,

(2) UMLIXITZ 7 2 iFi@s [EIK) T7ebb, A, ST, WOBNEZRT-OIER NS,

(3) EFEMOMBIIM .72y 7 Ao B Z2/R0L, 7 7 ABREWIED X )R AEMEREI3BEST 20
EHET D, PRM DY T A ORkA IREEOEROAE ST OTA XA X, 73423 %3RO L,

522 HHEEFEADRY ICRTEAILT

7 a6 0 DFFHMERECD 7 T AB L VBMEOERIZ. ETNAEMETLI Y7 by T2k v BEIBICAER
S5, UTFTOEEFEIT, oA 7Yz 7 MIBETAEHREZFEMEE TR DT HTOICENTHA I,

. 7T RITNT 7y MECE#HEIND, &7 7 AT, ©HF. ax7ariEhokslo=
BT R MR END,

. HDHITTAEMD I TALDOMOaxy v aDFITIZ, [Connector (37 %) | EFRLT-F
WZaxRs va ryOfEENREINS,

0

ax 7 Z OFEREN [Generalization (L) | OEITX, B2 a3 v 423125000 L7-ffR DB
HWZoRY, [Source (Y —R) | BIW [Target (#—4 v ) | OFIOERIZ. EDr T
ANBLT, EDOT T ANTFNETRT,

ax s Z OFEFEN [Association (BSE) | OAIX, B2 a3 v 423125000 L7 FARR 2B
HE2Rd, FECAHITax Y X OfFEOT < FIZFEd, [Source (Y —R) | & [Target
(=% ) | OINE, Y—ARLMBEDI T AL, 77 ADOKE, LEE, 77 ZADOKE
WIEFFAFE Y 2 M A>TW5D A (PRMVLO TIXd T ME/FZRL) ) . HENEFEOS
7» (PRM VL0 DEENITRT [72L) T, AAEMHIIHESNTWRNWZ LZEKT5) &R
ERS

. 77 ADBIERITIZY 7 ZAMA DBIEOHNTERMSND, D7 T Znblk LIZBEiL, £ b
D7 TADOFICRHMIND, FEEIT 7V A MY EEN, V=AY =7 FEBEHD
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. <y BT IVANMIUII TADERKERERET DY —A T ey =7 MREEND, Y—AT v E
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O O O 0o o o o

CTOM - NCI @ Clinical Trial Object Model (FiF#ERA 7Y =27 FEF L)

SDTM IG - CDISC @ Study Data Tabulation Model Implementation Guide (Study Data Tabulation
Model 324577 1 ) 3.1.1

HL7SP — FDA ¢ HL7 Study Participation Message (HL7 #REES A » &—)

HL7SD — FDA @ HL7 Study Design Message (HL7 BT %A > X vt —)

Lab — CDISC & NCI @ Lab Models (ZEBr=E7 /1)

AE — Adverse Events (F&9%4) (CDISC. NCI, FAET, FDA)

C3PR — NCI @ Cancer Central Clinical Patient Registry (775 [if B i SR %)

PSC - NCI o Patient Study Calendar ((R&#BRH L o &' —)

COPPA - NCI @ Correlations, Organizations, People and Protocol Abstraction (8 A.BAft%. #HHE.
B B FERMmEmEOH )

CTGOV - United States Government CKEBUFF) @ clinicaltrials.gov
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0 WHO - World Health Organization (S ERERERT) o> BRER I h 3 o 5 ik

52.3 REBOSA 7149 LEEY Pillar (ES5—) 1 ~DESOERMNST IL—TE

CDISC Protocol Representation Model Version 1.0 View (CDISC Protocol Representation Model /3 —<7 2 > 1.0 )
%, RBREMEFEEOFE & T A AT OAERHRICL T D, LIen> T, BT /WEREBRIGHE DOV <
OO E £, RAAL VITET /L E LT, BRIDG SCCIE R A A v &4 N0F < D W ik 72
FETHEMEEZRBL LD LRlkAnT, 22T, F—23B8WMEL LA DR T 7 A MO L £ L O TEHL
L. MBS CTHORE# = T 7 A M2 Y 7 &89 LAz, FlziE, RICEENDITE A EDIEE)
FEH LWV O TIE AL, B IBORESCTIE, F72ITIRERHH 2 HERCT 2 W < DO Sy OTEE) )
LR HEAMRIEETH DL, ZNODIFENTIOE FLOICER L, ZOERLIAR TSRS L LN AMRET
bo, ZHUICEY, T=HHANOKRML TN 2B S, SOICEERILIZ, “HOORRLAREIIF LR
BRO oD R DR R OIEBM 2 BEWRIIZOR S ENTEX D, IFHEZ0LELDICERL TEZLLORBRTS
92 &) Zol&ns, DefinedActivity (EFRSNIZTESE) 7 7 AL DY 77 T ADKLRDEZTTH D,
CHUTERHATRE e T EARRISEBR O, BAAE. 2T, AHEICB W TR TE 2{E#H O/ n— L7
A7 F V&Y D, T OO, BRIDG SCC A% Defined Pillar (E#ET7—) | LIESEDOTH D,

TEFE SN IEE R E ORBRFE CHEH S 554, 2513 PlannedActivity (FFHE S AU72iEH8) 27 T A2 RE
SiFonb, FFEORBRGE THERH LWERERIZ, V77 7 2L LCEEH S5, PlannedActivity (3
B S N-IEE) ICEEST NG, BT, HDHRER TORE~OWEERE OEIRHT O AL DefinedActivity (3%
SNTIEEY) THDHD, FFEORBROMKIL TIEIN L 72 71578 Randomization (T > % b)) ThHGA.
Randomization (7 > & Afb) OALES 72 3B X OVRT 288 7 v —7 L ilBgs R BN H 5, T
TADZOE 5L TPlanned Pillar GHEE T —) | LIEDY, WhWHRERY L v F— LSS D EFRT D,

RIS, TEEhEHE 2 R OBRE (S L OIS 2 7 ¥ 2 — V% {ER T 2 854 . PlannedActivity (GHE S u7=i%
&) 78 ScheduledActivity (A7 2 — /LIANLTHZIEE) NHSMI 5,  [Scheduled Pillar (R = —1
ET—) |, ATV a— N THBEN TS SNIEE 2 ST 207 7 ANLEKY | FFEDOHR
BIZHT DIEEO TESNTZZ A IV TR AT, HRERFENLRBR T Vo X —2 4T 5,

lPerformed Pillar (£ "7 —) | 1%, FEIEOHBRE KT HIEE O ENE L IETNHHONLERERT,
O OIEFOZEMILETE & AR D AREMEN H D12, ZO—@#D 7 T AT, Fl ZITWER 51268 % EBROE
BLOVEEN Z EBRIATo - At (AHFEFEEVPBBLL G EICIGCDOR TV a— )V ERRDGEND D) HINET
%, PerformedActivity (ZEfi <7215 (ZEAL TiL, P& Y 3 L 7256 1% ScheduledActivity (A7 = —
IUHBSETCOHNTTEE) %2, AEFEROGEOHREMT 2 EBARIEE R ERBRA Y ¥ = — Vi@ Y OIFE) T/
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Wikp L BET 5 LB LN TR EZIT 2L TERLRWESGRE, 2L TENOIFBIOSHAIE
DefinedActivity (E# S 4L72iGHE) 22T 5,

Zo Xz, Te7— (pillar) | BETAFEIBICARENCEEL, 20X —I IR RBEO T 1 7% 1 7 LI
AT LML M T DD OEHORRIIAHTHLZ LT LNTHA D,

5.2.4 Ry 2D

BRIDG 3.01ZW K DD H T RAL AZHPNTEY, 7 TANEILET L2 EERYT RAL LV E2RTOITEAN
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6.0 Protocol Representation Model V1.0

CDISC Protocol Representation Model Version 1.0 View (CDISC Protocol Representation Model 73— 2 > 1.0 )
(X, RBRESEEFEE DGR & T A BT DA ERRICL T\ D, FEEORNT, FRARGERRE E Fw
FCFH SN D, ZHUTHEBROFME TAm (B) | ° 1= Ry 7 ) 5 0alBRERmEENOIEB O ER & B
HIZEREYTTWD, FLINbOEBIMbLIEROERS &L,

Z OMEOHPHIZ, Trial Design GRE&T V1 >) . Eligibility Criteria (A% %) | ClinicalTrials.gov 3 J UMt
REFERS (WHO) OB GREENE N D,

Z OEEE BRIDG Release 3.0 (BRIDG Y U — A 3.0) @ Protocol Representation V-7 K £ 1 > 123-3<, BRIDG
Protocol Representation 7 K A A > D47 Z AT Z, ftd BRIDG YT RAAL L O—EHD T T A
ClinicalTrials.gov & WHO DX EkIC LT /e — M7 7 7 A & &,

ZOROIERILCDISC 7 =7 %A RO PRMV LORAT 4 v T8y r—IPH 77 7 A L TAFTE

5 Z LR, £7 Y 7Y —)L Enterprise Architect (=2 % —7 7 A4 X7 —x%7 27 ) THRERHZENT

. MDY A ZEFRR 7 v — LN ERETH 5, Sparx System £k
(http://www.sparxsystem.com.au/products/ea/index.html) 2% TEA Lite] &\ 5 #EELo> Enterprise Architect viewer
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6.1

Adverse Event Sub-Domain::AdverseEvent

(AEERYIT FAMVHEER)

public Class {leaf}

Extends: PerformedObservationResult. : (Z98 E# Xf1 7= 1854 &)
R EBHRIZ 0 59, ERRLGE O, FIEFE 2 IXF0MmOIER ERFEAEENH 5. £ 72135 2L
STHELEHLWDAHIFE L 20, BRI LAWEEE, ER, EE, FRE3FomoEREOTE L,

BlzIE, LT,

G

Adverse Event Sub-Domain::AdverseEvent Connections

SRR, ZEARSE, (OMEFEIER L

(BEESY T FAL 2 EEESE afxs>35)
axRxyF J—R ¥—5 v b /—F
IAssociation AdverseEventOutcomeAs|AdverseEvent % AdverseEventOutcomeAssessment

is triggered by

sessment
+triggered
0..*, unordered, none

+triggering
1, unordered, none

(B EFRRIFEH) X, Hic—
> AdverseEvent (FEHELR) 12
FHHEEN D, % AdverseEvent (B

. = S et EEL) X, RIC—oL ko
E?ﬁ ﬁf ?gﬁﬂmyﬂﬁ ﬁ;f =5 IAdverseEventOutcomeAssessment
RS AL PETS G ST & 9%

0.* JEFEATF 72 L, 72, NEFFAHTZ2 L, 2L % . "
[/ o
Constraints (#/#7)
Inverse Relation G¥FHBE) : 3%
ERA
I/Association IAdverseEventActionTake|AdverseEvent % AdverseEventActionTaken (XL
is triggered by n +triggering SNTHEER) I, ®iZ—oD
+triggered 1, unordered, none AdverseEvent (H %) (5%
0..*, unordered, none XN 5. % AdverseEvent (=%
B LES e AESS  (EEY bvemoEvanthctn T (A&
HEREIND BT SIS +EFT o B ERE) BHEL =
0.*. JEFEATF72 L, 7, JEFERHFZ2 L, 72 L -hne v °
L Constraints (#/#7)
Inverse Relation G#FHBE) : 3%
95
/Association Causal Assessment AdverseEvent - CausalAssessment ([X - BEfR T
is triggered by +triggered +triggering M) 1. Fiz—->o AdverseEvent
0..*, unordered, none 1, unordered, none (BEEL) [THEREND, &

. . o AdverseEvent (B EFHR) 1L, FF
[l M ERR (Z—>LL ™ Causal Assessment
CHRSS R SIS BT (MBI &% 5

0.*, EFFfTHTZ2 L, 720, NEFFFTTZ2 L, 72 L °
L Constraints (#/#7)
Inverse Relation G¥FABE) :
ERA
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1>, EFRA T2 L, 72

0.1, EFFFHTZ2 L, 72

axyH J—2R ¥—5 v b /J—Fh
JAssociation PerformedProductinvesti |AdverseEvent - PerformedProductinvestigation
is triggered by gation +riggering (Fht S - RERE) 12, #iC
+triggered 1, unordered, none — 0 AdverseEvent (EH4)
0..*, unordered, none ICEHR SN D, % AdverseEvent
g B SN WREE | EER JEaR) H*‘Tfué?
RSN s i 5 PerformedProductinvestigaton
0.%, NEREFHT 72 L, 72, MERFATFZ2 L, el [ S /- ssmmt o
S *’{ T s
EOE - U= =R VAL AN v aWiRYIN ox: )
OFLELTEENDZ ENRH
50
Constraints (#/#7)
Inverse Relation G¥FHBE) @ #HF
ERS)
/Association SafetyReport AdverseEvent - SafetyReport (ZZ2MEHRE)
describes +describing +described X, ERlZ—> D AdverseEvent (&
1..*, unordered, none 0..1, unordered, none =) AR T S, &
. - . AdverseEvent (775 [
s Ealia;lie HERR iz ko éf;etyffo)rt (?’E
RN IR +0ik 9% Rk XA B

PEEE) IRtk S D,

L L Constraints (#/#7)
Inverse Relation G¥FHBE) : (250
ik B
Generalization AdverseEvent PerformedObservationResu
source > target Child It
Parent
vikie HEHS Fhi S - A AE B
J—A>HE—F v b 1 Bl
Adverse Event Sub-Domain::AdverseEvent Attributes
FEERY T AL HEES B
& 1 AT J=1r
gradeCode public : HLWE DB o TR DT TG OFEE 2 RIS T 5 72
CD WIZa— NMeEifi, #lxiE, CTCAE 2— R{ET 2T A%
. R fifi Jl L7- 854, gradeCode (Z/'L— RK=— ) X3 Th b,
Jb—Fa—F TV v
CD Map:AE = 'AdverseEvent.gradeOrSeverity'

Map:CTOM = 'AdverseEvent.ctcGradeCode'
Map:CTOM = 'AdverseEvent.ctcGradeCodeSystem'
Map:SDTM 1G = 'AE.AETOXGR'

severityCode public : HEOMRI ZPAMICT A7 a— MMeIh=fE, Bz,
CD AR T SIEOFLRITHEA TE 5.
EEL 2 — N T w7 Map:AE = 'AdverseEvent.gradeOrSeverity'
CD Map:SDTM IG = 'AE.AESEV'
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5143

AT

/—h

seriousnessCode

HEE 2 —

public :
CD

T

CD

WERE DN T TR R ORESCHE Z AT 5720l — R
L&, BlziE, CICEST-, ABEELRE, A%
LT,

Map:AE = 'AdverseEvent.seriousnessCode'

Map:AE = 'AdverseEvent.hospitalizationRequiredIndicator'
Map:CTOM = 'AdverseEvent.seriousReasonCode'
Map:SDTM 1IG = 'AE.AESHOSP'

Map:SDTM 1IG = 'AE.AESER'

categoryCode

HFAY 2= |

public :
CD

T T

CD

HEHGONEEZAWICT S0l a— MMeESh-E, #lx
s o111 21118

T HGRAICWRIE, AT IV IRV AT I b Y
HIEPTTHEIN, b LY T HTITINRL T Y Loy
e, MBRMENET VNICFEE L2 TR 5720,

Map:COPPA = "Interventional StudyProtocol.interventionTypeCode'
Map:COPPA = 'SubstanceAdministration.categoryCode'
Map:COPPA = 'PlannedActivity.categoryCode'
Map:COPPA = 'PlannedObservation.categoryCode'
Map:COPPA = 'PlannedEligibilityCriterion.categoryCode'
Map:COPPA = 'Activity.categoryCode'

Map:CTOM = 'Activity.type'

Map:CTOM = 'Surgery.name'

Map:CTOM = 'SpecimenAcquisition.type’
Map:CTOM = 'Surgery.startDate’

Map:CTOM = 'Radiation.type'

Map:CTOM = 'Surgery.anatomicSiteCodeSystem'’
Map:CTOM = 'Surgery.reasonCode'

Map:CTOM = 'SubstanceAdministration.name'
Map:CTOM = 'Surgery.durationUnitOfMeasureCode'
Map:CTOM = 'Surgery.durationValue'

Map:CTOM = 'SubstanceAdministration.type’
Map:CTOM = 'Procedure.type’

Map:CTOM = 'Imaging.type’

Map:CTOM = 'Surgery.stopDate'

Map:CTOM = 'Surgery.type'

Map:CTOM = 'Surgery.anatomicSiteCode'
Map:CTOM = 'Surgery.descriptionText'

Map:Lab = 'Activity.typeModifier'

Map:Lab = 'SubjectAssignment.type’

Map:PSC ="ActivityType.name'

Map:SDTM IG = 'DS.DSCAT'

Map:SDTM IG ='QS.QSCAT'

Map:SDTM IG = 'DA.DACAT'

Map:SDTM IG = 'LB.LBCAT'

Map:SDTM IG = 'CM.CMCAT'

Map:SDTM IG = 'PE.PECAT'

Map:SDTM IG = 'VS.VSCAT'

Map:SDTM IG = 'EG.EGCAT'

Map:SDTM IG = 'MH.MHCAT'

Map:SDTM IG = 'EX.EXCAT'

Map:SDTM IG = TLIECAT

Map:SDTM IG = 'SC.SCCAT'

Map:SDTM IG = 'SU.SUCAT'

Map:SDTM IG ="IE.IECAT'
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5143

AT

/—h

subcategoryCode

Y7 HTF Y a— K

public :
CD

T
CD

KEWHT Y NTOREEFROMILEHMEICT 572012
a— NMEEN7fE, B, #RE,

I BRSOV IR, BT I VYT AT S i biE X e
HITTTHDIN, L LB THT IR A7) LanZkn
e, WEMEN T T AVNICTEE LT /e 5w,

Map:COPPA = "Activity.subcategoryCode'

Map:COPPA = 'PlannedActivity.subcategoryCode'

Map:COPPA = 'SubstanceAdministration.subcategoryCode'
Map:COPPA = 'PlannedObservation.subcategoryCode'
Map:COPPA = 'PlannedEligibilityCriterion.subcategoryCode'
Map:CTOM = 'Surgery.type'

Map:Lab = 'Activity.typeModifier'

Map:SDTM IG = 'VS.VSSCAT'

Map:SDTM IG = 'MH.MHSCAT'

Map:SDTM IG ="IE.IESCAT'

Map:SDTM IG = 'CM.CMSCAT'Map:SDTM IG = 'LB.LBSCAT'
Map:SDTM IG ='QS.QSSCAT'Map:SDTM IG = 'EX.EXSCAT'
Map:SDTM IG ='SU.SUSCAT'Map:SDTM IG = 'EG.EGSCAT'
Map:SDTM IG = 'PE.PESCAT"

Map:SDTM IG = 'DA.DASCAT'

Map:SDTM IG ='SC.SCSCAT"

Map:SDTM IG = 'DS.DSSCAT'

Map:WHO = "Intervention(s)'

occurrencePatternCode

B — L a—

public :
CD

T
CD

A EFROBREMYZHMEICT 272023 — ML o,
[ EAENE VNN

Map:AE = 'AdverseEvent.patternCode’
Map:CTOM = 'AdverseEvent.conditionPatternCode'
Map:SDTM IG = 'AE.AEPATT'

endRelativeToReferenceCode

BLEIZ RS DR THRF =2 —

public :
CD

T
CD

FRERIEHEE A HLE L7 2 B el L - AR EFROE L
FE 2 BRI B 7oz a— e S fE, Bz iX. LLai.
HART . IR R/LLRE, DIREZR &

I BRI A2 Y a— 2 TORTIENTE DA
IAdverseEvent.endRelativeToReferenceCode (H #EHL DOHIHEIC
KA TR — ) X, BRI SRR & B E S S
RBICHKSEXEXHT LN TED,

T RBRIKIEE L, R A 2T — X TR A2 BT LT
Lt e 5720,

T BB E DA ENTOARWESIZIANT 5,

Map:SDTM IG ='AE.ENRF'

unexpectedReasonCode

TR OB a—

public :
DSET<CD>

T v
DSET<CD>

AEFR (REAEIIZORE) N TEALEBEZONLINE
EHET DMREORILEWFICT Sl a— Meshi
M, B ZIE, BEAERE, MR, EOICHE &l U7 RrsRik,

Map:AE = 'AdverseEvent.unexpectedReason’

expectedindicator

LUEEE T

public :
BL

T T

BL

AEFRRORRME (BH) | B BEEER, ST 55
S GRBREEBEEE S, SUBRFEERTEE, REERE) PR
a 2R (IRASCGE) & —8d 2085 eI 5,

Map:COPPA = 'AdverseEvent.expectedIndicator'
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5143

AT

/—h

hospitalizationRequiredIndicator public : HEEAORER, WEBRENRAFLT ANERH A1 E D il
BL ez T %,
e B DR \\
TV w7 Map:AE = 'AdverseEvent.hospitalizationRequiredindicator’
BL Map:SDTM 1G = 'AE.AESHOSP'
highlightedindicator public : BEERETNISOEOGENEEEFLRE O T ERMEE
BL THEBTH DN E D NEWEICT D,
R S D FRAE T v Map: AE = 'AdverseEvent.highlightedindicator’
BL
duration public : A EFROFRM, FlAX 1A, 2K,
PQ.TIME L ZAUE. CRF CHIMZINET 2 HAICoORERH L, B
. b - VHRH RN BB LRV,
] T Y :
PQ.TIME Map:SDTM IG ='AE.DUR'
onsetDate public : HEFERNEI LA (FF)
TS.DATETIME AR EbERR AR (8H1) ARHE LARTILUT R 6720
R = N A T) .
e Y 2, R AR ATS Juvy (14 47)
TS.DATETIME Map:AE = 'AdverseEvent.onsetDate’
Map:CTOM = 'AdverseEvent.onsetDate’
Map:SDTM IG = 'AE.AESTDTC'
resolutionDate public : HFEERDBHRELIIN—RAT A BB LA (F)
TS.DATETIME AR EbERR AR (8H1) ZRHE LRITILUT R 6720
. N, FMEEZATH X (14471 .
IEENE! T T
TS.DATETIME

Map:AE = 'AdverseEvent.resolutionDate’
Map:CTOM = 'AdverseEvent.resolvedDate'
Map:SDTM IG = 'AE.AEENDTC'

Tagged Values (& 21 & (&)

Map:AE = AdverseEvent.adverseEventTermCode.
Map:AE = AdverseEvent.baselineDate.
Map:AE = AdverseEvent.

Map:AE = AdverseEvent.reactionText.
Map:AE = AdverseEvent.bodyLocation.

Map:CTOM = AdverseEvent.descriptionText.
Map:CTOM = AdverseEvent.outcomeCode.

Map:SDTM IG = AE.AEDECOD.
Map:SDTM I1G = AE.AETERM.
Map:SDTM IG = AE.AEMODIFY.

Map:TDM = Incidents.

6.2 Common Sub-Domain::Activity

(HBEHT KA A 2 EE)

public abstract Class {root}:

ARBROHT, G, TiE, ETE D550 515E),

BPlAE, SR, BRI,

AN G
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Common Sub-Domain::Activity Connections

(LW 7 P A A 2 T B

X g)

axs ¥

J—2A

¥—5 v b

J—F

JAssociation
is participated in by

s
fret

Activity
+involving
0..*, unordered, none

(D)

+a e

0.*, EFfHF7Z2 L., 72
L

Subject
+involved

0..1, unordered, none

R -

+EFEND

0.1, EFfTITZ2 L, 72
L

% Activity (F8) 1ZERIC—D D
Subject (#£BRF - #1) IS INEh
b, 45 Subject (#EBRFE - W) 1%,
el —2 LU B Activity (5E))
45,

Constraints (#/#7)

Inverse Relation G¥FHBE) : 12
43

Tagged Values (& 217 & fd)

Map:C3PR: StudySubject.identifier
Map:C3PR: StudySubject.state
Map:CTOM:
Participant.employmentStatusCode
Map:C3PR:
StudySubject.statusDateRange
Map:C3PR: StudySubject.status
Map:CTOM:
Participant.householdincomeCode
Map:C3PR:
StudySubject.actualSubjectindicator
Map:AE:
InvestigativeSubject.gestationPeriod
Map:CTOM:
StudyParticipantAssignment.enrolime
ntAge

Map:CTOM:
Participant.employmentStatusOtherTe
Xt

Map:CTOM:
StudyParticipantAssignment.eligibilit
yWaiverReasonText

Map:AE: Person.numberOfSiblings

JAssociation
is participated in by

Activity
+involving
0..*, unordered, none

[

+ET

0.*, NEFfHF2L, 72
L

ExperimentalUnit
+involved

0..1, unordered, none

R HAT

+EEND

0.1, EFFfHTZ2 L, 72
L

% Activity (EE) (X, RplZ—D

@ ExperimentalUnit (GRERHAT) (2
ZINEi b, 4 ExperimentalUnit

(FBREANL) 13, FRlZ—2LL ko
Activity (75 (2ZIN3 2,

Constraints (#/#7)

Inverse Relation G#FHBE) : 12
m4 2

Tagged Values (& 211 & fd)

Map:C3PR: StudySubject.subgroup

Version 1.0

© CDISC

33

27/Jan/2010




CDISC Protocol Representation Model

axy ¥ J—R 2= v b /—F
/Association Performer Activity % Performer (FEHi#) 1%, #iZ—
performs +performing +performed SLL o Activity (EB)) % 5
0..*, unordered, none 1..*, unordered, none %, % Activity () 1%, B
. - . 12 144 LA o> Performer (i
[ 2 ffi 15 E) i ot% %ﬁﬁéné S
FEhi 5 +Efii 35 +ERE S LD °
0.%. AT 72 L. 7p[L.*, EFFFHTZ2 L. 72 Constraints (/57
L L Inverse Relation G¥ifHBEE) : 12X
hEfIND
Generalization ScheduledActivity Activity
source > target Child Parent
K] A a— VBN T [(EE)
VA >H =Gy b TS E) EEi)
%
Generalization DefinedActivity Activity
source > target Child Parent
AN TR ST iEE) (e
V—A>H—4Fy |k Bl Bl
Generalization PerformedActivity Activity Tagged Values (& 21/ & fH)
source > target Child Parent Map:HL7SP: Study.evaluation
AN FEfi S AT ED {EE2)
V= A >H—0y Bl Bl
Generalization PlannedActivity Activity
source > target Child Parent
Ak A S AV TG ED V5 )
V—A>H—4F vy | Bl Bl
Common Sub-Domain::Activity Attributes
(HFV T FAL 058 BrE)
& 1t ZAT /J—h
identifier public : TEEOM B P2 T D EA DL S, FlAIX, 12345 [T E &
I 5-DOFAF T D,
ColEs N7V w7 Map:COPPA = 'PlannedEligibilityCriterion.identifier'
l Map:COPPA = 'Activity.identifier
Map:COPPA = 'PlannedObservation.identifier'
Map:COPPA = 'PlannedActivity.identifier'
Map:COPPA = 'SubstanceAdministration.identifier'
Map:Lab = 'Activity.identifier'
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5143

AT

/—h

reasonCode

L o — |

public :
DSET<CD>

T
DSET<CD>

TEEhO B, JRIK, RILEBHEICT A0 a— NMeainz
B, BlzIX, FrEDOEM:, YOG, BYERS M, BF
DEHER L,

Map:AE = 'Productinvestigation.reasonCode'

Map:AE = 'Indication’

Map:COPPA = 'Activity.reasonCode'

Map:COPPA = 'PlannedActivity.reasonCode'

Map:COPPA = 'PlannedEligibilityCriterion.reasonCode’
Map:COPPA = 'PlannedObservation.reasonCode'

Map:COPPA = 'SubstanceAdministration.reasonCode'
Map:CTOM = 'SubstanceAdministration.reasonCode'
Map:CTOM = 'Procedure.reasonCode'

Map:CTOM = 'StudyParticipantAssignment.offStudyReasonCode’
Map:CTOM = 'Activity.reasonCode'

Map:CTOM = "SpecimenAcquisition.reasonCode'

Map:CTOM = 'Imaging.reasonCode'

Map:CTOM = 'Surgery.reasonCode'

Map:CTOM =
'FemaleReproductiveCharacteristic.menopauseReasonCode'
Map:CTOM = 'Radiation.reasonCode’

Map:CTOM =
'FemaleReproductiveCharacteristic.menopauseReasonOther Text'
Map:CTOM =
'StudyParticipantAssignment.offStudyReasonOtherText'
Map:Lab = 'Activity.reason’

Map:PSC = 'Scheduled.reason’

Map:PSC = 'ScheduledEventState.reason' Map:PSC =
'Occurred.reason’

Map:SDTM IG = 'CM.CMINDC' Map:SDTM IG = 'DS.DSTERM'
Map: TDM = 'ContactActivityPurpose.purposeType'

comment

=i SV

public :
ST

T
ST

TEENC B9 2 BN oRid,

AE:Exclude = 'True'

Map:COPPA = 'PlannedActivity.comment’
Map:COPPA = 'SubstanceAdministration.comment’
Map:COPPA = 'PlannedObservation.comment'
Map:COPPA = 'Activity.comment'

Map:COPPA = 'PlannedEligibilityCriterion.comment’
Map:CTOM = 'HistopathologyGrade.commentText'
Map:Lab = 'Specimen.commentsFromLaboratory'
Map:Lab = 'Specimen.commentsFrominvestigator'
Map:Lab = 'LabTest.comments'

Map:PSC = 'ScheduledEvent.notes'

Tagged Values (& 2'ff & (&)
. Map:AE = Activity.

Map:COPPA = Activity.
Map:CTOM = Participant.householdincomeCode.

Map:CTOM = Participant.employmentStatusOtherText.
Map:CTOM = Participant.employmentStatusCode.

Map:HL7SP = Study.Evaluation.
Map:Lab = LabResult.referenceRangeComments.
Map:SDTM IG = MH.MHSCAT.
Map:SDTM IG = DM.RFSTDTC.
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Map:SDTM IG = MH.CAT.

6.3

public Class {root}:

SXE)

Common Sub-Domain::Document

(HBEHIT ALY

WOMWE 22 TWAT —Z DOINEE (WA £ 7= 135 HEA)

1) Stewardship (HEFRF:{A) . 2) Potential for authentication (E:iFE{4:)
. 5) Persistence (f&17E)
RO WIRY BAENEHOEZEETHD) |

readability (&LFiME)
)RR

Bz
Do TNHDOILEITHMD A T,

ESNDZ EMRZU (Integrated Summary of Safety [Z2 4k D#k

YiEhRERBR OBESC] 72 L)

1T, Hil 7 v & 2T Applicant (F &
AR Sy B M F 71X Regulatory Authority GREIMRE) DOHFEEMC
BERI]

% 21X, Adverse Event Report (A& HLHEE)

Report (IRB #75#)
Autopsy Report (Gl

. X-Ray Report (X #R[Ei {415
&) L,

Common Sub-Domain::Document Connections

(7 F AL X F

I RT3 )

) .

. 3) Wholeness (58
. 6) Global vs local context (/' a— 3Lt —h)var 7 A

2M:) . 4) Human

) 725 Regulatory Authority (2 /) ~OLEOHRH KD 62h

D

Pharmacokinetics Written Summary [

. ExpeditedAdverse Event Report (& S48 AHE5E) | IRB
Lab Summary Report (FA A E @S ) |

axs &

Y —2R

¥ —7 v b

J—F

IJAssociation

Documentldentifier

Document

identifies

S

(Eshud

B

L

+identifying
0..*, unordered, none

SRR
+inenl 9%
0.*, JEFAFHF2 L. 720,

+identified
1, unordered, none

S
iRl S D

EREAT 722 L

L

% Documentldentifier (GCERER!
) %, WIZ—->® Document (3]
&) Akl %, 4% Document (3C
+) 1%, Bic—oLll ko
Documentldentifier (SCEFRBIF)
I YR )

Constraints (#/#7)

Inverse Relation G¥iFEREE) : 125k

GRSy %)

Tagged Values (% 2171 fig)

Map:SDTM IG: LB.STUDYID
Map:HL7SP: Study.id

Map:AE: SafetyReport.identifier
Map:COPPA: Document.identifier
Map:COPPA:
ObservationalStudyProtocol.identifier
Map:Lab: Study.identifier

Map:AE:
SafetyReport.initialReportindicator
Map:SDTM IG: TL.STUDYID
Map:AE: SafetyReport.narrativeText
Map:SDTM IG: PE.STUDYID
Map:HL7SP: PlannedStudy.id
Map:SDTM IG: VS.STUDYID
Map:SDTM IG: AE.STUDYID
Map:SDTM IG: SU.STUDYID
Map:AE: Study.additionalldentifier

Map:SDTM 1G: QS.STUDYID
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axs ¥

J—2A

¥—5 v b

J—F

Map:AE: Study.name

Map:SDTM IG: DA.STUDYID
Map:COPPA:
InterventionalStudyProtocol.identifier
Map:AE:
SafetyReport.amendmentReportind
Map:SDTM IG: DV.STUDYID
Map:SDTM IG: IE.STUDYID
Map:SDTM IG: SV.STUDYID
Map:SDTM I1G: DM.STUDYID
Map:AE:
SafetyReport.alternateldentifier
Map:SDTM IG: DS.STUDYID
Map:SDTM IG: EX.STUDYID
Map:SDTM IG: MH.STUDYID
Map:SDTM IG: CM.STUDYID
Map:C3PR: StudyProtocol.identifier
Map:SDTM IG: SC.STUDYID
Map:SDTM IG: CO.STUDYID
Map:CTOM:
Protocol.navyNClIdentifier
Map:SDTM IG: TA.STUDYID
Map:SDTM IG: TS.STUDYID
Map:SDTM IG: SE.STUDYID
Map:AE:
SafetyReport.mostRecentinforma
tionDate

Map:SDTM IG: EG.STUDYID
Map:AE: Study.primaryldentifier
Map:SDTM IG: TV.STUDYID
Map:HL7SD:

PlannedStudy.setID

Map:CTOM: Protocol.ncildentifier

includes

=
=4

o
oy

IJAssociation

SubmissionUnit
+including

0..*, unordered, none

FH & HLA

+a T

0.*, lEFFfHTF72 L, 72
L

Document
+included
1..*, unordered, none

&

+EEND

1%, BT L, 72
L

4% SubmissionUnit (H 55 HLA7)

X, wiz—-2LL Ed Document (3T
&) =&Te, 4 Document (SCE)
X, FElz—o2L Eo
SubmissionUnit (FHEEEANL) 128
o,

Constraints (7#/#7)
Inverse Relation G¥ifHBEE) : o5&
D

describes

o
=

?&j
=
m§.
¥

JAssociation

DocumentWorkflowStatu

Document

S
+describing
0..*, unordered, none

SCEERRIRIL
+Etah 5

0.*, EF-fHF7Z2 L. 72
L

+described
1, unordered, none

CE
+EtI =D
1. BT L, 7oL

- DocumentWorkflowStatus (3(3E
IR X ®ic—oD
Document (3C3) ([ZOWTCEiR§
5, %5 Document (3C3E) &, EFIC
— 2oLl D
DocumentWorkflowStatus (323
PR CTRER Eh B,

Constraints (#/#7)
Inverse Relation G¥FABE) : Tid
it EnB
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=
=4

f;
X—2y NELTHT

0..*, unordered, none

SO O BEARTE

+— A

0.%, MEFFfHF72 L, 72
L

axyH V=2 Z2—5 v b /—F
Tagged Values (& 71/ & i)
Map:CTOM:
ProtocolStatus.statusCode
Map:AE: SafetyReport.statusCode
Map:CTOM:
ProtocolStatus.statusDate
Map:CTOM:
Protocol.amendmentDate
/Association DocumentAuthor Document - DocumentAuthor (STEZEH)
authors +authoring +authored I%. #1Z—->0 Document (373E)
1..*, unordered, none 1, unordered, none 4%, 4 Document (S03E)
. %, WIZ 14 Eo
ES) SCkE S e -
2 B S L %o;u;nbeénmuthor (CEFEE) 1T
L* JEFRAHT e Ly 220, EFRAHT 7R L, 2L °
L Constraints (#/#7)
Inverse Relation GFFHBEE) : (23
FExhb
/Association DocumentRelationship  [Document - DocumentRelationship (3CED
has as source +target +source BAMRME) X, HiZ—-2>® Document
0..*, unordered, none 1, unordered, none () %YV —2L LTHT, &
. Document (33) &, FFZ—2LL
B3t w BE |- DocumentRelationship (303
V=R L LTHT +5 =7y b +Y—A DR O Y —2Th D
0., NEFAHFZ2 L, 721, NEFfHT22 L, 2L A °
L Constraints (#/#9)
Inverse Relation (iifHBd) : » v
— A ThHD
IAssociation PerformedStudySubjectM|Document % PerformedStudySubjectMilestone
uses ilestone +used (FEffish-RB®~ 1 L2
+using 0..1, unordered, none —) 1. BZ—->0 Document
0..*, unordered, none (rE) AEFAT 5. % Document
\ b s (L) 1, BElc—oLl ko
[ ESI Y "iwﬁﬁ S U PerformedStudySubjectMilestone
% 0.1 MUFM 7L, 72 | D Ty 2
0.*, MEFEfFFZ2 L, 7L ’
L Constraints (7#/#7)
Inverse Relation G¥iFHES) : IZff
R
/Association DocumentRelationship  |[Document %- DocumentRelationship (3ZE®
has as target +source +target BAMRIE) X, HIZ—-2> Document

1, unordered, none
S

+H =7y b
1, EFAHTR L, 7oL

(X&) 22—~y heLTH
9, %5 Document (CE) (%, WHiZ
—->LL @ DocumentRelationship

CCEORBRME) oX—47 > b T
H5,

Constraints (#/#7)
Inverse Relation (G RH)
— 7y R TH D

tDF
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axy ¥ J—R 2= v b /—Fh
Generalization Report Document
source > target Child Parent
takis A S
V— A > H—Ny b 1 o
Generalization StudyProtocolDocument |Document
source > target Child Parent
e R S it 1
ik 1 S
VA > B =y |k B
Common Sub-Domain::Document Attributes
(HFV T FAL 2 XE BIE)
B A /—h
typeCode public : SCEOFE A IS T D720l a— MM Sl #lx13,
CD Wi, ZEEEL FolERLE, BIZITRPS T, HEF7mE A
, . . _ TERZEOLIITHERTLI0ZRHRICT L2003 2—FTh
FifH =1 — R T v % (Protocol [FABREMZHEE] . Summary Introduction [#f
D m] L), EEMEARIE LTHMbNG, BlxIE, B
IR OFEREN 2 7= L. R OFEERIRAFEAETHE > TORAF
L7 uid7s 57220 30 RegulatoryRecord  GRIFRE) o 1
z1E. Data Clarification Form (5 — % R£:% : DCF)
Map:AE = 'AmendmentFollowUpReport.reportAmendedldentifier’
Map:AE ='AmendmentFollowUpReport’
Map:COPPA = 'Document.typeCode’
Map:CTOM = 'Protocol.amendmentldentifier'
Map:CTOM = 'Protocol.ncildentifier’
Map:CTOM = 'Protocol.documentUri'
Map:CTOM = 'Protocol.amendmentDate’
Map:CTOM = 'Protocol.descriptionText'
Map:CTOM = 'ProtocolStatus.statusDate'
Map:CTOM = 'Protocol.navyNClIdentifier'
Map:CTOM = 'ProtocolStatus.statusCode'
Map:CTOM = 'Protocol.precisText'
Map:CTOM = 'Protocol.longTitleText'
Map:HL7SD = 'ReplacementOf1.typeCode'
Map:RPS1 = 'Documentation.context'
officialTitle public : WEOERLE-E,
ST o LORER 2V EA, AREE AT 5,
Il T AE:Exclude = 'True'
ST Map:C3PR = 'Study.longTitleText'
Map:COPPA = "InterventionalStudyProtocol.official Title'
Map:COPPA = 'ObservationalStudyProtocol.official Title'
Map:CTGOV = 'Official Title'
Map:CTOM = 'Protocol.longTitleText'
Map:HL7SD = 'PlannedStudy.Title'
Map:Lab = 'Study.name'
Map:PSC = 'Study.name' Map:RPS1 = 'Documentation. Title'
Map:WHO = 'Scientific Title'
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text public : D T el S AR E BRI FC IR R SCE N O LS,
ED
Map:AE = 'Document.text'
7 X A b T T Map:AE = 'SafetyReport.narrative Text'
ED Map:COPPA = 'Interventional StudyProtocol. Text'
Map:COPPA = 'StudyProtocol.text'
Map:COPPA = 'ObservationalStudyProtocol. Text'
Map:CTOM = 'Protocol.descriptionText'
Map:HL7SD = 'PlannedStudy.text'
keywordCode public : SCEFE 7T ONE & IEMEIC LR 3 2 BaE ORI 4 I3
DSET<CD> LHleoila— Meaiefi, ¥—U— NIEHAERELDOH
T Rae Y LXEEBOTLOICEHTH D, Bz, R, #HILE,
—17— — N v 7. wE A S 1]
DSET<CD> GRESTERENENISE S LR
IAE:Exclude = "True'
Map:COPPA = 'Interventional StudyProtocol.keywordCode'
Map:COPPA = 'StudyProtocol.keywordCode'
Map:COPPA = 'Observational StudyProtocol.keywordCode'
Map:CTGOV = 'Keywords'
Map:RPS1 = 'Keyword.Code'
Map:WHO = 'Keyword'
keywordText public : SCEFE 72T DN & IEMEICFLIR 3 2 Rl O BEEL R BLO 3L
DSET<ST> FH, F—U— RIMEAENBELDH B EE BT HOIC
L L AR THL, BIZIE, FE, BIE, EREarE, I i
F—U—RTFZX L VAV .
DSET<ST>
AE:Exclude = "True'
Map:COPPA = 'StudyProtocol.keyword Text'
Map:COPPA = 'ObservationalStudyProtocol.keywordText'
Map:COPPA = 'Interventional StudyProtocol.keywordText'
Map:CTGOV = 'Keywords'
Map:RPS1 = 'Keyword.textValue'
revisionReason public : SCENURETSNDHEH,
ST
Map:HL7SD = 'PlannedStudy.reasonCode'
ST T T
ST
revisionNumberText public : HHRERTOIENRICRINTEE (B 25ET 53
ST I, B2, R & T SCESEEEIEE S, G X
o . D CENOFEFIORF IR EEORRELETE 5, NED
ATHT % 2 b St PR D LA L < AT S NS ATREMD B B, BIXIZ, RPS T

BRO LD ICER SN D, BEITIEED 1) 6MEY ., 1
TN D, BMOFEFIRLHEFORSITHIC 1) TH
D, MEENZELEZONDTONT 18N 578, Hiik
DEMEZE ) KO I VHEBEITHENT 52 b H D, [A—X
DRI DI —LEO TN —=TIET D,

Map:AE = 'SafetyReport.initialReportIndicator’
Map:C3PR = 'Study.consentVersion'

Map:COPPA = 'ObservationalStudyProtocol.revision'
Map:COPPA = 'StudyProtocol.revision'

Map:COPPA = 'InterventionalStudyProtocol.revision'
Map:COPPA = 'Document.revision'

Map:CTOM = 'Protocol.amendmentidentifier’
Map:HL7SD = 'PlannedStudy.versionNumber'
Map:RPS1 = 'Documentation.version’
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74

uniformResourcelLocator

public :
URL

=T A V=2 — T v

URL

SCEONKREFRAIETZERNTE DV =27V A b (http:ll &5
i) DSERILFE,

Map:AE = 'Document.universalResourceLocator'
Map:COPPA = 'Document.universalResourcelLocator’
Map:CTOM = 'Protocol.documentUri'

Map:RPS1 = 'Documentation.fileID'

t

%:/D?E‘EE

k={|

bibliographicDesignation

public :
ST

ST

T

HER IOFEEGRE B LET, UKV EY 2R 3
kA TE 5, FlxiX, 200841 H 18 A IRB#Fék, & —
v ¢ v [FEOJE]  (Charles Darwin, The Origin of the Species,
London 1863, Oxford Press)

IAE:Exclude = "True'

Map:C3PR = 'Study.precisText'

Map:COPPA =

'Interventional StudyProtocol.bibliographicDesignation'
Map:COPPA =

'Observational StudyProtocol.bibliographicDesignation'
Map:COPPA = 'StudyProtocol.bibliographicDesignation’

Tagged Val

ues (& Z7ff&4E)

Map:AE = Document.

Map:AE = Study.primaryldentifier.

Map:AE = Study.name.

Map:AE = Study.additionalldentifier.

Map:COPPA = Document.

Map:COPPA = InterventionalStudyProtocol.publicTitle.
Map:COPPA = InterventionalStudyProtocol.official Title.
Map:COPPA = InterventionalStudyProtocol.identifier.

Map:CTOM = ProtocolStatus.statusDate.
Map:CTOM = ProtocolStatus.statusCode.

Map:HL7SP = PlannedStudy.id.
Map:HL7SP = Study.id.
Map:Lab = Study.identifier.
Map:RPS1 = DA.STUDYID.
Map:RPS1 = Documentation.
Map:SDTM IG = AE.STUDYID.
Map:SDTM IG = DV.STUDYID.
Map:SDTM IG = MH.STUDYID.
Map:SDTM IG = SU.STUDYID.
Map:SDTM IG = TE.STUDYID.
Map:SDTM IG = PE.STUDYID.
Map:SDTM IG = QS.STUDYID.
Map:SDTM IG = SC.STUDYID.
Map:SDTM IG = VS.STUDYID.
Map:SDTM IG = TS.STUDYID.
Map:SDTM IG = TA.STUDYID.
Map:SDTM IG = SV.STUDYID.
Map:SDTM IG = DS.STUDYID.
Map:SDTM IG = TI.STUDYID.
Map:SDTM IG = LB.STUDYID.
Map:SDTM IG = SE.STUDYID.
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6.4

Map:SDTM IG = CM.STUDYID.
Map:SDTM IG = DM.STUDYID.
Map:SDTM IG = EG.STUDYID.
Map:SDTM IG = CO.STUDYID.
Map:SDTM IG = TV.STUDYID.
Map:SDTM IG = EX.STUDYID.
Map:SDTM IG = IE.STUDYID.

Common Sub-Domain::DocumentAuthor

(HBHIT AV XEESE)

public Class {root}:
LEONEICELEZFFOME A,

Constraints (Z1#9)

Approved Invariant (&7 % 1~Z4/F) . |s a Function Performed By Qualifier (fEffi 712 & v FEfi S 2

RETH D) .

DocumentAuthor (SCFEZE) (X, Animal (Eh#) <° Product ($44h) Tid7e< Person (A) @ Subject
(BB - ) 1T X0 FEhl SNTBRE T T uiE e & 720,
Approved Invariant (7774 F~24/4) . Study Author Performed By Qualifier ({&fifi -1 X v £l S5

RBREH)

DocumentAuthor (SCEZE#) 78 Study GRER) DOFEH DH4A . DocumentAuthor (GCEZEH) 13,
HealthcareProvider (EREHEHLE) F7-13 ResearchStaff (FF92 2 &%~ 7) OHTEMIN AT

IUFZR B 7R,

Common Sub-Domain::DocumentAuthor Connections

(HFV T FAS 2 XEEE af52a2)

axs s Y —A F—5y b /—Fk

JAssociation DocumentAuthor IAssociatedBiologicEntity %% DocumentAuthor (SCEZEE)
is a function performed by +performed +performing X R 14D

i
IChVERSh HHETH D

0..*, unordered, none

CEEH

0..1, unordered, none

B3 % AW ERY FR

+ 30 XA D
0.*, EFFHFZ2 L., 72
L

+3 N3 5
0.1, EFFfHTZ2 L, 72
L

IAssociatedBiologicEntity (BFi#4 %
EWEEER) Ik EEESNnD
MERECTH D, 45
IAssociatedBiologicEntity (BFi#4 %
EWEEFER) 1, BRIl oLk
@ DocumentAuthor (CEEHE) &
L CHgRET %,

7% : DocumentAuthor (SUEIEH)
IZLL FOWT NN 14 DD D
Z LM TE % : ResearchStaff (A
JEAH > 7) | Subject (#HR

%) . AssociatedBiologicEntity ([
LT LEW R SER) |
HealthcareProvider (=& +ft

) .

Constraints (#/#7)
Inverse Relation (G¥i+HBS)

e L

THERET D

Version 1.0

© CDISC

42

27/Jan/2010




CDISC Protocol Representation Model

lEsBES

ICE D EESNOEETH D

0..*, unordered, none

SCEEESE

+ I <A D

0.*, EF-FHFZ2 L., 72
L

0..1, unordered, none

WFFEA X > 7

+ I 5

0.1, EFFFHTZ2 L, 72
L

axy X J—2 22— v b /—F
/Association DocumentAuthor ResearchStaff 4% DocumentAuthor (SCEZE)
is a function performed by +performed +performing X, BFIZ 14 0 ResearchStaff (B

JEAN v T7) 1K EhE S D
HETdH D, % ResearchStaff (B3¢
2K 7)) 1L, Bz —oLl ko
DocumentAuthor (CEEH) & L
THERET 5,

7% : DocumentAuthor (SCEIEH)
AT OWT N L4 DB S
Z L3 T& % : ResearchStaff (#ff
JEA K v 7) | Subject (R

%) . AssociatedBiologicEntity (B
D AW ERER) |
HealthcareProvider (&L

) .

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERET 5

/Association
is a function performed by

(Eshud

XD EfSNDEETH D

DocumentAuthor
+performed
0..*, unordered, none

SCEEHE

+ 30 XA D

0.*, EFFHF 2L, 72
L

HealthcareProvider
+performing
0..1, unordered, none

R

+3 N3 5

0.1, JEFFfHF7Z2 L, 72
L

4% DocumentAuthor (SCEZEH)
X, BEFIZ 144 @ HealthcareProvider
(EFRAEE) kv Eisnd
WEHE T D, 4% HealthcareProvider
(ERRAEE) 13, o —ol kb
@ DocumentAuthor (CEESH) &
L CHred %,
7% : DocumentAuthor (STEZE#)
IZLLFOWT I 14 OH NS
Z &N TE B ¢ ResearchStaff (B
JEA X 7). Subject (WiER
%) . AssociatedBiologicEntity (B8
HT 5 W) |
HealthcareProvider (=42t
) .

Constraints (#/#7)
Inverse Relation (Gifi+H[g)
THERET D

&L

43

/Association DocumentAuthor Document 4% DocumentAuthor (CCEEH)
authors +authoring +authored 1. #lZ—->® Document (3CE)
1..*, unordered, none 1, unordered, none 4%, % Document (S0E)
. X, WIZ 14U R0
ESPES CEEH & -
[ —=HH == DocumentAuthor (3C3E Iz
5 BT 5 L S DocumentAuthor (XTI (=34
1.x, AP 22 L, AL, IEFPAHIT 722 L, 72 L °
L Constraints (7%/#7)
Inverse Relation GYiFHBEE) : (2%
EY A
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Bt
LRV ERShHHEETH D

0..*, unordered, none

SCEEESE

+ I <A D

0.*, EF-FHFZ2 L., 72
L

0..1, unordered, none

PR -

+ I 5

0.1, EFFFHTZ2 L, 72
L

axyH J—R Z2—5 v b /— b
/Association DocumentAuthor Subject 4% DocumentAuthor (CCEEH)
is a function performed by +performed +performing IX. BRIZ 1440 Subject (HBRE -

W) IC LD EINHERETH
%, 4 Subject (H&ERFE - ) 1%,
12 —-2> L1 DocumentAuthor
(CCEFEE) &L THRET D,
7% : DocumentAuthor (SZEZE#)
IZEL T OWT I L4 D AN S
Z X TE 5 ¢ ResearchStaff (B
JEAH > 7) | Subject (#Bx
) . AssociatedBiologicEntity (B
5 BRI SRR
HealthcareProvider (=& +2ft
)

Constraints (7#/#7)
Inverse Relation (¥i+HBS)

e L

THERES

Tagged Values (& 211 & (&)
Map:AE = Reporter.

6.5

(FHFEYHIT AL XEHNF)

public Class:

R OIRULTEZ —BRINSHAT 5,

Common Sub-Domain::Documentldentifier

AR Z 280 BICHRZRHLT N5 — 2 TG Sob v e Wik Bl O FEE I B9 5 ik &
R4 %, HL7T — & BB Y52 Grahame Grieve 32k L2 Z — U ZHA LR TH 5.

Constraints (Z/#7)

Approved Invariant (X742 ZZ/F) . 1s Issued By Exclusive Or  (HEfIGHERFIIC X v 22+ &

o)

Documentldentifier (CCEFRBIT) XOrganization (FH#) F7=1ZRegistry (LI A R U —) NHAE
&, WE DT TR,

Common Sub-Domain::DocumentldentifierConnections

(HF Y7 P AL 2 XEBRFF =R 3)
IR K =R ¥ —2> b J—h
Association Documentldentifier Document £&-Documentldentifier (3ZE5kR]
identifies +identifying +identified F) &, ®WIZ—->®Document
0..*, unordered, none 1, unordered, none E) z=@nT 5, &
Document (3Z&) 1%, RElz—o
ESPE SO A Sr Ll EoDocumentldentifier (303
il s +Ag % +EERI S D R kBl E D,
*  JIEFEATIT 7 S
;;L/ WFHTRL. | LR L, AL Constraints (#/#9)
Inverse Relation GUifERE) Iz
Rl &b
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axg 4

J—2A

X—4v b

/—h

Tagged Values (¥ 21/ & (&)
Map:SDTM IG:
LB.STUDYIDMap:HL7SP:
Study.id
Map:AE: SafetyReport.identifier
Map:COPPA: Document.identifier
Map:COPPA:
ObservationalStudyProtocol.identi
fier
Map:Lab: Study.identifier
Map:AE:
SafetyReport.initialReportindicato
r
Map:SDTM IG: TL.STUDYID
Map:AE:
SafetyReport.narrativeText
Map:SDTM IG: PE.STUDYID
Map:HL7SP: PlannedStudy.id
Map:SDTM IG: VS.STUDYID
Map:SDTM IG: AE.STUDYID
Map:SDTM IG: SU.STUDYID
Map:AE:
Study.additionalldentifier
Map:SDTM IG: QS.STUDYID
Map:AE: Study.name
Map:SDTM IG: DA.STUDYID
Map:COPPA:
InterventionalStudyProtocol.identi
fier
Map:AE:
SafetyReport.amendmentReportin
d
Map:SDTM IG: DV.STUDYID
Map:SDTM IG: IE.STUDYID
Map:SDTM IG: SV.STUDYID
Map:SDTM IG: DM.STUDYID
Map:AE:
SafetyReport.alternateldentifier
Map:SDTM IG: DS.STUDYID
Map:SDTM IG: EX.STUDYID
Map:SDTM IG: MH.STUDYID
Map:SDTM IG: CM.STUDYID
Map:C3PR:
StudyProtocol.identifier
Map:SDTM IG: SC.STUDYID
Map:SDTM IG: CO.STUDYID
Map:CTOM:
Protocol.navyNClIdentifier
Map:SDTM IG: TA.STUDYID
Map:SDTM IG: TS.STUDYID
Map:SDTM IG: SE.STUDYID
Map:AE:
SafetyReport.mostRecentInformati
onDate
Map:SDTM IG: EG.STUDYID
Map:AE:
Study.primaryldentifierMap:SDT
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axs ¥ J—R Z2—%5 v b /J—h
M IG: TV.STUDYID
Map:HL7SD:
PlannedStudy.setID
Map:CTOM:
Protocol.ncildentifier
Association Documentldentifier Organization £%-Documentldentifier (SCERHA!
is issued by +issued +issuing T) 1%, BlZ—->?O0rganization
0..*, unordered, none | 0..1, unordered, none (ffk) »oRffasind, %
Organization GRHf%) 1%, FFlZ—
B SRR Lk L4 dDocumentldentifier (32
MO END +RfFENnD +2T 5 Fn ) 2T D,
0.*, JEFfHFe L, | 0.1, EFfHFZR L,
7L L Constraints (7#/#7)
Inverse Relation GFfHBE) : 22
9%
Tagged Values (¥ 21 & (&)
Map:HL7SP: Licenselssuer
Map:Lab:
Study.assigningAuthority
Association Documentldentifier Reqistry £-Documentldentifier (SCE3%R
is issued by +issued +issuing F) &, BRI —>DRegistry (L
0..*, unordered, none 0..1, unordered, none DA MY =) BRSNS,
Epid SRR T Loz Y — %RrEQIStry‘ (LYA MY =) [EN
IR SIS T TS RRC—oLLED .
0% JEFEMTZ2 L. | 0.1, BRI L. Documentldentifier (SCE#k5!
2L L T) BT D,
Constraints _(7#/#9)
Inverse Relation GFfHBE) : 22
RS
Common Sub-Domain::DocumentldentifierAttributes
(FeF Y 7 F A A 2 X EHEF B
B AT J—k
identifier public : XEOM B AT BEA DS, FlziE, BB LT
I B D HEID BT ok, 121X, Regulatory
Product Submission (Hifilxf 485 HES : RPS) DA vtE—
IS WNTY w7 T, ZHIC LY XEO—EHOEIE (Uniform Resource
Il Identifier [2=7 4 —2A U YV —2F#H+ : URI] ) %3l
T2, URNEZY Y —RA &R E72I3HBET 5O IND
2R NRXFHITH D, ZOBBOFER B, FFE
ORI NaFHE A T, @ World Wide Web (7 —/L K
TART=T) OFy NT—=2 %5 LT, U Y—ADFiRAL
OHEERZWREIZT S Z & THDH, URNIRFEDHE L ZE
T"THAF—LATER SN, ARBRFMGFHHE L FEESIT b
%)o
W BFEOLEN DL LEOIDEZFTHREENSH D,
Map:AE = 'SafetyReport.alternateldentifier'
Map:AE = 'Study.primaryldentifier'
Map:AE = 'Study.additionalldentifier'
Map:AE = 'SafetyReport.identifier'
Map:AE ="'AmendmentFollowUpReport.reportAmendedidentifier’
Map:C3PR = 'ldentifier.value'
Map:COPPA = 'StudyProtocol.identifier'
Map:COPPA = 'Document.identifier'
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Bk

ZAT

/—h

Map:COPPA = 'Observational StudyProtocol.identifier'
Map:COPPA = 'Interventional StudyProtocol.identifier'
Map:COPPA = 'StudyParticipation.localStudyProtocolldentifier'
Map:CTGOV = 'Secondary IDs'

Map:CTGOV = 'Organization's Unique Protocol ID'
Map:CTGOV ="IND/IDE Serial Number'
Map:CTOM = 'Protocol.navyNClIdentifier'
Map:CTOM = 'Protocol.ncildentifier'

Map:CTOM = 'PartcipantEligibility Answer.checklistNumber
Map:CTOM = 'StudySite.localProtocolldentifier’
Map:HL7SD = 'PlannedStudy.setID’

Map:HL7SP = 'PlannedStudy.id'

Map:HL7SP ='Study.id'

Map:Lab = 'Study.identifier'

Map:SDTM IG ='DS.STUDYID'

Map:SDTM IG = 'DM.STUDYID'

Map:SDTM IG = 'DV.STUDYID'

Map:SDTM IG = 'MH.STUDYID'

Map:SDTM IG = 'EG.STUDYID'

Map:SDTM IG = 'CM.STUDYID'

Map:SDTM IG = 'TL.STUDYID'

Map:SDTM IG ='LB.STUDYID'

Map:SDTM IG = 'TA.STUDYID'

Map:SDTM IG ='CO.STUDYID'

Map:SDTM IG ='QS.STUDYID'

Map:SDTM IG = 'TE.STUDYID'

Map:SDTM IG = 'PE.STUDYID'

Map:SDTM IG ='SV.STUDYID'

Map:SDTM IG = 'SE.STUDYID'

Map:SDTM IG = 'AE.STUDYID'

Map:SDTM IG = 'EX.STUDYID'

Map:SDTM IG = 'TS.STUDYID'

Map:SDTM IG ="IE.STUDYID'

Map:SDTM IG = 'TV.STUDYID'

Map:SDTM IG ='SU.STUDYID'

Map:SDTM IG = 'SC.STUDYID'

Map:SDTM IG = 'DA.STUDYID'

Map:SDTM IG ='VS.STUDYID'

Map:WHO = 'Secondary Identifying Numbers'
Map:WHO = 'Primary Registry and Trial Identifying Number'

typeCode

M= —

public :
CD

INT VY I

CD

SCEFRB T O E A BRI T A0l a— MMeE v E, 4
2, B EE RS G EER S, ENES, HREI v
— 7R E S E =& 5. CDISCERER =i 2 M ik i & = .
VYA Y kBT,

Map:C3PR = 'ldentifier.type’

primaryIndicator

TEER

public :
BL

TV w7

BL

NN EBEEITELOSERN T E O 0 E R T 5,
7« primaryindicator (FZLFREE) 1352 & 417ztypeCode (Ff
Ha—F) IS LToRrBEASND,

Map:AE = 'Study.primaryldentifier'
Map:C3PR = 'Identifier.isPrimary’

Tagged Values (& 211 & (&)

Map:AE = SafetyReport.initialReportindicator.

Map:AE = SafetyReport.identifier.
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Map:AE = SafetyReport.alternateldentifier.
Map:AE = Study.primaryldentifier.
Map:AE = Study.additionalldentifier.
Map:AE = Study.name.

Map:AE = SafetyReport.narrativeText.
Map:AE = SafetyReport.amendmentReportind.
Map:AE = SafetyReport.mostRecentIinformationDate.
Map:COPPA = ObservationalStudyProtocol.identifier.
Map:COPPA = StudyProtocol.identifier.
Map:COPPA = Document.identifier.
Map:HL7SD = PlannedStudy.setID.
Map:HL7SP = Study.id.

Map:HL7SP = PlannedStudy.id.
Map:HL7SP = Licenselssuer.

Map:HL7SP = Documentldentifier.
Map:SDTM IG = EX.STUDYID.
Map:SDTM IG = LB.STUDYID.
Map:SDTM IG = SC.STUDYID.
Map:SDTM IG = IE.STUDYID.
Map:SDTM IG = CO.STUDYID.
Map:SDTM IG = EG.STUDYID.
Map:SDTM IG = DM.STUDYID.
Map:SDTM IG = TV.STUDYID.
Map:SDTM IG = AE.STUDYID.
Map:SDTM IG = VS.STUDYID.
Map:SDTM IG = SU.STUDYID.
Map:SDTM IG = CM.STUDYID.
Map:SDTM IG = QS.STUDYID.
Map:SDTM IG = PE.STUDYID.
Map:SDTM IG = DS.STUDYID.
Map:SDTM IG = TL.STUDYID.
Map:SDTM IG = MH.STUDYID.
Map:SDTM IG = SE.STUDYID.
Map:SDTM IG = TS.STUDYID.
Map:SDTM IG = TA.STUDYID.
Map:SDTM IG = DA.STUDYID.
Map:SDTM IG = DV.STUDYID.
Map:SDTM IG = SV.STUDYID.

6.6 Common Sub-Domain::DocumentRelationship

(FEY T FA A 2 XEORBRM)

public Class:
IEMOBROER (X EWERR) 2HET 5,

{71 21X, Regulated Product Submission (HifilxI S8 HEE : RPS) T, MROMMIEL LT (Rri2) ELE
21 R MEE] 7RERDD, flzE, ELEZ] OBMRHEEZMN L THEST bR 20X ED SO Rz
HEETIZ X O R— g UEENEMNT NS,

Common Sub-Domain::DocumentRelationship Connections

(HeF 7 P AL XEDGFENE %229 2)
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0..*, unordered, none

1, unordered, none

axy X J—R 22— v b /—F
/Association DocumentRelationship  [Document 4% DocumentRelationship (SCED
has as source +target +source BEARME) 1. & ic—-2>® Document

(rE) 2V —RELLTHET, %
Document (3C3) 1%, ERlC—oLL

L

. -,
(Lol w P | DocumentRelationship (3L
VR LTHT + 5= b A DRIRIE) DY —2Th 5
0.*, JEFEAHF 72 L, 7, JEFEAHFA2 L, 72 L - °
L Constraints _(7/#7)
Inverse Relation (#ARBE) : »
— A Th D
JAssociation DocumentRelationship  [Document - DocumentRelationship (CED
has as target +source +target BRIME) 1%, %iz—->® Document
0..*, unordered, none 1, unordered, none (r#) A —Fy Fe LTH
. - 3, 4 Document (3C3E) (L. IEIC
(LB . SO O BIFRYE SR . —->LL @ DocumentRelationship
ATy RELTET gy e LHOWEI) D5 —5 v T
0.*, NEFFfTF 72 L, 7l NEFFfAHFZ2 L, 72l - 8

H5D,

Constraints (#/#7)

Inverse Relation G#iFHBE) : D #

— 7y R TH D

Common Sub-Domain::DocumentRelationship Attributes

(FF Y7 FA A 2 XFDOBFRIE BIE)

Lol

w2ka UfE) .

B BT J—F
typeCode public : 7 D BN O R Z BIEIC T 5 7= D I- 2 — RAE = AU7- (.
CD SiElE. COXIRFT T r FRED L D R HETEET
o — P BIMCONTREORIRIZ RS, BIAIE, 8 Mk
- AR oY) L WRIGIE, WHAM, MR GELEZ. £ | R

(AR &2 Ha— MeSh D BEREOHEETH 5, 4
ERBUT M ERGT R O Y TH D, FHEN v Z1ITEA D]
RICEREZHIET S (FR) o EFEAERS L O%R 3T

Map:AE = 'SafetyReport.amendmentReportind'
Map:RPS1 = 'RelatedDocumentation.relationship'

Tagged Values (& 2'ff&fd)

Map:HL7SD = ReplacementOf1.
Map:RPS1 = RelatedDocumentation.

6.7

public Class:

KEE OBFFE H ISR DR ROFEHALTH 2 WL FEK, St ARBR T,
BR AT EEREAT O AL T H B 5, 1@, # 4 © StudySubject (GBI 4)

PCTHD, BApDRBHEMTIBRRIRBNAEZZIT D ERTERTIZR L2,

A 2 HEREAD)

Common Sub-Domain::ExperimentalUnit

(FEY TR A

BB AIZEID Y THND,

@, AL i) 2B
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FlziE, —2OHNOFOTXTOT X BRI DOWTRER U AZZIT, [ROTEARERER & ARIT A FW2IRIC
BET 554 HESINTEOAER, TR TOTX¥2E5bEEEOAF2E) | x0TI 740D
AN SIRBR BT Cd 5, [CDISC/HLY Study Participation RMIM, PORT_RMZ100001UV]

Bl 21X, StudySubject GRE&XIZ:) TH2 1Bl M, ZiILZ4 ExperimentalUnit GRERHLNL) &2 B

10 DRJE Sy FnbH2500h Livd, £7- StudySubject GRERxFE) T 5 Product (BLE) WNIZZhnEnn
ExperimentalUnit GRERHANL) B2 6ND 10DOXT VTR A-TWNWDHZ ELHDH, F£7z. % StudySubject
GRBR65) H3—-> D ExperimentalUnit GREREENL) OBE L H 5,

AR ERNICEY, B0

Constraints (#/#7)

ARBRICHEE D

ARBRENL (BB LBy Fl) BHLIHERD 5,

Approved Invariant (AzX7F4FZZ/#) . Is a Function Performed By Exclusive Or (HEftFHERFIIC LV
FHSNOHHEETH D) .
An ExperimentalUnit GREREAT) 1ZLAT D 5 HO—>TOHLFEM SN HHEFETH 5 : BiologicEntityPart

(CEW 7y FEko—ER) | BiologicEntity (ZE#77f99%{K) | BiologicEntityGroup (ZE#7FHy3FElk 7 L—

7).

Product (BU45) .

Common Sub-Domain::ExperimentalUnit Connections

(HeF ¥ 7 P A7 2 RBEHE T 25223 )

ProductGroup (#dh 27—

o
=

&V HEfESNDKETH D

0..*, unordered, none

B ER BT

+FHEfE SN D

0.*, EF-fHFZ2 L., 72
L

0..1, unordered, none

U=
PN

+3N 95
0.1, IEFFfTITZ2 L, 72
L

axRxy ¥y Y= =4y b /—k
IAssociation ExperimentalUnit Product % ExperimentalUnit (G5 H07)
is a function performed by +performed +performing 1%, BEZ—2>® Product (B/) (2

XV FEREINLERETHD, &
Product () 1%, FRlZ—2LLE
@ ExperimentalUnit GRBRHENL) &
L CHERET %,

7% : ExperimentalUnit (FRERHELAT)
(2%, BiologicEntity (ZE¥=aYE
&) . BiologicEntityGroup (ZE#°A
KT V—T) |
BiologicEntityPart (ZE#)=#H) 32k
?D—HB) . BiologicSpeciment (4=
WRiR) . Product (BL5h
ProductGroup (#fh 27 L—7) 7
20155,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)

&L

THERET D
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lEsBES

ICE D EESNOEETH D

0..*, unordered, none

B ER BT

+ I <A D

0.*, EF-FHFZ2 L., 72
L

0..1, unordered, none

AW ERIEE T V—T

+ I 5
0.1, EFFFHTZ2 L, 72
L

axyH J—2 Z2—5 v b /—h
/Association ExperimentalUnit BiologicEntityGroup - ExperimentalUnit  (GRBRELAT)
is a function performed by +performed +performing X, BRlz—o0

BiologicEntityGroup (445209 £
JN—7) AT K0 T S D HRE
THh 5, % BiologicEntityGroup
(EMHER T V—T) 1%, B
\Z—2LL k@ ExperimentalUnit (&
BRHANL) & U CHRRET D,

7% : ExperimentalUnit (GRBRHLAT)
(\Z1Z. BiologicEntity (=¥ %k
&) . BiologicEntityGroup (“E#%#
BFEAER T V—T) |
BiologicEntityPart (ZE#)~#) 32K
MD—%#E) . BiologicSpeciment (4
kRK) . Product (LfH) |
ProductGroup (#4527 /L—7") 73
0D,

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERET 5

IAssociation
is a function performed by

B35

XD EfSNDEETH D

ExperimentalUnit
+performed

0..*, unordered, none

ABR BT

+IE0E XI5

0.*, EF-fHFZ2 L., 72
L

ProductGroup
+performing

0..1, unordered, none

w7 —

+3 N3 5

0.1, IEFFfTITZ2 L, 72
L

% ExperimentalUnit (GRER HA7)
L. BFZ—->? ProductGroup (3
fn 7 —7) IR0 EhE S D
HETdH D, 4 ProductGroup (L5,
TN—7) 1%, FRZ—2L ED
ExperimentalUnit GRBRHEAAZ) & L
THERET .

7% : ExperimentalUnit (3R HLAT)
(\Z1Z. BiologicEntity (ZE#)7#r%E
&) . BiologicEntityGroup (“E#°#
BFEER T —T) |
BiologicEntityPart (ZE4)2#H) £
?D—HB) . BiologicSpeciment (4=
WkiR) | Product (L5h) |
ProductGroup (#4527 /L—7") M3
0D,

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERET 5
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Bt
LRV ERShHHEETH D

0..*, unordered, none

B ER BT

+ I <A D

0.*, EF-FHFZ2 L., 72
L

0..1, unordered, none

B EESOE NN

+ I 5

0.1, EFFFHTZ2 L, 72
L

axy ¥y Y —2R F—Fv b /—Fh
/Association ExperimentalUnit BiologicEntity % ExperimentalUnit (GRBR BA7)
is a function performed by +performed +performing L. RFlZ—->? BiologicEntity (4

WP EIR) 12 X0 FEi S DR
RECTdh 5, 7 BiologicEntity (44
SERFEAE) 1, BRI o ko
ExperimentalUnit (GRERHLAZ) & L
THERET 5.

7 : ExperimentalUnit (GRER HLAT)
({Z1%. BiologicEntity (¥R
&) . BiologicEntityGroup (4%
HFE T N—T) |
BiologicEntityPart (£~ 32k
?O—%B) . BiologicSpeciment (4=
WitgiR) | Product (i
ProductGroup (/% 7 /L—>7) 23
0155,

Constraints (7#/#7)

0..*, unordered, none

0..1, unordered, none

Inverse Relation GiAHBE) : & L
THERET D
/Association Activity ExperimentalUnit & Activity (58 1%, Rfiz—>
is participated in by +involving +involved @ ExperimentalUnit GUBREAL) (12

SNEib, £ ExperimentalUnit
GABRHEAT) 1. BRc—oLl Eo

Fapu 15 8 [ ELAT L .
o — Act i H R
I ot IS ctivity (J5Eh) lc&In+2%
0.*, NEFfHTZ2 L. 720..1. EREAFF 2L, 72 Constraints (Z/77)
L L Inverse Relation G¥FHBE) : 12
45
Tagged Values (& 211 & f&)
Map:C3PR: StudySubject.subgroup
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Bt
LRV ERShHHEETH D

0..*, unordered, none

B ER BT

+ I <A D

0.*, EF-FHFZ2 L., 72
L

axy ¥y J—=R F—Fv b /—k
/Association ExperimentalUnit BiologicSpecimen - ExperimentalUnit  (GRBRELAT)
is a function performed by +performed +performing I%. RFlZ—->® BiologicSpeciment

0..1, unordered, none

CEW R iR

+ I 5

0.1, EFFFHTZ2 L, 72
L

(EMiR) 12Xk FEii s h 5%
RECTdh 5, 7 BiologicSpeciment
(EMRiR) X, BRic—2Llh ko
ExperimentalUnit GRERHLAT) & L
THERET 5.

7 : ExperimentalUnit (GRER HLAT)
{Z1%. BiologicEntity (¥R
&) . BiologicEntityGroup (4%
HIEER T N—T) |
BiologicEntityPart (ZE#)~#) 32k
?O—%B) . BiologicSpeciment (4=
WFRAR) | Product (B
ProductGroup (/% 7 /L—>7) 23
VRS Fo

Constraints (#/#7)

Inverse Relation G¥iFEBE) : & L

THERES

/Association
is a function performed by

Bt
LRV ER S HHEETH D

ExperimentalUnit
+performed

0..*, unordered, none

PRBR AL

+ I <A D

0.*, EFFHFZ2 L. 72
L

BiologicEntityPart

+performing
0..1, unordered, none

AR TR D —

+ I 5
0.1, EFFFHTZ2 L, 72
L

4 ExperimentalUnit (G5 BiAi7)
X, WEIZ—->0 BiologicEntityPart
(EM R EIRD—ER) [c kv &
i S HHEETH D, &
BiologicEntityPart (ZE#)=#) 32K
D—F) 1%, FEZ—2 kD
ExperimentalUnit (GRERHENT) & L
THERET 5.

7% . ExperimentalUnit (GRERHLAT)
\Z1Z. BiologicEntity (=¥ %E
&) . BiologicEntityGroup (“E#°#
HIER T N—T) |
BiologicEntityPart (“E4)2#H)E MR
?D—HB) . BiologicSpeciment (4=
WRRIAR) . Product (i) |
ProductGroup (#5277 /L—7") M3
0D,

Constraints (#/#7)

Inverse Relation G¥ifHBEd) : &L
THERES %
Common Sub-Domain::ExperimentalUnit Attributes
(FF V7 AL 2 AGBEL B
& 1t ZAT /J—h
identifier public : FUBR B O A ME 2 ML DA DR T, BlAIE, RBROS
DSET<II> g7
GYlSe T Y w7 Map:HL7SP = 'ExperimentalUnit.id'
DSET<II>
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B ZAT J—h
subgroupCode public : i % DFFAT E T2 IR D 128D DY) — o R 7 v — 7" O]
CD ZHHEIC T D720l a— M- fi, #121%. National
. ) R o _ Cancer Institute CK[EI[E 223 AWFZERT : NCI) 12331F % Clinical
Y7 IN—=7a—=F 2:\D7 ke Data Update System (/K7 — % H#is X7 L : CDUS) #45,
Map:C3PR = 'StudySubject.subgroup'
Map:CTOM = 'StudyParticipantAssignment.subgroupCode'
actualIndicator public : RERHN N EIE (FR) 2 (o) RA»ZHIECT 5,
BL
) Map:HL7SD = 'ExperimentalUnit>ExperimentalUnit2(choice
FEROFERE T T box).determinerCode'
BL
statusCode public : BRI ORRE A I T 2 7odic o — Me S e i, iz
CD L FERT. B L, PREEL P RT. IESD,
RE=— K TV w7 Map:HL7SP = 'ExperimentalUnit.statusCode’
CD
statusDate public : BRI OMREEIVHES N H ()
TS.DATETIME
) Map:HL7SP = 'ExperimentalUnit.statusCode'
MRHE B AT T T
TS.DATETIME

Tagged Values (& 21 & (&)

Map:HL7SP = ExperimentalUnit.

6.8 Common Sub-Domain::HealthcareProvider
(HBYTRA Y ERIZESE)
public Class:
ftha DS R E - IXEIE IR 2 29 5 B CERE - MBI AT DA, 1BHE OEBIRBER-CERKRE 2 &0
HPARREE T, BEARILT 2720 0EMNReRr, B, TOMOAR., 57 A,
Common Sub-Domain::HealthcareProvider Connections
(V7 FAA 2 [EREHEE =axo23)
aRxyH Y—2 ¥ —7 v b /J—Fh
/Association HealthcareProvider Person - HealthcareProvider (FEJEHEAL
is a function performed by +performed +performing Y 1. B2 14 o Person (M)

i
Lk ESh HHETH D

0..*, unordered, none

R
+ 30 XA D

L

0.*, NEFFATF 72 L,

1, unordered, none IR0 RMESNHHIETH D, &

Person (N) 1%, FElc—oLL Eo
HealthcareProvider ([EJEHRiLs)
& LCHERET D,

N

+E T 5

7. BRI L, AL
Constraints _(#/#7)
Inverse Relation G¥iFHEE)
THERET 2

e L

Tagged Values (¥ 21 & f5)
Map:Lab: Investigator.name
Map:Lab: Investigator.dateOfBirth
Map:SDTM 1G: DM.INVNAM
Map:Lab: Investigator.initials
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axs ¥

J—2A

¥—5 v b

/—k

/Association
is a function performed by

B
(XD EfSNDEETH D

HealthcareProviderGroup

HealthcareProvider

Member
+performed
0..*, unordered, none

EREME L — R

+performing
1, unordered, none

R A

[BA=1

+ N S D

0.*, MEFF{FHIF72 L,
L

73

+3 N3 5
1. EFEAFIF7Z2 L, 7L

% HealthcareProviderGroupMember
(EFRILE 7 — Tk B)

X, ®IZ 144 D HealthcareProvider
(EFRALEE) 2LV FEmEND

FEHE Cd %5, 45 HealthcareProvider
(EFRMLEE) 1%, Rlc—2Lk

@ HealthcareProviderGroupMember
(EFRLE 7 — TRk R) &

L THERET 2,

Constraints (7#/#7)

Inverse Relation G¥iFERE) : & L

THERES

/Association
is a function performed by

B
ICE D EESNOEETH D

DocumentAuthor
+performed
0..*, unordered, none

SR

+ N S AL D

0.*. MERAHT7Z2 L.
L

7R

HealthcareProvider

+performing

0..1, unordered, none
=R

+IENET 5

0.1, EFFFHTZ2 L, 72
L

4% DocumentAuthor (SCE )
1. BEIZ 14 @ HealthcareProvider
(BRI Ik vEREND
WSRECTd 5, 4% HealthcareProvider
(BRI 13, Bl —oLlE
@ DocumentAuthor (CEEH) &
L CHBET %,
7% : DocumentAuthor (SZEZE#)
WL OWT D 14 DO B0 5
Z &N TE 5 : ResearchStaff (B
JEA K v 7) | Subject (HZBR
#) . AssociatedBiologicEntity (B
95 AW FRIFER) |
HealthcareProvider (&L
) .

Constraints (#/#7)

i
=

IC& Y HEfESNDKEETH D

0..1, unordered, none

AR BR R
+FHEfE SN D

0.1, lEFFfFITZ2 L,
L

VAN

0..1, unordered, none

[ ARt

+3 N9 5

0.1, EFFfTITZ2 L, 72
L

Inverse Relation GIifHPH) : &L
THERET D
/Association StudyL egalSponsor HealthcareProvider - StudyLegalSponsor (VA FAER K
is a function performed by +performed +performing WEE) 1. Rl 14 0

HealthcareProvider (/& (L E)
IRV ESNHEETH D, &
HealthcareProvider ([EJ&HE{LE)
%, RElz—->d StudyLegalSponsor

(LR ERIKIEE) & L Chae
Do

Constraints (#/#7)
Inverse Relation (GG¥iFHR)

&L

THERET D
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B
(XD EfSNDEETH D

+performed
0..*, unordered, none

L 5 R A

0..1, unordered, none

R A

+ 30 XA D

L

0.*, NEFFATIF72 L, 720.1,

+3 N3 5
NEFEAH T 722 L. 72
L

axy ¥y Y —2R F—Fv b =k
/Association RequlatoryApplicationSp [HealthcareProvider - RegulatoryApplicationSponsor
is a function performed by onsor +performing L Y J=5 R 2B )

14, @ HealthcareProvider (FERHE
M) XV EBSINHHEETH
%, 4% HealthcareProvider (&2
it 1%, R —oLl ko
RegulatoryApplicationSponsor (il
Y EHKTEE) & L CHRe

2o

Constraints (#/#7)

is a function performed by

=

&g

LV FEMSNDERETHD

+performed
0..*, unordered, none

+performing
0..1, unordered, none

AR [y i
+ 3 0E XA D +EET D
0.*, JEFAHFZR L. 720.1, JEFAT 2L, 7

Inverse Relation G¥FHBE) : & L
THERES 5
l/Association HealthcareProvider HealthcareFacility - HealthcareProvider =37
staffs +staffing +staffed =) oD
0..*, unordered, none 1, unordered, none HealthcareFacmty (EREHR) D A
. 4 Xy 7B, &
i =N y N
bk _ My [E AR = HealthcareFacility (= fiinx
ALy TITI D AL Y TITIRD ALy TERFAND 12 1 44 LA _F.@ HealthcareProvider
0.*, NEFFfHFZ2 L, 720, NEFEFTITZ2 L, 72 L (BERHRLE) &2y 7 & LT
L = ALD,
Constraints (#/#7)
Inverse Relation G¥FHBE) : 2 A
Xy 7L LTRITAND
IAssociation StudyInvestigator HealthcareProvider % StudylInvestigator (FRERE(TH)

X, BEFIZ 144 @ HealthcareProvider
(ERHRAEE) ICL v EESnb
METdH D, 4 HealthcareProvider
(EgRiE) 1%, Biic—oLl k
@ Studylnvestigator (FABRE(TLH)
& LTHERET %,

Version 1.0

L L
Constraints (#/#7)
Inverse Relation G¥FHBE) : & L
THERET D
Tagged Values (¥ 21/ & fd)
Map:HL7SP: Investigator
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lEsBES

ICE D EESNOEETH D

0..*, unordered, none

R

+ I <A D

0.*, EF-FHFZ2 L., 72
L

0..1, unordered, none

= ARt
+ I 5
0.1, EFFFHTZ2 L, 72

L

axyH J—R Z2—5 v b /—h
/Association /Assessor HealthcareProvider % Assessor (FEAMiFE) 1. KFIZ 1
is a function performed by +performed +performing 4 @ HealthcareProvider (&4t

F) ICL Y EESILHHERETH
%, 4% HealthcareProvider ([
f35) 1. FRZ—o2Ll ko
Assessor (FFA#) & L CHERE
2o

1 : Assessor (FEAME) 1LLLF D
WTND—DDHPHH T BT
% % : ResearchStaff (BF42A % v
7) . Subject (B - ¥) |
IAssociatedBiologicEntity (EH# 42
M ER) |
HealthcareProvider (Rt

) . OversightCommittee (E5#iZ:
54%) . Laboratory (FfEMA
=) . Device (B&2%) .

Constraints (#/#7)
Inverse Relation (YA RH)
THERET D

&L

IAssociation
is a function performed by

B35

XD EfSNDEETH D

StudySitelnvestigator

HealthcareProvider

+performed
0..*, unordered, none

+performing
0..1, unordered, none

0.*, EFEFHFZR L, 72
L

BB R B BT BRI CE
223 + 325
+5E0E XA D 0.1, JEFFHTZ2 L, 72

L

4% StudySitelnvestigator (FX5% 3 i
MERX BT 1L, FRC 140
HealthcareProvider (/&L E)
IV ERESNLEETH D, &
HealthcareProvider (/&L E)
X, FRlZ—2LED
StudySitelnvestigator (FAER 3 H it
B E(TLE) & L CT#RET 2,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)

&L

THERET D

Common Sub-Domain::HealthcareProvider Attributes

(YT F AL 2 ERIERE  BIE)

Bt AT J—h
identifier public ESRRAE OMAPEA RS B HA O, #l21E, NCI#R
I SR T %%k (National Cancer Institute Principal Investigator
" o _ IdentifierNumber [>K[E|[E3775 AMFERT L alBR 55 (14 w0 &
AT AR 1) T ERRBREN AR 6 N ERTIC R LT D 4T
Sy (Y 9l o
Map:COPPA = 'HealthCareProvider.identifier'
Map:CTOM = 'Investigator.ncildentifier'
Map:Lab = 'Investigator.identifier'
certificateLicenseText public : ERARALE DB A LIl L7 30528, Bl 20T, ERS e
ST o
RS REIRRE N NTY w7 Map:AE = 'Reporter.qualificationForReporting'
ST Map:COPPA = 'HealthCareProvider.certificateLicense Text'
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postalAddress public : WV ) 7B LKE ) Ze IR AR L (R A 2 T DI T % R
AD LR
B (560G T w7 Map:COPPA = 'HealthCareProvider.postal Address'
AD
telecomAddress public : EREREE OB DEE., 77 v I A, BFA—NVERET
BAG<TEL> L DIMERT 28T £ ‘DC%O)]EUO
CREiEEE T Y w7 Map:COPPA = 'HealthCareProvider.telecomAddress'
BAG<TEL>
effectiveDateRange public : R AL (RS T & 5 B RO,
IVL<TS.DATETIME>
) Map:C3PR = 'HealthcareSitelnvestigator.statusDate'
NT Y T Map:C3PR = 'HealthcareSitelnvestigator.statusCode'
A0 7e B AT IVL<TS.DATETIME> [Map:COPPA = 'HealthCareProvider.statusCode'
Map:COPPA = 'HealthCareProvider.statusDateRange'

Tagged Values (& 211 &1E)
Map:COPPA = HealthCareProvider.

erCode.

Map:CTOM = Investigator.streetAddress.
Map:CTOM = Investigator.telecomAddress.
Map:CTOM = Investigator.ethnicGroupCode.
Map:CTOM = Investigator.lastName.
Map:CTOM = Investigator.zipCode.
Map:CTOM = Investigator.birthDate.
Map:CTOM = Investigator.administrativeGend
Map:CTOM = Investigator.raceCode.
Map:CTOM = Investigator.countryCode.
Map:CTOM = Investigator.state.

Map:CTOM = Investigator.middleName.
Map:CTOM = Investigator.city.

Map:CTOM = Investigator.educationLevelCode.
Map:CTOM = Investigator.maritalStatusCode.
Map:CTOM = Investigator.phone.

Map:CTOM = Investigator.firstName .

Map:HL7SP = LicensedEntity.

Map:HL7SP = Investigator.
Map:Lab = Investigator.dateOfBirth.
Map:Lab = Investigator.initials.
Map:Lab = Investigator.name.

Map:SDTM I1G = DM.INVNAM.

6.9 Common Sub-Domain::Material

(XBEHIT KAV PHE)

public abstract Class {root}:

WIEE) IR,

B 2L, HAI B, BRI,

Common Sub-Domain::Material Connections
(HFV T FAL 9 = X2 3)
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axy ¥ J—R 2= v b /—Fh

Generalization BiologicSpecimen Material

source > target Child Parent

vkl AV AR ME

V— A > H—Ny b 1 o

Generalization Product Material

source > target Child Parent

V= A > B =S K £ B

Common Sub-Domain::Material Attributes

(Y7 F AL B BIE)

& 1t ZAT /J—h

identifier public : B OMAVEEZ LT DEA O E, flxiX, @mLES,

DSET<II> kR S LEE
CulEs T w7 Map:AE = 'Device.catalogNumber'
DSET<II> Map:AE = 'Component.batchNumber'
Map:AE = 'Device.otherNumber'
Map:AE = 'Device.serialNumber'
Map:AE = 'Device.modelNumber'
Map:AE = 'Ingredient.batchNumber
Map:COPPA = 'Product.identifier’
Map:COPPA = 'Device.identifier'
Map:COPPA = 'Drug.identifier'
Map:COPPA = 'Biologic.identifier'
Map:COPPA = 'Cosmetic.identifier'
Map:COPPA = 'Material.identifier'
Map:COPPA = 'FoodProduct.identifier'
Map:CTOM = 'Specimen.sampleldentifier'
Map:Lab = 'Specimen.identifier'
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B 1 AT

/—h

name public :
DSET<TN>

DSET<TN>

22N T

BT 2 FEEAR O SCEIC K DR B ZIE, LRI
D RFRER B3 2 16 HREE,

Map:AE = 'Ingredient.name’

Map:AE = 'Product.name’

Map:AE = 'Component.name’
Map:COPPA = 'Device.name'
Map:COPPA = 'Product.name’
Map:COPPA = 'Device.alternateName'
Map:COPPA = 'Biologic.name’
Map:COPPA = 'FoodProduct.alternateName'
Map:COPPA = 'Drug.name’
Map:COPPA = 'Cosmetic.name'
Map:COPPA = 'Drug.nameCode’
Map:COPPA = 'Biologic.alternateName'
Map:COPPA = 'FoodProduct.name’
Map:COPPA = 'Cosmetic.alternateName'
Map:COPPA = 'Material.name'
Map:COPPA = 'Drug.alternateName'
Map:CTGOV = 'Other Names'
Map:CTOM = 'Agent.name’
Map:HL7SD = 'Product.name’
Map:SDTM IG = 'CM.CMDECOD'
Map:SDTM IG ='SU.SUDECOD'
Map:SDTM IG = 'EX.EXTRT'
Map:SDTM IG = 'CM.CMTRT
Map:SDTM IG = 'SU.SUTRT'

formCode public :
CD

Y = — I
CD

TV w7

WEOIRRE, EEHEICT Do0lla— MeshicfE,
AFE R IR, KR SRR B, S

Map:AE = 'Component.formCode'
Map:AE = 'Product.formCode'
Map:COPPA = 'Cosmetic.formCode'
Map:COPPA = 'Device.formCode'
Map:COPPA = 'Material.formCode'
Map:COPPA = 'Biologic.formCode'
Map:COPPA = 'Product.formCode'
Map:COPPA = 'FoodProduct.formCode'
Map:COPPA = 'Drug.formCode’
Map:CTOM = 'AgentOccurrence.formCode’
Map:HL7SD = 'Product.formCode'
Map:SDTM IG = 'EX.EXDOSFRM'
Map:SDTM IG = 'CM.CMDOSFRM'
Map:SDTM IG ='SU.SUDOSFRM'
Map:SDTM |G = 'LB.LBSPEC'

actuallndicator public :
BL

EX'NOFi=E
BL

T

WENEIE (FFR) 2 (—H0) K> ZWkIZT D,

Map:Unknown = 'Defer to BRIDGv3.1'
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B ZAT J—h

description public : WV D SCEIZ X DRI,
ST

B ) Map:COPPA =

RLIR T T 'ObservationalStudyProtocol.biospecimenDescription'
ST Map:COPPA = 'Material.description’

Map:COPPA = 'Drug.description’
Map:COPPA = 'Biologic.description’
Map:COPPA = 'Product.description’
Map:COPPA = 'FoodProduct.description’
Map:COPPA = 'Cosmetic.description'
Map:COPPA = 'Device.description'
Map:CTGOV = 'Biospecimen Description'
Map:CTOM = 'Agent.descriptionText'

effectiveDateRange public : VB MER T A Ao,
IVL<TS.DATETIME>
Map:COPPA = 'FoodProduct.statusCode'

T T Map:COPPA = 'Drug.statusDateRange'

H5h7e B AT IVL<TS.DATETIME> [Map:COPPA = 'Material.statusCode'

Map:COPPA = 'Product.statusCode'

Map:COPPA = 'Drug.statusCode'

Map:COPPA = 'Product.statusDateRange'
Map:COPPA = 'Biologic.statusDateRange'
Map:COPPA = 'TherapeuticAgent.StatusCode'
Map:COPPA = 'Device.statusDateRange'
Map:COPPA = 'Cosmetic.statusCode'

Map:COPPA = 'FoodProduct.statusDateRange'
Map:COPPA = 'TherapeuticProduct.statusDateRange'
Map:COPPA = 'Cosmetic.statusDateRange'
Map:COPPA = 'Biologic.statusCode'

Map:COPPA = 'Material.statusDateRange'
Map:COPPA = 'Device.statusCode'

Map:CTOM = 'StudyAgent.statusCode'

Map:CTOM = 'Agent.statusCode'

Map:CTOM = 'StudyAgent.statusDate'

Tagged Values (& 2ff & (&)
Map:COPPA = Material.

6.10 Common Sub-Domain::Organization

(FEH T FA A )

public Class:
OB (EEE, BN, BUEMRE) OFOILEF > ANERIFEBO ERX 7/ v —7B L O0ZE0 BN %
FET B ODA L TIFTANT T F v —,
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Common Sub-Domain::Organization Connections

(F Y 7 FAL Mg 279 )

axz ¥ =R Z—=7v b /—h

/Association Registry Organization % Registry (L& B U —) (%,
is a function performed by +performed +performing H 12— Organization (R

Bt
LRV ER S HHIETH D

0..*, unordered, none

LYA R —
+5E0E XA D

0.*. JEFFfHT72 L,
L

73

1, unordered, none

iEERi
+ I 5
1. EFEfFF72 L., 7L

WKV ERESNLIEETH D, &
Organization (fHf%) 1%, FplZ—>
Ll o Registry (LA KU —)

& LTHERET D,

Constraints (#/#7)
Inverse Relation (G RH)
THERET D

&L

IAssociation
is a function performed by

o
=

&V HEfE SN DOKRETH D

Performer
+performed
0..*, unordered, none

S fi A

+ I S D

0.*, NEFfFHF72 L,
L

VAN

Organization
+performing

0..1, unordered, none

LR

+3 N9 5

0.1, EFFfTITZ2 L, 72
L

% Performer (FEfE#) 1%, FElZ—
> Organization (H#%) (2 XV
Fi SN OHHERETH D, &5
Organization (fHf%) 1%, FfplZ—>
Lo Performer (£fE#) & LT
HERET 2,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)

THERET D

&L

JAssociation
is a function performed by

Memberlnstitution
+performed
0..*, unordered, none

Organization
+performing

1, unordered, none

4% Memberlnstitution (£ Efiizx%
L. #IZ—->® Organization (#1
) I ERINDHBEETH
%, % Organization GRHA%) 13,

B = B ER A N -
o o =R ey fRf (2 —-D>LL [ Memberlnstitution
CE Y RSB ETH S IS D e N ey Merberinatu
0.% MEFFFHF 72 Ly 7oL, JEFRFFI 2L, 2L |7 ’
L Constraints (#/#7)
Inverse Relation GUfifHBE) : &L
THERET 2
/Association OrganizationalContact  [Organization - OrganizationalContact (FHkE S
handles communication for +supporting +supported SERE N S R 17))
0..*, unordered, none 1, unordered, none Organization (i)~ % 4L
; Gt e AL e g P95, 4 Organization GHH#%
P o e T e, T Orgenization. (R
O LD SRS D FEE ST D OrganizationalContact G EL#E 8
0.*, NEFHTFZ2 L. 220, NEFFAHIT7Z2 L, 7oL o) S A LR L2
L/ e o
Constraints (#/#7)
Inverse Relation (G¥ifHBE) : (C2E
S E L N D
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Bt
LRV ERShHHEETH D

0..1, unordered, none

g R AR A =

+ I <A D

0.1, EFFfHTFZ2 L, 72
L

1, unordered, none

LR
+ I 5
1. EFFfFIF72 L, 72 L

axy ¥ V=R =5y /—k
/Association Laboratory Organization % Laboratory (EEIRRA=E) 13,
is a function performed by +performed +performing 12— Organization (#1##%)

WLV ERINIERETH D, &
Organization (i) 1. FFIZ—D
O Laboratory (EfRiRArE) & L
THEBET 5.

Constraints (#/#7)

Inverse Relation G¥FABE) : & L

THERET 5

Tagged Values (& 211 & &)

Map:Lab: CentralLaboratory.name
Map:Lab:
PerformingLaboratory.identifier
Map:Lab:
PerformingLaboratory.name

IAssociation
is a function performed by

i
ICkVESh HHETH D

CooperativeGroup

+performed
0..1, unordered, none

LR —7F
+IE0E XA D

0.1, lEFFfTIT 72 L,
L

VAN

Organization
+performing

1, unordered, none

LR

+FNE T 5

1, NEFEfTT 72 L, 72 L

4% CooperativeGroup (3:[7] 7' /L—

7) 1X. #IZ—->% Organization
i) 12 & FEhi = DR T

&5, % Organization (FH##%)

X, WFIZ—-2> CooperativeGroup
LRI 7 NV—7) & L THRES

Do

Constraints (#/#7)

Inverse Relation G¥FHBE) : & L

THERET D

JAssociation
is credentialed by

CooperativeGroup
+credentialed
0..*, unordered, none

Organization
+credentialing

1, unordered, none

% CooperativeGroup (3:[7] 7 /L—
7) 1%, W iZ—->? Organization
() ICERBESND, &

\ L \ Organization (L) 1%, Hz—o
it S A ik L/lr ilgl)zacgznpeitij/%();roup jﬂ:ﬁ 7
ICERRRTE SN D +HERGERIE S ND +HERRET D ) R TS -

0.*, NEFAHFZR L, 7L, JEFEFTFRL, 2L T °
L Constraints (7##7)
Inverse Relation G¥FABY) : &H&
RET D
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Bt
LRV ERShHHEETH D

0..1, unordered, none

RS

+ I <A D

0.1, EFFfHTFZ2 L, 72
L

1, unordered, none

LR
+ I 5
1. EFFfFIF72 L, 72 L

axy X J—2R 22— v b /—h
/Association OversightAuthority Organization 4% OversightAuthority (FZtHAEE)
is a function performed by +performed +performing L. ®IZ—->® Organization (%1

W) IZ XV EEINDEETH
%, 4% Organization GHLAR) 13,
ElZ—-> 0 OversightAuthority (B
fAkER) & L CHERET D,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)
THERET D

&L

Tagged Values (& 71/ & i)
Map:AE:
IAuthorization.responsibleAuthority
Map:CTOM: Protocol.monitorCode
Map:AE:
IAuthorization.authorizationHolder

JAssociation
is assigned by

i
ickVEY B THERD

StudySubjectldentifier

Organization

+assigned
0..*, unordered, none

BB ST
D M T HRLD

+assigning
0..1, unordered, none

i ik
+EID TS

% StudySubjectldentifier (GRER% 5
kAT I, RRIZ—2 D
Organization (fHf%) (2 XV HEID 4
TbHhbid, % Organization (f
W) 1 X, B2 Eo
StudySubjectldentifier (FRER%} 5%

L

L

% 1@$HHﬁL\&%Lﬂ@$ﬁU&L\& B A Y 4TS
Constraints (7#/#7)
Inverse Relation G¥FHBE) : &IV
BThH
/Association StudySite Organization % StudySite GRUERSEREMY) 13,
is a function performed by +performed +performing 12 —-> Organization (k)
0.., unordered, none  0..1, unordered, none CE D ESILARETH D, &
AL U S o D suaysie (RS
Tk ) EHSNDIKAETH D pERIND RS AT i
0.*, JEFfHF722 L, 720.1, JEFFHTFZR2 L, 72 :

1« StudySite  (FRER It i 5%

I%. HealthcareFacility (ZE#Hiz%)
%7213 Organization GiH#k) (2[4
HTAHEENH D (StudySite [FR
B Ehifitisx] & L CTHY
HealthcareFacility [E#fEix] & L
TTIEZRWY)

Constraints (7#/#7)
Inverse Relation (G¥i+HBS)

THEET S

e L

Tagged Values (& 211 & f&)
Map:SDTM IG: DM.COUNTRY
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lEsBES

ICE D EESNOEETH D

0..1, unordered, none

P AT
+ I S D

1, unordered, none

R
+ N9 %

axy ¥ V=2 =5y /—Fk
/Association Distributor Organization % Distributor (BdAn#) 1%, #IZ
is a function performed by +performed +performing —->( Organization (#H#%) 1= &

DEMESNDHEETH D, &
Organization (HHf%) (X, FFlZ—>
O Distributor (B2ffi#) & LT
EERRAR

65

0.1, AT L, 220, NEFAHTF7Z2 L, 72 L
L Constraints (7/#)
Inverse Relation GFFHBEE) : &L
THgRET %
/Association OrganizationPart Organization % OrganizationPart (#Hi#k D> —6)
is a function performed by +performed +performing IX. #IZ—->? Organization (i
0..1, unordered, none 1, unordered, none @) IR ER SN AT
. ot o %, 4% Organization GiERR) 1%,
LR S . Lf&? it —#Eﬁ%k,_ (2 —-> 0 OrganizationPart ik
0.1, AT 7Z2 L, 7220, EFAHTZR L, 2L °
L Constraints (#/#7)
Inverse Relation GiAHBE) : &L
THERET 2
Tagged Values (& 21/ & fi#)
Map:AE:
Receiver.organizationDepartment
/Association ResearchOrganization  |Organization - ResearchOrganization (#fF4CHH
is a function performed by +performed +performing #%) 1. #iZ—->® Organization
0..1, unordered, none 1, unordered, none GRS 1= L0 Efish kR T
. o o » 5, % Organization (FHfR)
it AL i1 ol
Ik EENHMIEETH D pEMEND +E i 5 - - st
ResearchOrganization (A/FZEHEi%
0.1, WEFEHH A L, AL MUEHI R L, 7L [ oo L)
[/ o
Constraints (#/#7)
Inverse Relation GFFHBEE) : &L
THgRET %
/Association OrganizationPart Organization % OrganizationPart (#Hif#k D> —6)
has as parent +subdividing +subdivided IX. #1Z—->0 Organization (i
0..*, unordered, none 1, unordered, none @) Al LTET. &
. Organization (fHf%) 1%, FflZ—>
ESpE: GrEL ik D — 36 Rk . - 0 i
- = — LI OrganizationPart (R D>—
B LT AR S TR S LD ) e i
0.%, NEFFfHT 72 L, AL, JEFATRL, 2L | °
L Constraints _(#/#7)
Inverse Relation (AHBE) : DBl
Thd
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axs ¥

J—2A

¥—5 v b

J—F

/Association
is a function performed by

B
(XD EfSNDEETH D

RegulatoryApplicationSp

Organization

onsor
+performed
0..*, unordered, none

L 5 R A O

+performing
0..1, unordered, none

SR

+ 30 XA D
0.*, JEFFHF 2L, 72
L

+3 N3 5
0.1, EFFfHTZ2 L, 72
L

- RegulatoryApplicationSponsor
GRS R R IRIEE) 13, Wi
—->¢ Organization (ifk) (2%
DIEMSNDEETHD, &
Organization (fHf%) 1%, Hiz—>
LB
RegulatoryApplicationSponsor (il
YR HFEKEE) & L TR
%,

Constraints (#/#7)

Inverse Relation G¥iFERE) : & L

THERES

/Association
is a function performed by

B
ICE D EESNOEETH D

Manufacturer
+performed
0..1, unordered, none

U E

+ 30 XD

0.1, NEFFfHTF7Z2 L,
L

7R

Organization
+performing

1, unordered, none
hH

S fiT %
1. BT IF72 L, 72 L

% Manufacturer (L&) 13,
W2 —->? Organization (ff)
Wk ERSNLERETH D, &
Organization (fH#%) 1. HFIZ—
@ Manufacturer (R&E%E) &L
THERET 5.

Constraints (#/#7)

o
E

Juil
WLV ERSNOERETH D

0..*, unordered, none

(5B

+ I S D

0.*, NEFfHF72 L,
L

VAN

0..1, unordered, none

i

+3EN 95

0.1, EFfTITZ2 L, 72
L

Inverse Relation G¥ifHBEd) : &L
THERET S
/Association Studyl egalSponsor Organization - StudyLegalSponsor (VA FAER {1k
is a function performed by +performed +performing HEE) 1. Rl —o D

Organization (%) 12 &V Fhii =
L HBERETdH D, 45 Organization

GRS X, FEIZ—DBL B>
StudyLegalSponsor (VY FRER {1 #H
) L LTHERET D,

Constraints (#/#7)

Inverse Relation G¥#FHBE) : & L
THEHET D
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Bt
LRV ERShHHEETH D

0..1, unordered, none

[ PR i ¢
+ I S D

1, unordered, none

R
+ N9 %

axy X J—R 22— v b /—F
/Association HealthcareFacility Organization % HealthcareFacility (It 3%
is a function performed by +performed +performing L. #IZ—->® Organization (%1

W) 12k EhESILHHERETH

%, 4% Organization GHLAR) 13,

[EF1Z—-> 0 HealthcareFacility (&
i) & L CHERET D,

0.1, NEFFAFF 72 L, 7l JEFPAF T2 L, 7oL
L Constraints (#/#7)
Inverse Relation GFFHBEE) : &L
THERET
Tagged Values (& 71/ & i)
Map:HL7SP: EthicalCommittee.addr
Map:C3PR: HealthCareSite.name
Map:HL7SP: EthicalCommittee.name
Map:HL7SP:
EthicalCommittee.telecom
Map:Lab: HealthCareSite.name
Map:PSC: Site.name
Map:HL7SP: EthicalCommittee.id
/Association QualifiedPerson Organization - QualifiedPerson (H&HE)
is credentialed by +credentialed +credentialing IX. #1Z—->0 Organization (4
0..*, unordered, none 1, unordered, none @) ICERRSE SRS, &

. ‘ o Organization (#f%) 1%, FFZ 14
Eei@ . L‘g‘%%ﬁ % e UL _E o QualifiedPerson (& #&
Lk—,\%ﬁfﬂi éh}:) +£§\%ﬁ:ﬁbﬂiéhé +£§\$§E§\ﬂiﬂ<é %) %”ﬁi‘%g}gﬁiﬁ‘é

0.*, NERAFF72 L. 72l JERSAFIFZ2 L, 7L " °
L Constraints (7#7#9)
Inverse Relation G¥FHEE) : &%
RET D
/Association Documentldentifier Organization % Documentldentifier (SCE7#5
is issued by +issued +issuing 1) 1%, BEIZ—->0 Organization
0..*, unordered, none 0..1, unordered, none GGH&R) DA SND, &

. . . Organization GiHA%) 1%, EFlz—>
[ At ik BT £t
MO END +AZ T END +AA D °

0.*, JEF-FHFZ2 L. 720,01, JEFRAFIF2 L, 72 Constraints (7/#)
L L Inverse Relation G¥FHBE) : A3t
e
Tagged Values (& 7'/ & i)
Map:HL7SP: Licenselssuer
Map:Lab: Study.assigningAuthority
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is a function performed by

Bt
LRV ERShHHEETH D

+performed
0..1, unordered, none

U v — xRk

+ I <A D

0.1, EFFfHTFZ2 L, 72
L

+performing
0..1, unordered, none

LR

+ I 5

0.1, EFFFHTZ2 L, 72
L

axyH J—R ¥—5 v b /J—Fh
IAssociation ResourceProvider Organization - ResourceProvider (U V) — Z 24k

#) 1X. KEZ—->® Organization
GRS 1ok v FEhE s HHRET
&5, % Organization (FH##%)

X, EFIZ—->? ResourceProvider
(VY —2f2ftF) & L THne
Do

U Y — RREE T, Mk E
IRERIRIE OV hnicE b
bHEEBEZBND,

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERET 5

Tagged Values (& 217 & fd)

Map:CTOM: Protocol.sponsorCode

/Association
is a function performed by

Bt
LRV ER S HHEETH D

HealthcareProviderGroup

Organization

+performed
0..1, unordered, none

ERiEftE 7 —7

+ 30 XA D
0.1, EFFHF 2L, 72

+performing
1, unordered, none

e
+ I %

4% HealthcareProviderGroup ([£##%
FRUEE 7 v—7) 1L, #WIiZ—o0
Organization (HHf%) (2 &V FEha S
1L HBERETd %, 45 Organization
AR 1, ERc—o 0
HealthcareProviderGroup (&R 1iL
HIN—T) L LTHERET B,

L 1. JEFFAHF7Z2 L, 2L
Constraints (7#1#9)
Inverse Relation (¥fifABH) : & L
THERET D
IAssociation BiologicEntityldentifier |Organization % BiologicEntityldentifier (4%
is assigned by +assigned +assigning B ERRATF) 13, B o0
0..*, unordered, none 1, unordered, none Organization (%) 12k v &IV Y
e oe s ks )T [ Orgeriaaton (i
) W o gt k) 1, Kelc—2Ll ko
I HEID S TEND L BiologicEntityldentifier (ZE#)5H)
X DY HTEND 0.%, WEFHIF7 L, 7D 5T et ) S
L L. EREF R L, AL P " :

Constraints (#/#7)
Inverse Relation (G RH)
HBTH

)

Tagged Values (& 211 & fd)
Map:C3PR:
ResearchStaff.ncildentifier

Map:C3PR: Participant.identifiers
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axy ¥ J—R 2= v b /—Fh
JAssociation DocumentReceiver Organization % DocumentReceiver (3CEAZHH
is a function performed by +performed +performing ) X, ®IZ—->® Organization
0..*, unordered, none  0..1, unordered, none (FEEE) 121 EHE < A kkReT
e ScEmEE i i 65#5%:\ Erga&lﬁitgn (FHA%)
IR FERSNDOERETH D pEmIND + NI D Dc;cumentReceiver (S B )
0.% MEFFFHTZ L. 720.0, NP2 L 7 |y U CHsE T 7 iate
HE o
L L
Constraints (#/#9)
Inverse Relation G¥fHBEE) : &L
THERET D
Common Sub-Domain::Organization Attributes
(HFV T FAL M BIE)
B A /—k
identifier public : Rk O B M2 N D A DORL S, FlAE, BRRRA TIX
DSET<II> Clinical Laboratory Improvement Act/Amendment (i PR g 25 die it
- . 151 OWIE : CLIA) @ 1D,
lee T w7
DSET<II> Map:C3PR = 'OrganizationAssignedldentifier'
Map:C3PR = 'Organization.ncilnstituteCode'
Map:COPPA = 'Organization.identifier'
Map:CTOM = 'Protocol.monitorCode’
Map:HL7SP = 'Organization.id'
Map:HL7SP = 'EthicalCommittee.id'
Map:Lab = 'Organization.identifier'
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5143

AT

/—h

name

EapA

public :
DSET<ON>

T

DSET<ON>

RELAR (269 2 FEIE A O SCEEIC K D R

Map:AE = 'Authorization.authorizationHolder'
Map:AE = 'Authorization.authorizationHolder'
Map:AE = 'Authorization.responsibleAuthority’
Map:C3PR = 'InvestigatorGroup.name'
Map:C3PR = 'HealthCareSite.name'

Map:C3PR = 'Study.SponsorCode'

Map:C3PR = 'Organization.name’

Map:COPPA = 'Organization.abbreviatedName'
Map:COPPA = 'Organization.name'

Map:CTGOV ="'IND/IDE Grantor'

Map:CTGOV = 'Overall Study Officials - Organizational Affiliation'
Map:CTGOV = 'Sponsor’

Map:CTGOV = 'Responsible Party - Organization'
Map:CTGOV = 'Facility - Name'

Map:CTGOV = 'Board Name'

Map:CTGOV = 'Board Affiliation’

Map:CTGOV = 'Collaborators'

Map:CTGOV = 'Oversight Authorities'
Map:CTOM = 'Organization.name'

Map:CTOM = 'Protocol.sponsorCode’
Map:CTOM = 'HealthcareSite.name'

Map:HL7SP = 'EthicalCommittee.name’
Map:HL7SP = 'Organization.name'

Map:Lab = 'Organization.name'

Map:Lab = 'PerformingLaboratory.name’
Map:Lab = 'CentralLaboratory.name'

Map:Lab = 'HealthCareSite.name'

Map:PSC = 'Site.name'

Map:SDTM IG = 'EG.EGNAM'

Map:SDTM IG ='LB.LBNAM'

Map:WHO = 'Contact for Public Queries - affiliation’
Map:WHO = 'Primary Sponsor'

Map:WHO = 'Secondary Sponsor(s)'

Map:WHO = 'Source(s) of Monetary or Material Support'

typeCode

FiiH = —

public :
CD

T T

CD

RO FRIEZ Bl T 2 72 = — MME S v fil, 23,
A BUREER BUREBI /e £, EudraCT Of1 : EHAL, FEEF]

Map:PRM = 'Sponsor Organization Type'

actuallndicator

FERDFEAE

public :
BL

T

BL

RN RE (FFE) 2 (o) AN EHMEICT 5, Bz
I, AR IREBR O T A4 IR &R %2 729 KIND OF

(—FD) Mk TH 523, Good Health Hospital {3545 5 fifi f
(A% E & B 7= StudySite GRERFZSGERY) 72 & OfkD
INSTANCE OF (%) Th 5,

Map:HL7SP =
'R_AssignedEntity(Universal)_ COCT_RM_090000UV'
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B ZAT J—h
postalAddress public : RELARR |2 0 B Y LS ) A 15 A 2 T2 D A 9 2 RS O
AD
) Map:COPPA = 'Organization.postalAddress'
T 58 56 5% T T Map:CTGOV = 'Facility - Country’'
AD Map:CTGOV = 'Facility - State/Province'

Map:CTGOV = 'Facility - Postal Code'
Map:CTGOV = 'Facility - City'
Map:CTOM = 'Organization.postalCode'
Map:CTOM = 'Organization.countryCode'
Map:CTOM = 'Organization.stateCode'
Map:CTOM = 'Organization.city’
Map:HL7SP ='Organization.addr'
Map:HL7SP = 'EthicalCommittee.addr'
Map:SDTM IG = 'DM.COUNTRY"

telecomAddress public : R DEA DERE, 77 v 7 A, B A—NOREICHERT
BAG<TEL> DT EIIILTOWDL, Bz ;t“ %ﬁ@?ﬁf‘a}: L CO¥F

= = R , DOfAF DY, BIEESOREICIX, EH, M, #Ha— K3

B imiRsE e 7V 7 Gk LA TR B 7R, URmﬂﬁ%xwmm@ ol
BAG<TEL> %.

Map:COPPA = 'Organization.telecomAddress'
Map:CTOM = 'Organization.telecomAddress'
Map:CTOM = 'HealthcareSite.telecomAddress'
Map:HL7SP = 'Ethical Committee.telecom’

description public : HR D SCHIC & D FRE,
ST
} ) Map:C3PR = 'Organization.descriptionText'
RLIR VAV Map:C3PR = 'InvestigatorGroup.descriptionText'
ST Map:COPPA = 'Organization.description’

Map:CTOM = 'Organization.descriptionText'
Map:CTOM = 'HealthcareSite.descriptionText"

Tagged Values (& 271 fE)
Map:AE = Receiver.organizationDepartment.
Map:C3PR = Participant.identifiers.
Map:C3PR = ResearchStaff.ncildentifier.
Map:COPPA = Organization.
Map:HL7SP = EthicalCommittee.name.
Map:HL7SP = Study.performer2.
Map:HL7SP = Licenselssuer.
Map:HL7SP = EthicalCommittee.addr.
Map:HL7SP = Ethical Committee.id.
Map:HL7SP = Organization.
Map:HL7SP = Ethical Committee.telecom.
Map:HL7SP = Service Provider.
Map:Lab = PerformingLaboratory.identifier.
Map:Lab = PerformingLaboratory.name.
Map:SDTM IG = DM.COUNTRY.
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6.11 Common Sub-Domain::OrganizationalContact

(FEH T FA A o HBHERIBLSE)

public Class:
B ORF L LT RE R E 721320 D A,

Common Sub-Domain::OrganizationalContact Connections

(Y7 FA L 2 MBS E 27522 9)

axyx J—2R 2—7v b /—F
/Association OrganizationalContact  [Organization % OrganizationalContact - GkH kgL
handles communication for +supporting +supported FHME) (L. Lo
0..*, unordered, none 1, unordered, none Organization (i) oS % L
. e b A H3~%, £ Organization (REfE
it iR L . T Orgenization. (R
O E LT D SR D FUREST D OrganizationalContact Gk #6HH
0.*, AP L, 7220, NEFAHTFZ2 L, 7oL o) S A AL S 2
[/ =] o
Constraints (7#/#7)
Inverse Relation GHiFHES) : (23
R By IS)
/Association OrganizationalContact  |Person % OrganizationalContact (RIS
is a function performed by +performed +performing FH ) 3. RIS 14 O Person
0..*, unordered, none 0..1, unordered, none () 12X EfSNAKERETH
. . %o 4 Person (AN) 1%, FfiZ—>
R E R FH Y N . P
—E?@ — " —fﬂﬁﬁiﬁf&* EES Aﬁﬁ . L _E @ OrganizationalContact (5
0.% MAFFRFF72 L. 7200, WEFERRG 22 L, 72 |0 ’
L L Constraints (7#1#9)
Inverse Relation G¥FHES) @ & L
THERET D
Common Sub-Domain::OrganizationalContact Attributes
(HF V7 FA A 2 MRS E B
J]ea ZAT /—h
typeCode public : HAOEAS L Y OFFH A BRI T A 72Dl 2 — MM Ehiz
DSET<CD> i, Bz, 24, Woe, M#E, #iE, Review Board (A
B&) HigHYER L,
o — | <Y TEE) EEHYE R
DSET<CD> Map:COPPA = 'OrganizationalContact.typeCode'
Map:CTGOV = 'Board Contact'
title public : FLRAO E IO 2 R T AT, RRICHINL, Bk, Dhig/e &
ST DR E LTAICET D b0
ik 2 TV v Map:COPPA = 'Oraganizational Contact.title'
ST
primaryIndicator public : TR FEEE T 1 OMBLERE S E NS S E PRI T
BL 5,
EsEiSErA N7V w7 Map:COPPA = 'OrganizationalContact.primaryIndicator'
BL
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B AT —k

postalAddress public : % (ZGDRASE X L7 by ki3t ¥ S EEE RS b s APAY R YNt [ 5 b )
AD LA S,

T {H 5 5 N7V w7 Map:AE = 'ContactPerson.address'
AD Map:COPPA = 'OrganizationalContact.postal Address'

Map:CTGOV = 'Board Contact mailing address'

telecomAddress public : FRR ST L B DOEE OEE, 77 v 7 A, BLA =V &k
BAG<TEL> ET D DIMET DT EITLF O,

IR T Y Map:AE = 'ContactPerson.phoneNumber’
BAG<TEL> Map:C3PR = 'ContactMechanism.type'

Map:C3PR = 'ContactMechanism.value'
Map:CTGOV = 'Board Contact Phone'
Map:CTGOV = 'Board Contact Ext'
Map:CTGOV = Board Contact Email'

effectiveDateRange public : REROE A S B O EAS T X 5 HEFOEH,
IVL<TS.DATETIME>
Map:COPPA = 'OrganizationalContact.statusDateRange'
T v

A7 B A IVL<TS.DATETIME>

Tagged Values (¥ 21 & (&)
Map:AE = ContactPerson.name.
Map:AE = ContactPerson.
Map:COPPA = OrganizationalContact.

6.12 Common Sub-Domain::OversightCommittee
(HBY T ALV EREER)
public Class {leaf}

Extends: OversightAuthority. : (% E15#EE. )
StudySubject GRERXIZR) OHEF, LM, BaLERET 2 DIEYELNEOEE, T=F V7, Fh%E
1T 9 fEfk, AZEBSIF e b O StudySubject GREARTSR) T5EhE XA WFFTICxt 9 2R, MELR), A B
tRSRE A -3,
il 21X, Institutional Review Board (fiXN#AZEES : IRB) | MElEAES, WREMEEZER R L,
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Common Sub-Domain::OversightCommittee Connections
(Y7 FA L BEHRERSE 2772 5>)

[ESFES

ICE D EESNOIETH D

0..*, unordered, none

Rk

+5E0E XA D

0.*, EFEFHFZR L, 72
L

0..1, unordered, none

EREES
+RfET D
0.1, EFFFHTZ2 L, 72

L

axyx J—2R Z2—7 v b /—Fk
/Association /ASSessor OversightCommittee % Assessor (RFME) 13X, HFRIZ—
is a function performed by +performed +performing > OversightCommittee (BsfH 2%

Ba) X ERSNLEETH
%, 4 OversightCommittee (B4
KBS 1T, B2 ko
Assessor (FFAl#) & L CHERES
2o

E @ Assessor (FHME) 1ZELF D
WTID—DDIHRPHH T ERT
% % : ResearchStaff (BF42A % v
7) . Subject (BErE - ¥) |
IAssociatedBiologicEntity (EH# 42
M ER) |
HealthcareProvider (=42t

) . OversightCommittee (B5#iZs
H4>) . Laboratory (FGAmA
%) . Device (F#%) .

Constraints (#/#7)
Inverse Relation (Gifi+H[g)
THERET D

&L

is assigned by

Ha
bt

EvEvYETHENnD

+assigned
0..*, unordered, none

B S i it 5% B AR
+HED Y THND

0.*, EFEFHFZ2 L. 72
L

+assigning
1, unordered, none

iz Box

+E Y YT B
1. BT L, 7oL

/Association OversightCommittee StudySite %~ OversightCommittee (BsfiZEHR
oversees +overseeing +overseen ) 13, B oL Eo StudySite
0..*, unordered, none 0..*, unordered, none GREREMNR) #EHT 5, &
: S A H e S
e RS S i 2 suaysie USRI B
T LT 5 T ) OversighiCommittee
EHEZES) B,
0.*, AT 72 L, Z20.%, NEFPAHT 2L, 72
L L Constraints (#1/#7)
Inverse Relation G¥FHES) @ 108
Hand
/Association StudySiteOversightStatus (OversightCommittee % StudySiteOversightStatus (FR5k

s B R YL 12 ®iZ—o
@ OversightCommittee (1% 8
=) WLV EETHEND, &
OversightCommittee (E5fHZEE 2
X, B2l ko
StudySiteOversightStatus (5% 5 fiti
i B AR L) Z2EID T o,

Constraints (7#/#7)
Invariant (RZE5&(k)

cElY YT

%
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JAssociation
oversees

(Eshud

A A

OversightCommittee

HealthcareFacility

+overseeing
0..*, unordered, none

e e
LT

L

* JEFAHT AR L, R

+overseen
1..*, unordered, none

[ it

HEEH SN D
NEF-ATF 722 L, 72
L

S OversightCommittee (EHRZEE
=) X WiIC—o2l ko
HealthcareFacility (ZE#hts%) %
fH45, 4 HealthcareFacility (=
EhER) 1L, FEC—2Ll ko
OversightCommittee (F:tHZEE2Y)
B S LD,

Constraints (#/#7)
Inverse Relation G¥FABE) : (2B
tHans

Tagged Values (% 71/ & i)
Map:HL7SP: EthicalCommittee.addr
Map:HL7SP: EthicalCommittee.name
Map:HL7SP: EthicalCommittee.id
Map:HL7SP:
EthicalCommittee.telecom

Generalization

OversightCommittee

OversightAuthority

source > target Child Parent
AN R = B B
VA > B =4y b Kl o
Common Sub-Domain::OversightCommittee Attributes
(HF V7 FAA 2 BEHRERS BIE)
B ZAT J—F%
typeCode public : R ZER R OMEZ WIS T D720l a— Meah /- fE, fl
CD Z1%. Adjudication Committee CHiEZE%Y) . IRB. Data
) Safety Monitoring Board (7 — % Z&t=% 1V vV EH
Fik = — | T 5 | g
CD ’
Map:COPPA = 'OversightCommittee.typeCode'
effectiveDateRange public : FEAH T BN TEENd A B REO &P,
IVL<TS.DATETIME>
) Map:COPPA = 'OversightCommittee.statusCode'
STy T Map:COPPA = 'OversightCommittee.statusDateRange'
%7 B AT ELEE IVL<TS.DATETIME>

Tagged Values (& 271 fd)
Map:COPPA = OversightCommittee.
Map:HL7SP = Verifier.
Map:HL7SP = ServiceProvider.
Map:HL7SP = EthicalCommittee.
Map:HL7SP = EthicalCommittee.telecom.
Map:HL7SP = EthicalCommittee.addr.
Map:HL7SP = EthicalCommittee.name.
Map:HL7SP = Ethical Committee.id.
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6.13 Common Sub-Domain::Person (HE@EH T KFAAL 2 A)
public Class {leaf}
Extends: BiologicEntity. : (. £#FHIELK. )
NS
Common Sub-Domain::Person Connections
(T FAL N 2R q)
axRxy ¥ J—R ¥—5 v b /J—F
/Association Performer Person - Performer (32fE+4) 1%, W2 1
is a function performed by +performed +performing 4 @ Person (N) 12X EfESh

B
&V EESNOEETH D

0..*, unordered, none

£~y <Y
+ N S D

L

0.*, NEFfHF72 L,

7R

0..1, unordered, none

A

+ I 5

0.1, EFFFHTZ2 L, 72
L

HHHETH D, 4 Person (A)

1. Bz —LL o> Performer (32
M) & L CHERET B,

7 : Performer (3ZfiE3&) (% Person
(AN) . Organization GiHfE) .
Device (f23) OWFhsicEb
NbdEEZHND,

Constraints (#/#7)

Inverse Relation G¥FABE) : & L

THERET D

JAssociation
is a function performed by

QualifiedPerson

+performed
0..*, unordered, none

Person
+performing
1, unordered, none

% QualifiedPerson (& H%4)
%, FIZ 14D Person (N) 12X
DEMENOEETH D, &
Person (A\) 1Z, FRIZ—2LL ED

L

ESPES B EHE A o »
(X0 RSB T 5 PRI S el % QualifeaPerson (AT =&
0.*, AP L, 7220, NEFAHTFZ2 L, 7oL °
L Constraints (7#/#7)
Inverse Relation G¥FHBE) : & L
THERET D
/Association HealthcareProvider Person - HealthcareProvider (=it
is a function performed by +performed +performing ) X, Wi 14 @ Person (AN)
0..*, unordered, none 1, unordered, none CE D ESIAKIETH D, &
. . Person (A\) 1%, BRI —2LLED
&?@ i N % A . HealthcareProvider (B4R M)
WLV EESNAHETH D #FEESD +FENT 5 L LR 2
0.*, EFFfTF7e L, 220, BT IF7Z2 L. 2L °

Constraints (#/#7)
Inverse Relation (G¥iFHR)

THRRET D

&L

Tagged Values (& 271/ & i)
Map:Lab: Investigator.name
Map:Lab: Investigator.dateOfBirth
Map:SDTM IG: DM.INVNAM
Map:Lab: Investigator.initials
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Bt
LRV ERShHHEETH D

0..1, unordered, none

U v — xRk

+ I <A D

0.1, EFFfHTFZ2 L, 72
L

0..1, unordered, none

A

+ I 5

0.1, EFFFHTZ2 L, 72
L

axyH V=2 Z2—5 v b /—h
/Association ResourceProvider Person % ResourceProvider (U~ — A$EfH
is a function performed by +performed +performing E) 1. BRIZ 14 @ Person (N)

WXV EESNIHETHD, &
Person (A) 1%, Fflc—oD
ResourceProvider (1 V — 22

) L LTHERET D,

Constraints (#/#7)

Inverse Relation G¥FABE) : & L

THERET 5

/Association
is a function performed by

i
ICkVEShHHETH D

DocumentReceiver

+performed
0..*, unordered, none

SRS AEE

+ 30 XA D

0.*, EFfHFZ2 L., 72
L

Person
+performing
0..1, unordered, none

A

+3 N3 5

0.1, EFFfHTZ22 L, 72
L

%- DocumentReceivingPerson (3
SZREHE) 1. #IT 144D Person
(N) Ik EIhDHEETH
%, 4 Person (AN) 1%, Ffiz—
L _E @ DocumentReceivingPerson
(CEZEE) & LTHRET 5,

Constraints (7#/#7)

Inverse Relation G¥ifFERE) : & L

THERET D

Tagged Values (& 211 & f&)

Map:AE: Receiver.personName

/Association
is a function performed by

et
ICE D EESNOEETH D

ResearchStaff
+performed
0..1, unordered, none

WFGEA X >~ 7

+ I <A D

0.1, EFFfHTFZ2 L, 72
L

Person
+performing
1, unordered, none

A
+ I 5
1. EFFPfFIF72 L, 72l

% ResearchStaff (Aff3tA % v 7)
1. B2 14 o Person (AN) 12k
DEMINDHEIETH D, &
Person (N\) 1%, HFlZ—>D
ResearchStaff (3t A% > 7) &
L CHred %,

Constraints (#/#7)

Inverse Relation G#iFHBE) : & L

THERET 5

Tagged Values (& 21 & &)

Map:C3PR:
ResearchStaff.ncildentifier

JAssociation
is a function performed by

Fa
e

1
WLV ERSNOERETH D

OrganizationalContact

Person

+performed
0..*, unordered, none

R 2 5

+ i SN D

0.*, EF-fHFZ2 L., 72
L

+performing
0..1, unordered, none

A

+3N 95

0.1, EFFfTITZ2 L, 72
L

4 OrganizationalContact (REf#E &
PR ) 1%, FREIZ 144 @ Person
(N) Tk ESNDHHEETH
%, & Person (N) 1E. BRz—
LI b OrganizationalContact (i
G E) & L CHERET B,

Constraints (#/#7)

Inverse Relation G¥FABE) : & L
THERET 5
Generalization Person BiologicEntity
source > target Child Parent
LAk A W) SRR
J—A>H— b ES k)
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Common Sub-Domain::Person Attribute

(HFS T FAL N BIE)

IE1E3

AT

/—h

name

g2

public :
PN

T

PN

NSRS 2 HEE A OLEIT &L Dk, BlAE, A%, =
A Sl ANINENE SN

Map:AE = 'ContactPerson.name’

Map:AE = 'Reporter.personName'

Map:AE = 'Receiver.personName'

Map:C3PR = 'Person.lastName'

Map:C3PR = 'Person.middleName'

Map:C3PR = 'Person.maidenName'

Map:C3PR = 'Person.firstName'

Map:COPPA = 'Person.name’

Map:CTGOV = 'Overall Study Officials - Last Name'
Map:CTGOV = 'Central Contact - First Name'
Map:CTGOV = 'Responsible Party - Name/Official Title'
Map:CTGOV = 'Facility Contact - Last Name'
Map:CTGOV ='Investigators - First Name'
Map:CTGOV = 'Facility Contact - First Name'
Map:CTGOV =Investigators - Last Name'
Map:CTGOV = 'Central Contact - Middle Initial’
Map:CTGOV = 'Investigators - Middle Initial’
Map:CTGOV = 'Central Contact - Last Name'
Map:CTGOV = 'Facility Contact - Middle Initial'
Map:CTGOV = 'Overall Study Officials - Middle Initial'
Map:CTGOV = 'Overall Study Officials - First Name'
Map:CTOM = "Investigator.firstName'

Map:CTOM = 'Participant.lastName'

Map:CTOM = 'Person.lastName'

Map:CTOM = 'Investigator.lastName'

Map:CTOM = 'Participant.firstName'

Map:CTOM = 'Person.firstName'

Map:CTOM = 'Investigator.middleName'

Map:CTOM = 'Person.middleName'

Map:CTOM = 'Participant.middleName'

Map:Lab = 'Investigator.name'

Map:PSC = 'Participant.lastName'

Map:PSC = 'Participant.firstName'

Map:SDTM IG = 'DM.INVNAM'

Map:WHO = 'Contact for Public Queries - firstname'
Map:WHO = 'Primary Sponsor'

Map:WHO = 'Contact for Scientific Queries - middlename'
Map:WHO = 'Secondary Sponsor(s)'

Map:WHO = 'Contact for Scientific Queries - lastname'
Map:WHO = 'Source(s) of Monetary or Material Support'
Map:WHO = 'Contact for Scientific Queries - firsthame'
Map:WHO = 'Contact for Public Queries - middlename'
Map:WHO = 'Contact for Public Queries - lasthame'
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B ZAT J—h
initials public : AND4 ., 2 RR—2Dn, BEORYIOT,
ST X FAR—LADRVATIE, A=V % UE20FTH
= %L T w7 e
ST Map:CTOM = 'Participant.initials'
Map:Lab = 'Person.initials’
Map:Lab = 'Participant.initials'
Map:Lab = 'Investigator.initials'
raceCode public : FEGHEIRICBIR 22 < . RADRAE T 2 NFEAEIR 2 BRI
DSET<CD> T oIl a— Mo fE, %1%, National Cancer
) . Institute  CK[E[ESZAS AMFZERT) Tl A =— Fid Office of
M= — R AR EL Management & Budget ({TEZSHETHJE : OMB) M/KFR L7=7
DSET<CD> F ) TS
Map:C3PR = 'Participant.raceCode’
Map:COPPA = 'Person.raceCode'
Map:CTOM = 'Person.raceCode’
Map:CTOM = 'Investigator.raceCode'
Map:CTOM = 'Participant.raceCode’
Map:SDTM IG = 'DM.RACE'
ethnicGroupCode public : NFERYEPRICBEMR 2 <. RANRF T 2 BRIEAENR 2 B
DSET<CD> T DIl a— ReEnifE, #lziE, NCITld, Zhbo
. . N BRIR 7 NV —713 OMB 3G LT 1 7 VI HAS <,
Rig7n—"a—R T T
DSET<CD> Map:C3PR = 'Participant.ethnicGroup’
Map:CTOM = 'Investigator.ethnicGroupCode'
Map:CTOM = 'Person.ethnicGroupCode'
Map:CTOM = 'Participant.ethnicGroupCode'
Map:SDTM IG = 'DM.ETHNIC'
postalAddress public : TR 7086 2 D54 2 T2 O 4 2 g e
AD
Map:C3PR = 'Address.postalCode’
T {5 5164 T Map:C3PR = 'Address.stateCode'
AD Map:C3PR = 'Address.cityCode'
Map:C3PR = 'Address.countryCode'
Map:C3PR = 'Address.streetAddress'
Map:COPPA = 'Person.postalAddress’
Map:CTOM = "Participant.countryCode'
Map:CTOM = 'Person.state’
Map:CTOM = 'Participant.streetAddress'
Map:CTOM = 'Investigator.zipCode'
Map:CTOM = 'Investigator.streetAddress'
Map:CTOM = 'Participant.state’
Map:CTOM = 'Investigator.state'
Map:CTOM = 'Person.streetAddress'
Map:CTOM = 'Person.city’'
Map:CTOM = 'Participant.zipCode'
Map:CTOM = 'Person.countryCode'
Map:CTOM = 'Investigator.city'
Map:CTOM = 'Investigator.countryCode'
Map:CTOM = 'Participant.city’
Map:CTOM = 'Person.zipCode'
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B ZAT J—h
telecomAddress public : ANDEADOEE, 77 v 7 A, BFA—/VOREIHET S
BAG<TEL> HF RIS TOND, FlZiE, EiEosk s LTORTO
I o _ FLAG W, Eahdr s OFEICIE, E, i, Hlka— R3E
B BRI 7Y FNRTIUTR BV, URL RET A — b RIS
BAG<TEL> %.
Map:COPPA = 'Person.telecomAddress'
Map:CTOM = 'Investigator.telecomAddress’
Map:CTOM = 'Participant.telecomAddress'
Map:CTOM = 'Person.phone’
Map:CTOM = 'Investigator.phone’
Map:CTOM = 'Person.telecomAddress'
Map:CTOM = 'Participant.phone’
maritalStatusCode public : NDOFEFEN BB ZAfMICT 2720l a— RMeahi-fE, #i
CD X, BEEE. ZER. REE. BEMSe L
IRIARE LR = — K T Y Map:C3PR = 'Participant.maritalStatusCode'
CD Map:CTOM = 'Person.marital StatusCode'
Map:CTOM = 'Investigator.maritalStatusCode'
Map:CTOM = 'Participant.maritalStatusCode
educationLevelCode public : R A AR C T AT DI a— RMESnHE, flziE, &
CD A, AR, KA E
BlLoyba—R NTY v Map:CTOM = 'Investigator.educationLevelCode'
CD Map:CTOM = 'Person.educationLevelCode'
Map:CTOM = 'Participant.educationLevelCode'
primaryOccupationCode public : INAZ 155 FERIEB 2 ARICT 57-0lla— NMeahi:
CD i,
EERkE = — R N7V w7 Map:CTOM = 'PersonOccupation.primary TypeCodeSystem'
CD Map:CTOM = 'PersonOccupation.primary TypeCode'
occupationDateRange public : S NDOEFDORRM & T 2 AW 2 B RFOHIPH,
IVL<TS.DATE> 7 Bk2EIEL. A primaryOccupationCode (322 % = — K)
3% A O TV CRVRESS,
IVL<TS.DATE> Map:CTOM = 'PersonOccupation.startDate'
Map:CTOM = 'PersonOccupation.stopDate’
deathIndicator public : AT LTS 02 BRI 5,
BL
Map:CTOM = 'DeathSummary.deathDate(when date is not known
SE L FRAR T T but death is known)'
BL

Tagged Values (& 21 & (&)
. Map:AE = Person.

Map:AE = Person.numberOfSiblings.
Map:C3PR = ResearchStaff.ncildentifier.
Map:COPPA = Person.sexCode.
Map:COPPA = Person.
Map:CTOM = Person.administrativeGenderCode.
Map:CTOM = Person.birthDate.
Map:HL7SD = Person.
Map:HL7SP = Person.
Map:HL7SP = InvestigativePerson.
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Map:Lab =
Map:Lab = Person.dateOfBirth.
Map:SDTM I1G = DM.RACE.
Map:SDTM IG = DM.INVNAM.
Map:SDTM IG = DM.ETHNIC.

Investigator.dateOfBirth.

6.14

(HBYIT A VHER)

public Class {leaf}

Extends: Material. :
TFEL

(AR Sallas T

(H# YA )

CXuAEESNEERIIARLEY

Common Sub-Domain::Product

Bz 1, FDAIIHRGIRZROREGL Y 2 M2 Rd  BWHB IO NHEIRS ; IBEAAEREA] ; 7 L —FHR
PEMVE  HIRE - ALK« B CIRPRELE o IRy MR  HERS s B (o b, &) Lt hORM - 8
(EHA. FEEHEA) ;bR ; Xy ]\ﬁﬁuu ; ﬁ%%ﬁﬂﬁﬁtﬁlo

Constraints (#/#7)

Approved Invariant (RS FEZRLE)

Product.actualIndicator (85, D FHEESDFE)

RiX1TH D,

Distributor Qualifier (BdAiFE &A1) .

=True () TohivZ. Distributor EAE) ORED

Approved Invariant (R4 FZF1F) . Manufacturer Qualifier (L& 33 Efifi 1) .

Product.actuallndicator (55D FEEZDOFEHE)

DERIT1ITH D,

=True (E) THhiviE. Manufacturer (BLEHE) DR

Approved Invariant (7Z&i&FAZZE1F) . ManufacturingSite Qualifier (L& sk &R 1) .

Product.actualindicator (B D REEOFEIE) =True (B) ThiiE, ManufacturingSite (Fid&hEs%) @
Bdo BRI 1 TH B,
Common Sub-Domain::Product Connections
(VT FAL By 2R 5)
aRxy K V—2Z Z—7 v b /J—F
IAggregation Product ProductGroup 4% Product (#5h) 1%, FRlZ—2LL
is grouped by +grouped +grouping o ProductGroup (4 27 L—

source > target

EER)
7 N—ThEn 5
VA >H =5y b

1..*, unordered, none

=]
)

+ 7L —7hEnB

1% BRI L, 72

0..*, unordered, none

w5 —>
+7 N —7bT 5
0.*, EFFFHT L, 72

7)W= END, &
ProductGroup (B 7 —)
%, #lz—2LL o Product (Y
) EIA—bT A,

1..*, unordered, none

0..1, unordered, none

L L Constraints (7#/#7)
Inverse Relation GififHES) : 7 v
— 7135
Association Product Package % Product (i) 1%, FElZ—oD
is contained in +contained +containing Package (/X /7 —) IZHEN

% %\Package (RN r—)

. . [ Z—>LL_E® Product
. s, R o Za@ D roduct (%
WZEEND +E5 E D +E e °

1.* JEFEFHTZ L. 7201, NEFRfHTZR L, 72 Constraints (%/77)
L L Inverse Relation G¥itHES) : &
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0..*, unordered, none

0..1, unordered, none

axyH J—R Z2—5 v b /—h
/Association Subject Product % Subject (BKBRF - #) 1E. IFIZ
is a function performed by +performed +performing —->® Product (BLT) 12X v EfE

INHHRETH D, 45 Product (B
fh) 1, BRI Ll ko Subject

Bt
LRV ER S HHEETH D

0..*, unordered, none

+ I S D

L

0.*, NEFfHF72 L,

7R

1, unordered, none

U=
JIIIIZI

+ I N9 %

1. BT IF72 L, 72 L

S sk - 5 .
o & 0 RS D BT B b S 1L T % (Bl - ) & LCRiET 2.
0.% MAFFHF 72 Ly 720,10 WFPRT 72 Ly 78 \constraints (249)
L L Inverse Relation GHifABRE) : &L
THéREd %
/Association Manufacturer Product % Manufacturer (BLEZEFE) 13,
produces +produced +producing Wz —-oLL Eo Product (L) &
0..*, unordered, none 1..*, unordered, none B 2. % Product (HLSL) 1.
- N 1]
&5 +LE XD +HLET S °
0. % MERFAHTZ2 Ly Z8Lx WERAHT 72 Ly 72 s onstraints (##9)
L L Inverse Relation GFHRES) (2l
IRy I
/Association StudyAgent Product % StudyAgent GRERIE) (X, #iZ
is a function performed by +performed +performing —>® Product (BL5) 12XV Efi

SNDHEETH D, 4% Product (U
5 1. BRZ oL Eo
StudyAgent (FRERIK) & L CHERE
LR

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERES D

/Association
is a function performed by

B
XD EfSNDOHEETH D

ExperimentalUnit
+performed

0..*, unordered, none

BABR BT
+ 30 XA D

L

0.*, NEFFATF7Z2 L,

VAN

Product
+performing
0..1, unordered, none

1] =
JEID

+3 N3 5

L

0.1, MEFFHF7ZR L,

73

4 ExperimentalUnit (GRBR HiAi7)
1. BEIZ—2® Product (L) (1
XV FEHREINLERETHD, &
Product () 1%, FRlZ—2LLE
@ ExperimentalUnit (GRERHEAT) &
L CHERET %,

7 : ExperimentalUnit (GRER HLAT)
(2%, BiologicEntity (¥R
&) . BiologicEntityGroup (=4
B FE T V—T) |
BiologicEntityPart (ZE#)=#H)3E (K
?O—%B) . BiologicSpeciment (4=
WFRAR) | Product (B
ProductGroup (/% 7 /L —7) 23
0155,

Constraints (7#/#7)

Inverse Relation G¥iFERE) : &L

THERET D
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axy X J—R 22— v b /—F
JAssociation PerformedProductinvesti [Product - PerformedProductinvestigation
focuses on gation +investigated (FEfi S -8R 13, %l
+investigating 1, unordered, none — Product (BL5) 12 A B
0..*, unordered, none Th, 4 Product (Bdh) 1%, KIS
i SRR E I e T
IR EH TS RS RS B T L) O
0. WFFAHFZR L, 7afl, WFFHF AL, AL 20 HatR A
L/ o
Constraints (#/#7)
Inverse Relation GYAHBE) : D&
RTHD
/Association Submission Product % Submission (H1FE) 1%, HlZ—
has as subject +describing +described S@ Product (Bl5L) Z%tsic4
0..*, unordered, none 1, unordered, none %, % Product (L) 1. BRI —
. . S LL_ @ Submission (HEE) DOxf
P i 15 st i
R T D +ilik 3% Rl S LD °
0. % MEFH IR Ly 7oL, AR 72 Ly %2 L logngtraints (474)
L Inverse Relation (AHBEE) : D%t
G ChD
JAssociation ConcomitantAgent Product - ConcomitantAgent (ffF3K)
is a function performed by +performed +performing 1. WIZ—2® Product (H&h) 12
0..1, unordered, none 1, unordered, none LY ERSIAKIETH D, &
. X Product (8dh) 1%, KFlZ—>2D
ESpE: CIRAES it . v o e
i - i - ConcomitantAgent H#E) &L
(o D S S B MR T B b S R Concomiantagent ()
0.1, NEFFfHF7Z2 L, 720, EFRFHTZ2 L, 72l °
L Constraints _(7#/#7)
Inverse Relation GiAHBE) : &L
THERET %
JAssociation PerformedProductProble [Product ps
focuses on mDiscovery +involved PerformedProductProblemDiscovery
+involving 1, unordered, none (i S 7= 8L oo S H)
0..*, unordered, none L. Bz —o0 Product (L) (T
. . fESEH TS, % Product (LY
i S S 7 B D RS (R LR, T roduet (R
- A AR
CRREDLTS %—/_\ﬁ RS PerformedProductProblemDiscovery
s LT RL BL T (g s h - SR oRBERR) O
0.*, NEF-fHF72 L, 72 T h D,
L
Constraints (#/#7)
Inverse Relation GYAHBE) : D&
RTHD
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axyH J—2R ¥—5 v b /J—Fh
/Association ProductPart Product % ProductPart (5 @**B)
is a function performed by +performed +performing I Z—->® Product (F 5, J: )
0..*, unordered, none 1, unordered, none Ef SN ARETH S, & Product
(B X, BRlZ—oLl ko
E@@ itj @#45 JE'IIIIII 1 v
= ProductPart (Bdfho—#E) & LT
ICE Y ElSNOMETHD pESND S ey D
0.*, NEFFfHTZ2 L, 720, NEFEFTITZ2 L, 72 L ¢
L Constraints (7##7)
Inverse Relation G¥FABE) : & L
THERET D
/Association DefinedProcedure Product 5 DefinedProcedure (EFRx iz
uses +using +used TIE) 1. Bz —oLL Eo Product
0..*, unordered, none 0..*, unordered, none (BB ZAd 4%, 4 Product
(B X, FRZ—o2Ll ko
N 2 - Ui
R iES S AT IR Er DefinedProcedure (EFENT=F
5% TS i S W) Gl S,
0.*, EFFfHT 722 L. 720.%, B2 L, 72
L = Constraints (7#/#7)
Inverse Relation G¥FHBE) : CfF
a5
/Association Distributor Product % Distributor (FcAi#E) 1. #iZ
provides +provided +providing —->L) o Product (FLE ) ;gfgﬂit
0..*, unordered, none 1..*, unordered, none 7. % Product (L5 %, Bl
. —->L) o> Distributor (F2Ai#)
[t fic fi ¢ <sin Ik DRSS
FEfitd 2% +HEEE NS +HEftT 5 °
0.*, NEFFfHTZR L. 72>, ERRAF 2L, 72 Constraints (7/7)
L L Inverse Relation G¥FEREE) 12Xk
DRSNS
/Association ManufacturingSite Product S ManufacturingSite (& hERY)
fabricates +fabricated +fabricating X, #ic—-oLL Eo Product (il
0..*, unordered, none 1..*, unordered, none ) AEIYE 2 4 Product (#l
3 W) %, FRlc—2Ll ko
b i e i " o
=== e ManufacturingSite ( %) T
it % LTS S D +HiE % M g S
0.*, EFEfHTFZ2 L. 7Z20.*, ERRAHTZ2 L., 72
L L Constraints (#/#7)
Inverse Relation G¥iFARH) : <l
IERY I
IJAssociation PerformedProcedure Product - PerformedProcedure (£ & 11
uses +using +used 7~FNE) 1E. BRc—oLl Eo
0..*, unordered, none 0..*, unordered, none Product (B45) #4252, %
Product (B4h) 1%, ERlc—2LlE
. s . |
Bt Eh S = TR i dh @ PerformedProcedure (EfiE <1
% T HE S NS ) TR L%
0.*, EHFEAT T2 L, 7Z20.%, EFEAHF22 L, 72 B °
L L Constraints (#/#7)
Inverse Relation G¥FABE) : CfF
AINns
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85

axyH J—R ¥—5 v b /J—Fh
/Association ProductPart Product - ProductPart (#8450 —%F) 13,
is part of +component +composite HIZ—>® Product (Rfh) O—f
0..*, unordered, none 1, unordered, none T b, % Product (RLEL) | W
R . \Z—-2LL_E® ProductPart (L5
EiL pLin D fui S e
D—EHTHD Wi dp %y HEA K °
0.%, NEFEFH T 72 L, 72l NERAFHIFZ2 L. 7L Constraints (/5
L Inverse Relation (GiARABRE) : —&6
ELTHT
Generalization FoodProduct Product
source > target Child Parent
LAk B 4
V—R > B —Fy |k S Bl
Generalization Biologic Product
source > target Child Parent
Ak A 4 B it
V— R > B —Fy K S Bl
Generalization Drug Product
source > target Child Parent
LAk A i
V—A > H— vk 1 B
Generalization Cosmetic Product
source > target Child Parent
LAk A Bt bt 4 i
V—A > H—F 1 B
Generalization Product Material
source > target Child Parent
Ak i e
V—A > H—F vk 1 B
Generalization Device Product
source > target Child Parent
LAk ety 5
V—A > H—F vk 1 B
Common Sub-Domain::Product Attributes
(HF V7 P AL 2 By EE)
B 1t ZAT J—h
nameCode public : U9 B FEEA O SCEIC L DB 12 HEIC T 572912
CD a— MMEENE, HlzE, TRV, ZNa, BT oA
> :/O
AR — 1 . )»7: VE 3 — N ORI L OB R LT B, %
D E. 78 M7 7= Tylenol, Tylenol 250 mg 7" /v 4 7 &
N
Map:SDTM IG = 'CM.CMTRT'
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5143

AT

/—h

nameModified Text

AT T X A b

public :
ST

T

ST

R DOITLDOXEEEL, 72— MeAEAlRRIC L7 30551, il x
1L, D3N Taspriing TH - 72854, nameModifiedText (£
MEET XA ) T laspirin (TAED V) | IZLT, TFA
k&R < 22— FMEd 5,

¥ : BRIDG TiX. OriginalText GLD7TF A K) DA L AH
ATLEORT FA NOEEEITH,

Map:SDTM IG ='SU.SUMODIFY"
Map:SDTM 1G = 'CM.CMMODIFY

typeCode

FliH = —

public :
CD

T T

CD

L OFRHZ AT T 2 7201 = — M S vz fE, B2,
I ER L, 2R L

E . —OORBICET b OIE, FBOKRE, Bk, Fric
Bz H9,

Map:AE = 'Product.typeCode’

Map:AE = 'Component.typeCode'
Map:AE = 'Ingredient.typeCode'
Map:COPPA = 'Product.typeCode’
Map:COPPA = 'Biologic.typeCode'
Map:COPPA = 'Cosmetic.typeCode'
Map:COPPA = 'Device.typeCode'
Map:COPPA = 'FoodProduct.typeCode'
Map:COPPA = 'Drug.typeCode’
Map:HL7SD = 'Product.code’

classCode

g7 Aa—F

public :
DSET<CD>

T

DSET<CD>

R FE 3BT AWV TE B2 oA/ 77—
PAMICT D70l a— MeS vl EORRERE A il
WCEORATEDZNCEY, 7T APV EITENE 7
INnbd, BlZIX, A7 b, #BEHT Y 7, cox-2 FHEHK,

Map:AE = 'ProductClass’

Map:AE = 'ProductClass.typeCode'
Map:AE = 'ProductClass.name'’
Map:COPPA = 'Cosmetic.classCode'
Map:COPPA = 'Biologic.classCode'
Map:COPPA = 'FoodProduct.classCode'
Map:COPPA = 'Device.classCode'
Map:COPPA = 'Drug.classCode'
Map:COPPA = 'Product.classCode'
Map:HL7SD = 'Product.classCode'
Map:SDTM IG ='SU.SUCLAS'
Map:SDTM IG = 'CM.CMCLAS'
Map:SDTM IG = 'CM.CMCLASCD'
Map:SDTM 1IG = 'SU.SUCLASCD'

pre1938indicator

"L 1938 f5iE

public :
BL

T

BL

M h A3, U.S. Federal Food, Drug and Cosmetic Act CK[ER#E A&
o [ S ERESL L) 201(p) (1) B & £ 41 % 1938 Grandfather
Clause (BEfSHESTH) 12> TV O 0% fEIZT 5,

Map:AE = 'Product.pre1938Indicator’
Map:COPPA = 'Biologic.pre1938Indicator’
Map:COPPA = 'FoodProduct.pre1938Indicator'
Map:COPPA = 'Drug.pre1938Indicator’
Map:COPPA = 'Device.pre1938Iindicator’
Map:COPPA = 'Cosmetic.pre1938Indicator'

Map:COPPA = 'Product.pre1938Iindicator'

Version 1.0

© CDISC
86

27/Jan/2010




CDISC Protocol Representation Model

B ZAT J—h
treatmentVehicleCode public : B 5. 7= DI A R T 1SR S B AME A BHRICT
CD iz a— Mh ST, BT, AT,
G Ra— R TV w7 Map:SDTM IG = 'EX.EXTRTV'
CD
treatmentVehicleVolume public : i FH 9% treatmentVehicle ($¢5-4K) D& F 2 ITHAL, #lx
PQ X, 10V 774, 230y bR YE
(SR TELNS N7V w7 Map:COPPA = 'SubstanceAdministration.treatmentVehicleVolume'
PQ
expirationDate public : HLEEE N E O LR AR LWL S ITHE L2
TS.DATE.FULL (B5) .
AR T Map:AE = 'Product.expirationDate’
TS.DATE.FULL Map:COPPA = 'Cosmetic.expirationDate'
Map:COPPA = 'FoodProduct.expirationDate'
Map:COPPA = 'Device.expirationDate'
Map:COPPA = 'Biologic.expirationDate'
Map:COPPA = 'Product.expirationDate’
Map:COPPA = 'Drug.expirationDate'
Map:CTOM = 'AgentOccurrence.expirationDate’
Tagged Values (& 21 fE)
Map:AE = Component.
Map:AE = Product.
Map:AE = Ingredient.
Map:COPPA = Product.
Map:CTOM = Agent.statusCode.
Map:CTOM = AgentOccurrence.lotNumber.
Map:CTOM = Agent.descriptionText.
Map:CTOM = Agent.name.
Map:HL7SD = Product.
Map:HL7SP = Product.
6.15 Common Sub-Domain::QualifiedPerson
(HBEHT AV FERE)
public Class:
ﬁF—'ffE@ﬁ@J@?éﬁ’rE WD) 72 IR - BRSO A AT D ERRE S NTE A
ZUE, HMEERORE, AL, ERERONTFRE,
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Common Sub-Domain::Qualified

Person Connections

(FFY 7 FAL 2 FEBE 52> 3>)

axy J—2R Z2—7 v b /—Fk

/Association QualifiedPerson Person % QualifiedPerson (5 & #&FH)

is a function performed by +performed +performing L. #IT 140 Person (N) 12Xk

Bt
LRV ER S HHIETH D

0..*, unordered, none

EERCNCE

+E N S AL D

0.* MEFAHF 72 L,
L

1, unordered, none D EHESNHMIETDH D, %

Person (A\) 1%, BRI —2LLED
QualifiedPerson (F&MHHE) & L
THERET 2,

A
+ I N9 %

L. BT L, L

Constraints (#/#7)
Inverse Relation (G RH)
THERET D

&L

JAssociation
is credentialed by

o
=

(S

-

ul

T

EHERE SN D

QualifiedPerson

+credentialed
0..*, unordered, none

TN i

+HE R E S LD
0.*, NEFFHF72 L,
L

% QualifiedPerson (A &H&H)
L. #IZ—-2® Organization (
) ICERRIESIND, &
Organization (fHA%) 1%, FFIZ 14
LL_E @ QualifiedPerson (H &4
) HERRET D,

Organization
+credentialing

1, unordered, none

#H

e
AR ET D

. BRI TR L, el

Constraints (7#/#7)
Inverse Relation (GG¥iFHR)
RIET S

DB

Common Sub-Domain::Qualified

Person Attributes

(FedF V7 FA A 2 FEKE B
Bt ZA7 J—h
identifier public : A E OB M A RSS2 EA O,
1
Map:CTGOV = 'Facility Contact - Degree'
Al T v T Map:CTGOV = 'Investigators - Degrees’
1 Map:CTGOV = 'Central Contact - Degrees'
Map:CTGOV = 'Overall State Officials - Degree'
typeCode public : HERH ORE A AT A 7-0Ica— MeES -l #ilx
CD X, SR, AR Y,
R = — 1 T Y v Map:CTGOV = 'Overall State Officials - Degree'
CD Map:CTGOV = 'Central Contact - Degrees'
Map:CTGOV = ‘Investigators - Degrees'
Map:CTGOV = 'Facility Contact - Degree'
certificateLicenseText public : AERE DERRE LR 23075, flziX, SEAS
ST DIRBE. AL, BEROFFFRLE,
AR AR R N T Y v Map:CTGOV = 'Overall State Officials - Degree’
ST Map:CTGOV = 'Central Contact - Degrees'
Map:CTGOV = 'Investigators - Degrees'
Map:CTGOV = 'Facility Contact - Degree'
effectiveDateRange public : AERE OB AN AR O#PE,

IVL<TS.DATETIME>

Map:CTGOV = 'Facility Contact - Degree'

T v T Map:CTGOV = 'Investigators - Degrees'
B0 7e B AT IVL<TS.DATETIME> [Map:CTGOV = 'Central Contact - Degrees'
Map:CTGOV = 'Overall State Officials - Degree'
Version 1.0 ©cbisc 27/Jan/2010

88




CDISC Protocol Representation Model

Tagged Values (%211 (&)

Map:CTGOV = Facility Contact - Degree.
Map:CTGOV = Overall State Officials - Degree.

Map:CTGOV =

Investigators - Degrees.

Map:CTGOV = Central Contact - Degrees.

6.16

(BT RASLY
public Class:
L ORBOS A BB S (@

WEURES) .

Common Sub- Domain"Registry
LR RY—)

%l 21X, ClinicalTrials.gov. Netherlands National Trial Register (NTR) 72 &,

o LA MU —%, StudySubject GRERXIS) (BLOZEOERM) IZRBRA~OBERITIELERZ D+ 5070 &5k
DERFEREALTND Z L,
Common Sub-Domain::Registry Connections
(HBFY T FAL LAY — aRra)
axyx J—2R 22— b J—Fk
/Association Registry Organization % Registry (LA hU—) (&,
is a function performed by +performed +performing 12 —2> Organization (i)

BeE
XD EfSNDHEETH D

0..*, unordered, none

LYA R —
+5E0E XA D

L

0.*, NEFfFF72 L,

1, unordered, none

e
+ I 5
L. BT L, L

RV ERINDOEETHD, &
Organization (fHfR) 1. BFlZ—
L @ Registry (LA R U —)
L LTHERET D,

Constraints (#/#7)

Inverse Relation G¥FHBE) : & L

THERES D

JAssociation
is issued by

g

3 it
MmO END

Documentldentifier

Registry

+issued
0..*, unordered, none

SR
+ 2SN D

0.*, NEFfHF72 L,

+issuing
0..1, unordered, none

LYARY—
+2 9%
7201, EFEfHTZ2 L, 72

- Documentldentifier (CCE%51
) 1%, BRI —2? Registry (L
VAN =) hHRMEND, &K
Registry (LA b U —) I, B
—-> L1 ™ Documentldentifier (3¢
EA ) BRI B,

L L Constraints (7#/#9)
Inverse Relation G¥FHEE) : 23fF
55
Common Sub-Domain::Registry Attributes
(HF YT FAAL LR T—  FHE)
B A7 /—h
name public : LA B Y =23 2 EE A ORI & D1, B,
ST ClinicalTrials.gov,
E2REN T Y w7 Map:WHO = 'Primary Registry’
ST
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B A7 J—h
acronym public : LYA MY —OBNAERT BB DA = v L FEI21EMH
ST Wsfb L7=4 %k, % 1E. NTR (Netherlands National Trial
- ) Register) ,
SH TR T
ST Map:WHO = 'Primary Registry’
6.17 Common Sub-Domain::ResourceProvider

(HBHIT A V) V—RREE)

public Class {root}:
W9e % F2hE 9 5 72 D&M E71TZOMO V) v — 2 2849 2/ E 7213,

Bl 213, EHABEUFBIRMES (National Cancer Institute [>K[EE 223 AMFSEAT] . National Institutes of Health [ K[
ELHAEMNIEAT] ) CREEE (RS

Constraints (#/#9)
Approved Invariant (ZE#¥F5 12 4/#) . Is a Function Performed By Exclusive Or (HEfBFREEFIIC L 0
FEisnHHETHD) .
ResourceProvider (U »— Z#{k#) 1T—->? Organization GiLfk) = 721% HealthcareProvider (|42
i) OAICK Y EESILHEEETH D . W K HHERETIEAR W,

Common Sub-Domain::ResourceProvider Connections
(YT AL VY —REHE a5 9)

aRxyH V—X ¥ —7v b /—F
/Association ResourceProvider Person - ResourceProvider (U Y — Z$EHE
is a function performed by +performed +performing ) 1. B2 14 o Person (A)
0..1, unordered, none 0..1, unordered, none LV ERSNAKETH D, &
Person (A\) 1Z. FEpZ—oD
3 1 ) — A
B i . —)Hﬂ/k A PP AHﬂ . ResourceProvider (Y Y — A $gfk
0.1, NEFfHF7Z2 L, 7220.1, NEFEfHTF2 L, 72 °
L L Constraints (7#/#7)
Inverse Relation G¥FABE) : & L
THERET 5
I/Association Resource ResourceProvider % Resource (Y V—2R) 1%, ®IZ
is provided by +provided +providing —->( ResourceProvider (Y > —2
1.., unordered, none 1, unordered, none ALY DRt E NS, &

. ResourceProvider (U v — Z ik
[ V== UV — A g ) 1 #1710 Resource
NohiEfka b +HEflt XA +Efkd % (y yl—x) B HLET 2

1., JEFEAHT 22 L, 72 L, EFEAHTZ2 L, 72 L e

L Constraints (#/#7)
Inverse Relation G¥FHBE) : #2fit
KRR
Tagged Values (% 2171 fig)
Map:CTOM: Protocol.sponsorCode
Map:C3PR: StudyOrganization
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lEsBES

ICE D EESNOEETH D

0..1, unordered, none

YV — AR

+ 30 XD

0.1, NEFFfHTF7Z2 L,
L

0..1, unordered, none

LR

+ I 5

7201, EFEfHSZ2 L, 72
L

axy X J—2 Z2—5 v b /— b
Association ResourceProvider Organization - ResourceProvider (VU Y — 24
is a function performed by +performed +performing ) X, HEZ—-> Organization

GRS 1ok v FEhE s HHRET
&5, % Organization (FH##%)

X, WEIZ—-2> ResourceProvider
(VY —2f2ftF) & L THne

Do

U Y — AR TR E
EFESRAEE OWT I bRD
EEZHND,

Constraints (#/#7)
Inverse Relation (YA RH)
THERET D

&L

Tagged Values (& 21/ & fi#)
Map:CTOM: Protocol.sponsorCode

Common Sub-Domain::ResourceProvider Attributes

(HF VT P A7 VY —IEE )

Bt AT J—F%
identifier public : U Y — 242 F o B Y2 LT D [E A O,
1
Map:C3PR = 'ResourceProvider.id'
el T v Map:COPPA = 'ResourceProvider.identifier'
1 Map:CTOM = 'Protocol.sponsorCode’
Map:HL7SP = 'StudyParticipation RMIM'
effectiveDateRange public : U — 2R NIEEN T B B RO &,
IVL<TS.DATETIME>
Map:COPPA = 'ResourceProvider.statusCode'
T T Map:COPPA = 'ResourceProvider.statusDateRange'
i 5h7e B AT IVL<TS.DATETIME> [Map:HL7SP = 'StudyParticipation RMIM'

Tagged Values (& 21 & (&)

. Map:C3PR = Study.SponsorCode.
Map:C3PR = StudyOrganization.
Map:COPPA = ResourceProvider.
Map:CTOM = Protocol.sponsorCode.
Map:HL7SP = Service Provider.
Map:HL7SP = Study.performer2.

6.18 Common Sub-Domain::StudySubject
(HEH T FAS U RBRIIR)
public Class {leaf

Extends: Subject. : (Z3E #2887 )
AERIZI0 1T 2 FEhi F 7213 BRI G 0 EHHAL T db 5 IR EIR,

FEAER

ARERRLS E TR Oz T F L L TRBRICRER S D A,

RO DICA T V—= T HZ 1T C

WEH AR, BIEIERSF DMOREBRMTEICEM L TWA A TGRS b H D, TOMOFHE LT, L—2 A —
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N—, BEFEEHIEN SN 2—X, Ui, B, 72OMW, il 7 OfERIAE b & D aTRerE

B D,

I —oDORBRN O StudySubject GRERAZ) 1TTXTRILZA 7 THD,

(BGRSNTRIDOREDO—ERTH LD Z LiF7p,

Common Sub-Domain::StudySubject Connections

PRI B Gk S VT TR A — DR

(FF VT FAL AR 2R 5)
axRxy ¥y J—2R =4y b /—F
/Association StudySubjectidentifier  [StudySubject - StudySubjectldentifier (FRBR x5
identifies +identifying +identified AT 1. Bz —oo0
0..*, unordered, none 1, unordered, none StudySubject (FRERKIS) Z ikl
. L n ot o s - ren %, % StudySubject (FRER%
BE AR R SRR T EBR x4 I gaviifxf@( P
sl % +ik 9 % ikl S AL D et
StudySubjectldentifier (FABR %4k
* NEFEAHT 7 7 BT 7 7 -
?:\WWHH£L\£LHN?HH£L\£L B
Constraints (7#1#9)
Inverse Relation (¥itHEH) : 23k
Y%
Tagged Values (& 21 & f#)
Map:Lab:
SubjectAssignment.studySubject
Identifier
/Association StudySubject StudySite % StudySubject (GRER%I4:) 1%,
is assigned to +assigned +assigning HIZ—-2 0 StudySite (FRER 5Nt it
0..*, unordered, none 1, unordered, none EY) ICEID ST HND, &
. I e n StudySite GRERFZMEREER) 1L, I
it S B i tudySite. (RURSEHEED 12, F
W = =~ \Z—-2LL_E @ StudySubject (GRAExR
WZEIDETHND +E D HTHND +E D TS SF) 1D 4T BB B b
0.%, EFAHT 722 L, 721, EFMHT720L, 2L K

L

50

Constraints (#/#7)
Inverse Relation G¥FHBE) : (2#|
DNETHNLHEITTHD

Tagged Values (¥ 211 & f5)
Map:C3PR:
StudySubject.informedConsentSigned
Date

Map:Lab:
SubjectAssignment.studySubjectlident
ifier

Map:SDTM IG: DM.RFENDTC
Map:SDTM IG: DM.RFSTDTC
Map:HL7SP: Study.subject
Map:CTOM:
StudyParticipantAssignment.armldent
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Common Sub-Domain::StudySubject Attributes
(FedF V7 FA A 2 B B

B A7 — b
confidentialityIndicator public : %&%ﬁ%‘gﬁ TFEMICED DT RBELAD, RSN TV DR
BL HEE O3 L ORBETFT L TORNAE S hE RIS
7 = 47 FlaR R
e s Y - z)& (T7rbob, #REOT —Z I MEANRRWEFHRTH
BL
Map:CTOM = 'Participant.confidentialityIndicator'
paymentMethodCode public : FRER T OTRIEIF O F 72 SN E IRR S O M2 BRI+ 5 72
CD WHIZa— RbE izl #lx X, Private Insurance (ECREI{R
. ] . %) . Medicare (A7 14~ 7) . Medicare (A7 147 7) &
b == R E:\D7 V7. Private Insurance (EFEIfRRR) . Medicaid (X5 1 74 K) 7¢
Map:CTOM = 'Participant. paymentMethodCode'
statusCode public : BRI GO EBA I T -l a— MeS -l #ilz
CD . B S0l 1EE), #F/?E@J Ly, ER., ET. H
N Wr. EE, ok, &7, KRR, SR, RIHL. Ik
K== K TV ] 2 1%, HBRENIR SO [Pl ~OLEEORET, W
CD S S SR AT AT AR B 72 B TR SR DI
LTS, T, SINERE RGO FTREMEICBI L T
PR E S EEOREL RT 2 — FTh D,
Map:C3PR = 'StudySubject.status'
Map:C3PR = 'StudyPersonnel.statusCode'
statusDate public : ELBR S OIRBEN I S - B (B
TS.DATETIME
Map:C3PR = 'StudyPersonnel.startDate'
RRE A AT T v Map:C3PR = 'StudyPersonnel.endDate’
TS.DATETIME Map:C3PR = 'StudySubject.statusDateRange'

Tagged Values (& 21 fE)
Map:AE = InvestigativeSubject.gestationPeriod.
Map:AE = Person.numberOfSiblings.
Map:AE = Animal.overallStateOfHealthCode.
Map:C3PR = Participant.identifiers.
Map:C3PR = Participant.administrativeGenderCode.
Map:C3PR = Participant.maritalStatusCode.
Map:C3PR = StudySubject.state.
Map:C3PR = Participant.raceCode.
Map:C3PR = Participant.birthDate.
Map:C3PR = Participant.ethnicGroup.
Map:C3PR = StudySubject.statusDateRange.
Map:C3PR = StudySubject.actualSubjectindicator.
Map:C3PR = StudySubject.identifier.
Map:C3PR = StudySubject.status.
Map:C3PR = StudySubject.informedConsentSignedDate.

Map:CTOM = StudyParticipantAssignment.enrolimentAge.

Map:CTOM = StudyParticipantAssignment.eligibilityWaiverReasonText.

Map:CTOM = StudyParticipantAssignment.armldentifier.
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Map:HL7SP = Study.subject.
Map:Lab = Study.identifier.
Map:SDTM IG = DM.RFENDTC.
Map:SDTM IG = DM.SEX.
Map:SDTM IG = DM.BRTHDTC.
Map:SDTM IG = DM.RFSTDTC.
Map:SDTM IG = DM.ETHNIC.

Map:SDTM IG = DM.RACE.

6.19

Common Sub-Domain::Subject

(HBEH T F ALV HBEBRE - W)

public Class {root}:

W E 7213 DD BRI D FEE,

B2,

Constraints (#/#9)

RBRIZZIMLUEL RN TSN, AEFRPEIALIEY P BELIER—A A= —,

Approved Invariant (ZAzX7F4FZZ/F) . Is a Function Performed By Exclusive Or (HEftAFHERFIIC LV
Ehi SN HHEETH D) .
Subject (#¢ERF - #) 1% BiologicEntity (M FHIZEM) F7-1% Product (Bih) OWFHnZ kv EhmIh

BHHETH 0 I L HHRE TR,

Common Sub-Domain::Subject Connections

(FEFV T FAA 2 HRFT - ¥y 272> 7>)

axy g V=2 F—7v b /—h

/Association Subject Product % Subject (BEBRFE - #) 1X. BRI

is a function performed by +performed +performing —->® Product (/) (2L FEli
0..*, unordered, none 0..1, unordered, none XN AKERETH B, % Product (Y

ICE Y EESNOMETH D FEESND - EHiT % e e

0.*, JEFFfHTZ2 L, 72

0.1, EFFfHTZ2 L, 72

Constraints (#/#7)

L

0.*, JEFFfHTZ2 L. 72

L

0.1, EFFfHTZ2 L, 72

L = Inverse Relation G¥ifHBEd) : &L
THERET D
/Association Subject BiologicEntity 7 Subject (BBRE - #7) (X, FFIC
is a function performed by +performed +performing —->¢ BiologicEntity (ZAE#=2H)3E
0..*, unordered, none 0..1, unordered, none K) 12E 0 ERSNAEETH
st s - et PRI e
IZRY FE SN DHRETH D5 prFEE I D +FE N D :

(BBt - ) & L CHERET %,

Constraints (#/#7)

Inverse Relation G¥iFERE) : & L

THERET D

Tagged Values (& 211 & f&)

Map:CTOM: Participant.middleName
Map:AE:
IAnimal.overallStateOfHealthCode
Map:CTOM: Participant.birthDate

Map:CTOM:
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axs ¥

J—2A

¥—5 v b

J—F

Participant.paymentMethodCode
Map:PSC: Participant.lastName
Map:SDTM IG: DM.RACE
Map:CTOM:
Participant.educationLevelCode
Map:CTOM: Participant.firstName
Map:SDTM I1G: DM.ETHNIC
Map:SDTM IG: DM.SEX
Map:C3PR: Participant.ethnicGroup
Map:PSC: Participant.birthDate
Map:C3PR: Participant.raceCode
Map:CTOM:
Participant.administrativeGenderCode
Map:AE: numberOfSiblings
Map:CTOM: Participant.raceCode
Map:PSC: Participant.gender
Map:CTOM:
Participant.streetAddress
Map:CTOM: Participant.lastName
Map:PSC: Participant.firstName
Map:CTOM: Participant.initials
Map:Lab: Participant.dateOfBirth
Map:CTOM:
Participant.telecomAddress
Map:Lab: Participant.initials
Map:CTOM: Participant.zipCode
Map:C3PR: Participant.identifiers
Map:PSC: Participant.personld
Map:C3PR: Participant.birthDate
Map:CTOM:
Participant.maritalStatusCode
Map:CTOM: Participant.phone
Map:C3PR:
Participant.administrativeGender
Code

Map:CTOM:
Participant.ethnicGroupCode
Map:CTOM: Participant.city
Map:CTOM: Participant.state
Map:CTOM: Participant.countryCode
Map:C3PR:
Participant.maritalStatusCode
Map:SDTM I1G: DM.BRTHDTCC

IAssociation
is a function performed by

B35

XD EfSNDEETH D

DocumentAuthor
+performed
0..*, unordered, none

SCEEH

+ 30 XA D

0.*, EFfHF 2L, 72
L

Subject
+performing

0..1, unordered, none

BB - W

+3 N3 5

0.1, EFFfHTZ2 L, 72
L

4% DocumentAuthor (SCEZEH)
1%, BRIC—> 0 Subject (HBRE -
) XD ESNLHEETH
%, 4 Subject (HkERE - #) 1%,
FF1Z—> LA DocumentAuthor
(CEEH) L LTHIET D,
7% : DocumentAuthor (STEZ£#)
IZELFOWT D LA DD D
Z L3 T& % : ResearchStaff (#ff
JUAK > 7) | Subject (B
#) . AssociatedBiologicEntity (B
HS 5 W)

HealthcareProvider (=L

Version 1.0

© CDISC

95

27/Jan/2010




CDISC Protocol Representation Model

axs ¥

J—2A

¥—5 v b

J—F

) o

Constraints (#/#9)

Inverse Relation G¥ifHBEE) : &L
THEET D

Map:CTOM:
Participant.streetAddress
Map:CTOM: Participant.lastName
Map:PSC: Participant.firstName
Map:CTOM: Participant.initials
Map:Lab: Participant.dateOfBirth
Map:CTOM:
Participant.telecomAddress
Map:Lab: Participant.initials
Map:CTOM: Participant.zipCode
Map:C3PR: Participant.identifiers
Map:PSC: Participant.personlid
Map:C3PR: Participant.birthDate
Map:CTOM:
Participant.maritalStatusCode
Map:CTOM: Participant.phone
Map:C3PR:
Participant.administrativeGenderCode
Map:CTOM:
Participant.ethnicGroupCode
Map:CTOM: Participant.city
Map:CTOM: Participant.state
Map:CTOM: Participant.countryCode
Map:C3PR:
Participant.maritalStatusCode
Map:SDTM IG: DM.BRTHDTC

JAssociation
is participated in by

=
4

Activity
+involving
0..*, unordered, none

(D]

+ oL

0.*, EFEFHFZ2 L, 72
L

Subject
+involved

0..1, unordered, none

WiBRE - W

+EFD

0.1, EFFFHTZ2 L, 72
L

% Activity (EE)) (X, FRlZ—D
@ Subject (#ERFE - ) IBIN&
%, % Subject (WiBRE - #)
1%, KEiz—2Ll Lo Activity (7%
&) 22T 5,

Constraints (#/#7)
Inverse Relation G¥ifEREE) : 12
42

Tagged Values (& 271/ & i)
Map:C3PR: StudySubject.identifier
Map:C3PR: StudySubject.state
Map:CTOM:
Participant.employmentStatusCode
Map:C3PR:
StudySubject.statusDateRange
Map:C3PR: StudySubject.status
Map:CTOM:
Participant.householdincomeCode
Map:C3PR:
StudySubject.actualSubjectIndicator
Map:AE:
InvestigativeSubject.gestationPeriod
Map:CTOM:
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axs ¥

J—2A

¥—5 v b

/—k

StudyParticipantAssignment.enrolime
ntAge

Map:CTOM:
Participant.employmentStatusOtherTe
Xt

Map:CTOM:
StudyParticipantAssignment.eligibilit
yWaiverReasonText

Map:AE: Person.numberOfSiblings

JAssociation
is a function performed by

(Eshud

(XD Ef SN HHEETH D

ASSEssor
+performed
0..*, unordered, none

i
Tl S B

Subject
+performing

0..1, unordered, none

R -
+ N9 %

0.*, NEFfHTZ2 L, 720.1. BT L, &2

% Assessor (FFAME) 1., FFlZ—

- Subject (BEERFE - ) 12X
Fihts S HHERETdH D, A Subject
(HBRE - ) 1%, BRlc—ollE
@ Assessor (FEAMiE) & L CTHéReE

AN

1 : Assessor (FEAME) 1LLAF D

L L VRS ORDE D T LT
% % : ResearchStaff (B3 % % v
) . Subject (B¢BRFE - ¥) .
IAssociatedBiologicEntity (BJi#4 %
LR AR
HealthcareProvider (ERHEML
#) . OversightCommittee (E5fiZ
54%) . Laboratory (FfPERIAS
%) . Device (H£%) .
Constraints (#/#7)
Inverse Relation GiAHBE) : & L
THERET D
Generalization StudySubject Subject
source > target Child Parent
VA > H =y Ef k3
Common Sub-Domain::Subject Attributes
(HF YT P AL 2 RE - 8y [BIE)
I=5es 2AT /J—F
state gublic : N DFTE DR ~DSNNIRAE Z HIEIZ 9 D 1HE,
T
Map:C3PR = 'StudySubject.state’
M= T w7
ST
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actuallndicator

FEROFEHE

public :
BL

T T
BL

XIRNEE (FE) 2 (o) REZHEICT 5,

Invariant (‘RZE5:fF) : DefinedActivity Qualifier (EFE S 77k
B &A1) - DefinedActivity (EFE SAL72iEE) 12D\ T,
Subject.actualindicator (#8R# D FEEEOFERE) =N (FEf) *
T L722w,

Invariant (PRZE4:14) : PerformedActivity Qualifier (i X417z
IGEMERT) - PerformedActivity (320 S 7-i1GHE)) (2o
C. Subjectactualindicator (#&BRE DO FEEEDOFERE) =N (ff
BH) FEIIEA L,

Invariant (RZE4:f4) : PlannedActivity Qualifier (FHilj X 7-i%
HhEffi) - PlannedActivity (FFH & AU7-15E)) 2o\ T,
Subject.actualindicator (#2BR&E DFEFLDOIEEE) =Y (FEH)) *
TR L2,

Invariant (“RZ55:4:) : ScheduledActivity Qualifier (247 ¥ = —
JLISNETC BV IREMESRS ) - ScheduledActivity (A7 Y = —
JLDANLTC BT IEE)) 12-OUV T, Subject.actualindicator  (#5%
FOEBEOFIE) =Y (FEF) FI3ER LR,

Map:C3PR = 'StudySubject.actualSubjectindicator’
Map:CTOM =
'StudyParticipantAssignment.studyParticipantldentifier'

Tagged Values (& 211 & (&)

AE:Alias = InvestigativeSubject.
Map:AE = InvestigativeSubject.
Map:CTOM = Participant.phone.

Map:CTOM = Participant.ethnicGroupCode.

Map:CTOM = Participant.city.
Map:CTOM = Participant.zipCode.
Map:CTOM = Participant.employmentStatusCode.

Map:CTOM = Participant.countryCode.

Map:CTOM = Participant.administrativeGenderCode.
Map:CTOM = Participant.birthDate.
Map:CTOM = Participant.educationLevelCode.
Map:CTOM = Participant.lastName.
Map:CTOM = Participant.employmentStatusOtherText.
Map:CTOM = Participant.firstName.
Map:CTOM = Participant.initials.
Map:CTOM = Participant.raceCode.
Map:CTOM = Participant.state.

Map:CTOM = Participant.streetAddress.
Map:CTOM = Participant.telecomAddress.
Map:CTOM = Participant.householdincomeCode.
Map:CTOM = Participant.maritalStatusCode.
Map:CTOM = Participant.middleName.
Map:Lab = Participant.initials.

Map:Lab = Participant.dateOfBirth.
Map:PSC = Participant.personld.

Map:PSC = Participant.gender.

Map:PSC = Participant.lastName.

Map:PSC = Participant.firstName.
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Map:PSC = Participant.birthDate.

6.20 Protocol Representation Sub-Domain::Arm

(RBRERAEERRY I F A V0 3H)

public Class {root}:

ARERHARMI H12 StudySubject (FRER*42) % 7213 ExperimentalUnit (GRE&REANT) AT OIHENC R H5-4~ 5 2 & foak 4
HREBRO/NA T, —RIITEATT A VRBROIBR 7 L — TINS5, W, SERE L Arm (BE) (2|
DETHN, RBRTVA VB HOBEERICK I NS, R CHBRENET - L2 BEXIND Z ORI,
£xiRv 7 (Epoch) Z L DOXREEOESR GREtL) »oEHRIND, FREEOFERITIL, FU < HERE @
WTDHTHAI) FORFRONZ = NodH, ZOXIIT, ZOFEIN/Z SR, Amm () (280 4 THh
BRI N ED XS IR A= T A0 I,

B 21, BBRIZ IV-Oral (FHE-RR D) <0 Oral-lvV (B O-FE) AT o 2BERN S 2546, IV-Oral (FfiE-
BO) EWVWOSLHIT IV FERIRN) EHO%IZoral (BBH) &5\ )H R ERT,

Constraints (%/#)
Approved Invariant (A4 ZE4F) . nameUnique (477 —EHY) .

Arm (Bf) OAFRIZNZE RN T ER TR TR B 2R,

Protocol Representation Sub-Domain::Arm Connections

(ABREMTEERG Y7 FAA 0 2522 5>)
axyx J—2R 2—7v b /—F
/Association PlannedActivity Arm - PlannedActivity (FHilj S v 7-7%
occurs in +contained +containing @) L. wic—oLl B0 Arm
1..*, unordered, none 1..*, unordered, none () THE- %, & Am ()
. . . . X, W2l ko
B A S AV TG ED lif3 T, .
—— ST T Pl dActivity (G b
R % T ot @e;nn;é\;wy (BHmE & 7= 1%
(O (=75 20 BN A< 1 WA /215 275 M S A :
L L Constraints (7#/#7)
Inverse Relation G¥HHEE) : &t
/Association Arm Study % Arm (Bf) &, #iZ—o0
is a division of +subdividing +subdivided Study GRER) O 1R ThHD, %
0..*, unordered, none 1, unordered, none Study (FRER) 1. BHZ oLl ko
~ \Y = I A ] :/\%I o
- B e, rm (#) 2B b
D—RX53THD +E A EIT 5 +EEIS D Constraints (7/#)
O.* WUFFTFRL, 7, WA L. 7L fiverse Relation GUARR) 124
L HlSh B
Tagged Values (¥ 211 & f5)
Map:COPPA:
ObservationalStudyProtocol.groupNu
mber
Map:CTOM:
StudyParticipantAssignment.armldent
ifier
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axy ¥ J—R 2= v b /—Fh

JAssociation RandomizationBookEntry/Arm 4% RandomizationBookEntry (>

is assigned to +assigned +containing BT v s B Y —) &, R
0..*, unordered, none 1, unordered, none I2—o0 Arm () 12E[ 0 %

N5, & Arm (F) 13, Rlzc—o

22T T v 2 L@ RandomizationBookEntry

et Fy— i £ RandomizationBe

IZEY BT HRD LE[) BT LN L ate g;ﬂ;i?g7y7i/1\u_)
0.* JEFfHTFA L, 2L EFRMTRL, 2L [T °
L Constraints (#/#7)

Inverse Relation G¥iFHES) : &de

Protocol Representation Sub-Domain::Arm Attributes

(AR ERFEERT Y7 FAL > F BIE)

B AT J—k

name public : RT3 2 IEE A OSLFIZ L D51, Bz X, Treatment A
ST (BREA) .

E2REN TV w7 Map:C3PR = 'ScheduledArm.name'
ST Map:C3PR = 'PlannedArm.name'

Map:C3PR ='Arm.name'

Map:COPPA ='Arm.name'

Map:CTGOV ="'Arm Number or Label'
Map:CTGOV ="Arms/Groups’

Map:CTGOV = 'Group/Cohort Number or Label'
Map:CTOM = 'StudyParticipantAssignment.armldentifier'
Map:HL7SD ='Arm.title'

Map:SDTM IG = 'TV.ARMCD'

Map:SDTM IG = 'TA.ARMCD'

Map:SDTM IG = 'DM.ARMCD'

Map:TDM = 'StudyDesignArm.name'

typeCode public : EDOFEZ WAMEIC T D720 a— M S i, Bl xiE,
CD Experimental (GAB&#Y) . Active Comparator (FExfFREE) |
y ) . Placebo Comparator (77 &R xf##E) . Sham Comparator (1%
fiif=— F E:\Dj V7. SPRREE) . Nointervention (FE/ARE) . Other (ZDfthdd
LEINN

Map:COPPA ='Arm.typeCode'
Map:CTGOV ="Arm Type'

targetAccrualNumberRange public : FEICHHI AN DR D /) « e KB Z AT T Dk~ 7ok
URG<INT> 5,

. . o _ 17— ST O AT IS B R D de/ MR T3 D

X1 IR LI pANS PECHLA AN D WIRE DR AR £ & 52 BB,

Map:C3PR = 'PlannedArm.targetAccrual’

Map:C3PR = 'Arm.targetAccrualNumber'

Map:CTGOV = 'Number of Subjects per Treatment Arm'’
Map:TDM = 'StudyDesignArm.plannedArmAccrual’

Version 1.0 ©CDISC 27/Jan/2010

100



CDISC Protocol Representation Model

5143

AT

/—h

randamizationWeightText

T B DMEEBDIT T HF AR

public :
ST

T

ST

REIC T o F DL SN DHERE ORI EIS, B2, wHBRE
DUIN AR, 2B BEECT A ML END5E. AREL
BHDOT v X MUEDOBERSITOMIZ, ThEh, 1&2FEZ
13 L 213 KTZLNTED,

Map:C3PR = 'PlannedArm.randomizationWeight'
Map:C3PR = 'ScheduledArm.randomizationWeight'
Map:COPPA = 'Arm.randomizationWeight'

Map:TDM = 'StudyDesignArm.randomizationWeightForArn'

description

p=11
S
=

public :
ST

ST

T T

FEOLFEIZ L DRBL, Bl IX, FREORGFE T, Zhixe
BERE ME D BRIE OB TH D, FlxiE,  THBRE 133A] X
D¥EZZT5] . TWBREILI T T ROBRE542%15)]
(WBRE IR OBE CRIRN & 5%, 2FZ B O CTROK S %
D] .

1 ZOFR T, B Arm (B BHHHED Arm (BE)
B OENEZ RS,

Map:C3PR = 'Arm.descriptionText'
Map:C3PR = 'ScheduledArm.description’
Map:C3PR = 'PlannedArm.description’
Map:COPPA ="'Arm.description’
Map:CTGOV ="'Arm Description'
Map:SDTM IG = 'DM.ARM'

Map:SDTM IG ='TV.ARM'

Map:SDTM IG = 'TA.ARM'

Map:TDM = 'StudyDesignArm.description’

Tagged Values (& 211 & (&)
Map:COPPA = Arm.
Map:HL7SD = Arm.

6.21 Protocol Representation Sub-Domain::DefinedActivity

(RBEEBHEERTEY T F AV ERSNED)

public Class {leaf}

Extends: Activity. : (Z4 /%8 )
R CEMEE T HIRE) (BHROECEENRE) THhoOFAAMERT 7 L— & LTHROE S,
ERINTERBRE AL NOMRKSE LTEASNS EEZ LN, ERINIEET, EEH0 TEH4F]) <

IR EHO ] Th D,

B2, BRHED MR AL A & <

RERICHAIAEN D, £, X BEDOIEAY @ SubstanceAdministration (4

) 1w L SRBRER R THEE O THEEIT O IEB b ER SN EB 1 H D,

o ERINIGENZ Z 2Tl Activity (J58) OV 72 A4 7L LTERRLTWDN, IEB A Ehiid 5 iR

DEFEDEME, T7obb, [EFESz] B,

AV a—NPEThTz) B TSRSz BT

372K TERINT) BREOTEEIE B 5L HTE D,

Constraints (Z1#9)

Approved Invariant (A7R7FA4FZZ,F) . actualindicator Qualifier (FEEEDFRIE(EAT 1) .

actualindicator (FEESDIEE)

= N @ Subject (B « #) + L O ExperimentalUnit GRERELAL) 2,

DefinedActivity (3% S72IEE) ICHTH D,
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Approved Invariant (A& A ~ZZ51F) . Repeat Frequency Exclusive Or (888 O e AGHERFD) .
DefinedActivity (&7 SN 7-75Eh) 1T repeatFrequencyCode (SCIEHEE =— F) 721X
repeatFrequencyRatio (REMEEIS) OEZA L, W OMHEEFT Z L1/,

Approved Invariant (74 4241#) . Repeat Duration or Quantity Exclusive Or (S8 #ifH] & 7= 1X B4k

DA AR ELT)

DefinedActivity (FE# SAL7-15%E)) 13 repeatDuration (SKAEHAR]) ¥ 7213 repeatQuantity (KIE%) DfE
AL, WOEEAT I &idRu,
Approved Invariant (A F51Z414) . categoryCode Qualifier (77 =V 22— NERGF) .

EEOBENR T TV I EDEE

RIETDMERET D,

Protocol Representation Sub-Domain::DefinedActivity Connections

(RABEMTEERG Y 7 FAAJEEINEITE =2F225)
axy J—2R 2—7 v b /—h
/Association StudyActivity DefinedActivity % StudyActivity GRERIGE)) 1%,

associates a study to

+associating
0..*, unordered, none

+associated
1, unordered, none

12— DefinedActivity (3%
STz IEEY) (TR A B s
%, 4% DefinedActivity (EF i

B BRI ) EFE ST TEE) ; .
— . T o oo~ i I, KRlZ—2LLED
2B e PR X 4 LB S T T TN o i v
0.% MR Ly L. EFFRHTZR L. 2L Lo “pma 51 o 7
L TRGR (— o
Constraints (7#1/#7)
Inverse Relation (¥fifABH) : 1Tk
D RERICBE ST 5D
Tagged Values (& 21 & f#)
Map:Lab:
SubjectAssignment.studySubject
Identifier
IAssociation DefinedRepeatActivityUnDefinedActivity - DefinedRepeatActivityUntilRule
is repeated until tilRule +triggering (EHRINT-HEE CONIEE
+repeated 1, unordered, none B L. Al —oD
0.., unordered, none DefinedActivity (GEF S 4L721E
B i3 SR TO 3 ST T
ETHVIESNS AL B RS D L H#c,{jjj:@ -
+HiE D I E AL D 1. JEFFAHF 72 L, 2L o e i -
0% JEEHHF7 L. 7o DefinedRepeatActivityUntilRule (&
S F SNTHE E CORETEE) &
T SHED,
Constraints (#1/#7)
Inverse Relation G¥FHES) : #& T
SHD
/Association DefinedContingentOnRel |DefinedActivity - DefinedContingentOnRelationship
is a condition for ationship +contingent (EBENTSAE L 2 HEHHE)
+prerequisite 1, unordered, none 1%, iz DefinedActivity
0..*, unordered, none (EESNFED) ORETH
. e
B RN RS (RN Do Defneaptviy DS
PERIETHS bt PRIECTD I5efinedCont}ngén;OnRelationship
+RMETH D L L N B A T
(g:*\ EFEAFHF 722 L, 72 St b
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axy ¥ J—R 2= v b /—Fh
Constraints (7#/#9)
Inverse Relation (¥fHES) : %5
g2
/Association PerformedActivity DefinedActivity - PerformedActivity (£ X u7=
instantiates +instantiating +instantiated EED) 13 Bl —o0
0..*, unordered, none 0..1, unordered, none DefinedActivity (3% &U7-i%
11715
it EHSNEED  fEEShEED o e
= - = efinedActivity (EF I 7ol
Gl % RS RSN D AN
0., NEFM L, 70,1, WEFEfh e L, 7 [0 15 WREOBLED
L: e > L e N PerformedActivity (SEiti X1 723%
) ICK VBRI,
Constraints (7#/#9)
Inverse Relation G¥FHES) : 1Z &
VBRI ND
Tagged Values (% 7'/ & f#)
Map:CTOM:
QualitativeEvaluation.anamResultAcc
uracyPercent
Map:CTOM:
QualitativeEvaluation.painindexCode
System
Map:CTOM:
Participant.employmentStatusOtherTe
Xt
Map:CTOM:
QualitativeEvaluation.painindexCode
Map:CTOM:
QualitativeEvaluation.performanceSta
tusCode
Map:CTOM:
Radiation.doseUnitOfMeasureCode
Map:Lab:
LabResult.referenceRangeComments
Map:CTOM:
Procedure.descriptionTextMap:Lab:
LabResult.referenceTextList
Map:CTOM:
Participant.householdincomeCode
Map:CTOM:
Radiation.durationUnitOfMeasureCod
e
Map:CTOM:
QuialitativeEvaluation.menstrualPatter
nTypeCode
Map:CTOM:
Substance Administration.type
Map:CTOM: Procedure.type
Map:CTOM:
Radiation.anatomicSiteCode
Map:CTOM:
Radiation.descriptionText
Map:CTOM:
Participant.employmentStatusCode
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axs ¥

J—2A

¥—5 v b

J—F

Map:CTOM:
IAssessment.evaluationDate
Map:CTOM: Radiation.dose
Map:Lab: SubjectAssignment.type
Map:CTOM:
CancerStage.stageCodeSystem
Map:Lab: LabResult.numericResult
Map:CTOM: Radiation.startDate
Map:CTOM: Radiation.type
Map:CTOM: Procedure.name
Map:CTOM: Radiation.stopDate
Map:CTOM:
QualitativeEvaluation.performanceSta
tusCodeSystem

Map:CTOM: CancerStage.stageCode
Map:CTOM:
Radiation.anatomicSiteCodeSystem
Map:Lab: LabResult.textResult
Map:Lab:
LabResult.numericPrecision
Map:Lab:
LabResult.testPerformedDate Time
Map:CTOM: Radiation.durationValue
Map:CTOM:
QuialitativeEvaluation.menstrualindic
ator

Map:Lab:
SubjectAssignment.studySubjectldent
ifier

Map:CTOM: Radiation.reasonCode
Map:CTOM:
LesionEvaluation.evaluationDate
Map:CTOM:
LesionEvaluation.evaluationCode
Map:Lab:
LabResult.reportedResultStatus
Map:CTOM:
SubstanceAdministration.name
Map:PSC:
StudyParticipantAssignment.startDate
Map:CTOM: Radiation.name
Map:CTOM: Diagnosis.name
Map:CTOM:
QualitativeEvaluation.survivalStatusC
ode

Map:CTOM: Radiation.scheduleText
Map:CTOM:
QualitativeEvaluation.survivalStatusD|
escriptionText

JAssociation
is the parent of

DefinedCompositionRelat

DefinedActivity

ionship
+composite
0..*, unordered, none

3 SRR Sy D

+component
1, unordered, none

EFE S NI TEH)

[ESFES

AR )

+HEA R

1. BT L, 7L

- DefinedCompositionRelationship
(E 28 S VI RR 7y D B
1. WIZ—>® DefinedActivity
(EFSNTIEE) OB TH D,
% DefinedActivity (EF§ S 7=k
&) X, FFiC—oLl ko

DefinedCompositionRelationship (7]
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0..*, unordered, none

axyH V=R Z2—5 v b /—h
0.*, NEFFfHIF 722 L, 72 e SRSy DBIE)  ORERK
L T D,
Constraints (#/#7)
Inverse Relation (#fHBE) : D%
RSy CTdd D
IAssociation DefinedCriterionGroupO [DefinedActivity -
is a choice that has as option ptionRelationship +option DefinedCriterionGroupOptionRelatio
+choice 0..1, unordered, none

nship (EZINT-HHEITL—T D
RN OBSE) 1L, FRZ—o D
DefinedActivity (E# I N7k

+composite
0..*, unordered, none

0..1, unordered, none

i T S HIE S L — 3 S T IES) ;) miyid
PRI AR CH D [ SORREOME | PR %gﬁxﬁ%ﬁgﬁgg;fié
+EEER 0.1, JEFfHF72 L, 72 B 1. 1oLl Lo N
0.% MRFFFF7a L. 72l DefinedCriterionGroupOptionRelatio
L nship (3% S HHES L—7 0
R ORE) ANl LD T
ETHBERIETH D,
Constraints (#/#7)
Inverse Relation (ARBE) : %
73T ZEDOTELERETHD
IAssociation DefinedCriterionGroupC |DefinedActivity -
is the parent of ompositionRelationship +component DefinedCriterionGroupCompositionR

elationship (E# S 7#iHES L—
THRERRRC T OBE) X, BRI —D
@ DefinedActivity (E# S 715

is the component of

ionship
+component
0..*, unordered, none

+composite
1, unordered, none

ERINT-HET N — =
e TARSOBE [ S5 W oRThL, &
el Ny DefinedActivity (E# S U721%
DETHD +HEA R ) ) 1%, FERC—oL Eo
0.% MAFFAFI 72 L, 720.1 WU L, 72 DefinedCriterionGroupCompositionR
L L elationship (EF I 7-#iET L—
TR S OBEIE)  DREALALS T
5D,
Constraints (7#/#9)
Inverse Relation (i¥tHES) : D%
Bk Td D
/Association DefinedCompositionRelatiDefinedActivity - DefinedCompositionRelationship

(REF& S NI 7 0D BEEE)
1. WIZ—>® DefinedActivity
(EFE SN ORERED T
»H %, % DefinedActivity (EF%

[P EFE SN O [EFR SN ILE) ° B R
OIS T 5 o O etreeormpositenr oo, G
D %as 1. EFAFT72 L. 7L - . "
e Ll MY SRR OIGE) OB T
[: A a A % 60
Constraints (#/#7)
Inverse Relation G¥FABE) : O
<hHD
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0..*, unordered, none

axy ¥ V=R 2= v b /—F

/Association DefinedOptionRelationsh |DefinedActivity % DefinedOptionRelationship (&%

is an option that can satisfy ip +choice SNTOEPRORE) 1%, WiZ—
+option 1, unordered, none > ® DefinedActivity (E3& 7z

TEE) AT L O TE HER
¢ 5, 4 DefinedActivity (&

is contingent upon

ationship
+contingent

0..*, unordered, none

+prerequisite
0..1, unordered, none

[E3BC:S T S NIRRT OB B3 S - 15E) - S T
S o N
©Hs e it gl UL Bt oni) 2ins -
L TLOERTH D,
Constraints (7#1#9)
Inverse Relation (i¥ifHES) : %3
LT HBIRTH D
/Association DefinedRepeatActivityUnDefinedActivity % DefinedRepeatActivityUntilRule
triggers the cessation of tilRule +repeated (BEINT-HEE CORBETE
+triggering 1, unordered, none g) |3, i —oD
0..*, unordered, none DefinedActivity (B IAL7zih
it i g SRR O [ S D W) Lo, 8o
BT 5% T D RS DeflnedActlvity (E\z&: S iik
BT 5 LR L, L D) S OED
0.* NEFEMFA L. 7 DefinedRepeatActivityUntilRule (&
L S NTHUEE TCORETEE)
TV IREND,
Constraints (7#7#9)
Inverse Relation (i¥ifHEH) : £ T
R IR D
/Association DefinedOptionRelationsh |DefinedActivity 4% DefinedOptionRelationship (&%
is a choice that has as option ip +option INT-BIEOBE) 1%, Filo—
+chice 1, unordered, none > D DefinedActivity (B I L7z
0., unordered, none ) &R LT SR T
s i SR OB [ S NI D I pefineapctivity i
BN ET2EIRTHD & IR o S e
R 1 ESAT R L. 7L DeflqedOptlonRe]atlonshlp (Ea—;ra
0% JEREHFIF7e L. 7o AU BRI DOBE) Zimi/=9 2 &
5 DTELHERKTH D,
Constraints (7#7#9)
Inverse Relation G¥FHES) : Z1ifi
T ZeDTELERETHD
JAssociation DefinedContingentOnRel |[DefinedActivity - DefinedContingentOnRelationship

(E 2§ AV S-MF & 75 2 )
X, BFIZ—2® DefinedActivity
(EFINTED) 25T
%, 4 DefinedActivity (EF S

[ESBE:S EFRSNTEFME 2D [ S IEH 0 AN
ERMEETD B FRIFCHS Igeﬁn%ebd)céit\ingfr:;OnF;?eﬁinaip
AL TS 0.1 WUFFOIZR L 2 e S e 2ot & 70 5 D). o
OL:*\ EFEAFIF 72 Ly 72l ST D,
Constraints (#/#7)
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axy X J—2 22— v b /—h
Inverse Relation G¥AHBEE) : D5
HTh s
Generalization DefinedObservation DefinedActivity
source > target Child Parent
thkie TEFE S B E S S T2 iES)
V= A > H—=y b s Bl
Generalization DefinedProcedure DefinedActivity
source > target Child Parent
Ak B SN FIE EFE SN IEE)
Ve > B =y |k s o
Generalization DefinedActivity Activity
source > target Child Parent
thKkie E S S TCIEE) T E)
Ve > B =y |k s o
Generalization DefinedAdministrativeAc|DefinedActivity
source > target tivity Parent
Child
ki T SN IEE EOIE B SN IEE)
VA > H =1y b [ B3
B

Protocol Representation Sub-Domain::DefinedActivity Attributes
(ABEMFEERT V7 FAL  EBINEITE BT

B I

ZA7

/—k

nameCode

fffa—

public :
CD

T v
CD

TEENC 6 2 FEEA O SCEIC X DB 2 BRI 5 72012
a— NMeE - fE, Bz, SVEFFiRIE CPT4 <> SNOMED M
FECRNIND Z ENH D, HlzIX, BRBRETIZ, Zo=
— ML SNTEITHE O FIE (B X OERORHE) 2B
TS, SHRAEDT F R bt ITEFEHT — # 8 CD IR 7F
b, Bz, RBREHRFHEZEOEBEET = v 27 U X MZ
B 24 OB O a— RLT ¥ A b,

Map:AE = 'ProductObservation.typeCode'

Map:AE = 'Animal.overallStateOfHealthCode'

Map:AE = 'SafetyReport.timeReportCompleted'

Map:C3PR = 'StratificationCriterion.questionText'

Map:COPPA = 'PlannedEligibilityCriterion.alternateName'
Map:COPPA = 'SubstanceAdministration.nameCode'

Map:COPPA = 'PlannedObservation.alternateName'

Map:COPPA = 'PlannedActivity.alternateName'

Map:CTOM = 'DiseaseResponse.responseCode’

Map:CTOM = 'Radiation.dose’

Map:CTOM ="QualitativeEvaluation.survivalStatusCode'
Map:CTOM = 'Radiation.anatomicSiteCodeSystem'

Map:CTOM = 'Radiation.reasonCode’

Map:CTOM = 'FemaleReproductiveCharacteristic.abortionIndicator'
Map:CTOM = 'QualitativeEvaluation.anamResultAccuracyPercent'
Map:CTOM = 'CancerStage.stageCode'

Map:CTOM = 'DiseaseResponse.doseChangelndicatorCode'
Map:CTOM = 'FemaleReproductiveCharacteristic.firstLiveBirthAge'
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B ZAT J—h

Map:CTOM = 'Person.employmentStatusOtherText'
Map:CTOM = 'Person.employmentStatusCode'
Map:CTOM = 'Radiation.stopDate'
Map:CTOM = 'StudyParticipantAssignment.offStudyDate’
Map:CTOM = 'FemaleReproductiveCharacteristic.stillBirthCount'
Map:CTOM = 'QualitativeEvaluation.performanceStatusCode'
Map:CTOM = 'Radiation.name’
Map:CTOM = 'Radiation.startDate'
Map:CTOM = 'Radiation.durationUnitOfMeasureCode'
Map:CTOM = 'Imaging.name’
Map:CTOM = 'Participant.householdincomeCode'
Map:CTOM = 'DiseaseResponse.courseDispositionCode'
Map:CTOM = 'Radiation.type'
Map:CTOM = 'DiseaseResponse.progressionDate’
Map:CTOM = 'StudyParticipantAssignment.offStudyReasonCode'
Map:CTOM = 'StudyParticipantAssignment.enrollmentAge'
Map:CTOM = 'DiseaseResponse.progressionPeriod'
Map:CTOM = 'FemaleReproductiveCharacteristic.menopauseAge'
Map:CTOM = 'Participant.employmentStatusOtherText'
Map:CTOM = 'Radiation.descriptionText'
Map:CTOM = 'FemaleReproductiveCharacteristic.liveBirthCount'
Map:CTOM = 'Diagnosis.name’
Map:CTOM = 'DiseaseResponse.commentText’
Map:CTOM = "ClinicalResult.panelName’
Map:CTOM = 'DiseaseResponse.evaluationDate'
Map:CTOM = 'Procedure.name’
Map:CTOM = 'QualitativeEvaluation.menstrualIndicator'
Map:CTOM = 'QualitativeEvaluation.survivalStatusDescriptionText'
Map:CTOM = 'Radiation.scheduleText'
Map:CTOM = 'CancerStage.stageCodeSystem'
Map:CTOM = 'SpecimenAcquisition.name’
Map:CTOM = 'AdverseEventTherapy.id'
Map:CTOM =
'QualitativeEvaluation.performanceStatusCodeSystem'
Map:CTOM = 'DiseaseResponse.responseCodeSystem'
Map:CTOM = 'Radiation.durationValue'
Map:CTOM = 'QualitativeEvaluation.painIndexCodeSystem'
Map:CTOM = 'Person.householdIincomeCode'
Map:CTOM = 'Specimen.volumeUnitOfMeasureCode'
Map:CTOM = 'Radiation.anatomicSiteCode'
Map:CTOM = 'Participant.employmentStatusCode'
Map:CTOM =
'StudyParticipantAssignment.informedConsentFormSignedDate'
Map:CTOM =
'FemaleReproductiveCharacteristic.menopauseStartDate'
Map:CTOM ="Activity.name'
Map:CTOM = 'QualitativeEvaluation.menstrualPatternTypeCode'
Map:CTOM = 'Surgery.name'
Map:CTOM =
'DiseaseResponse.progressionPeriodUnitOfMeasureCode'
Map:CTOM = 'Radiation.doseUnitOfMeasureCode’
Map:CTOM = 'QualitativeEvaluation.painindexCode'
Map:HL7SP = 'VerificationEvent'
Map:HL7SP = 'Study.evaluation'
Map:HL7SP = 'VerificationEvent.availability Time'
Map:HL7SP = 'RegistrationEvent'
Map:Lab = 'LabResult.referenceTextList'
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/—h

Map:Lab = 'LabTest.additional TestDescription’
Map:Lab = 'LabResult.textResult'

Map:Lab = 'LabResult.testPerformedDateTime'
Map:Lab = 'LabTest.comments'

Map:Lab = 'LabTest.status'

Map:Lab = 'LabResult.numericPrecision’
Map:Lab = 'LabResult.reportedResultStatus’
Map:Lab = 'LabResult.numericResult'
Map:Lab = 'LabResult.referenceRangeComments'
Map:PSC ="'Activity.name'

Map:PSC = 'StudyParticipantAssignment.startDate'
Map:PSC = 'VitalSign.measureTime'
Map:SDTM IG ="IE.IETEST'

Map:SDTM IG = 'AE.AEACNOTH'
Map:SDTM IG = 'SC.SCTESTCD'
Map:SDTM IG = 'EG.EGTESTCD'
Map:SDTM IG = 'PE.PETESTCD'
Map:SDTM IG = 'DS.DSTERM'

Map:SDTM IG = 'DM.DMDTC'

Map:SDTM IG = 'QS.QSTESTCD'
Map:SDTM IG = 'DS.DSSCAT'

Map:SDTM IG = 'VS.VSTEST'

Map:SDTM IG = 'EG.EGTEST'

Map:SDTM IG = TL.TITEST

Map:SDTM IG = 'SC.SCTEST'

Map:SDTM IG = 'VS.VSTESTCD'
Map:SDTM IG = 'PE.PETEST'

Map:SDTM IG ='CO.CODTC'

Map:SDTM IG ='LB.TESTCD'

Map:SDTM IG = 'DS.DSCAT'

Map:SDTM IG = 'DA.DATEST'

Map:SDTM IG ='DS.DSSTDTC'

Map:SDTM IG = 'LB.TEST'

Map:SDTM IG ='AE.AEACN'

Map:SDTM IG = 'DA.DATESTCD'
Map:SDTM IG ='AE.AECONTRT'
Map:SDTM IG = 'EX.EXTPTREF'
Map:SDTM IG = 'DS.DSDECOD'

Map:SDTM IG ="IE.IETESTCD'

Map:SDTM IG ='QS.QSTEST '

Map:TDM = 'TDMPlannedActivity.codedDescription’
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categoryCode

HFY a— R

public :
CD

CD

T

(GBS AT D720 a— MeEanE, Flzix,
JT UM THEEH OEFIT, 773U TR
75 . nameCode (A4Fp=r— K) 23 THMI E— Ak
151 . Bz, Procedure (FlE) THT AV THEHF

i) . Bz 1E. AdministrativeActivity GEE EDOIEE) T, &
7 =2 U [Disposition (#BrE =Bk | GBI, =&
v 7#T) . [Milestone (AR —2) | (L 74—
LARarvs b, Bk, LYRARNY—, SUHMME) . TF
Off  (ERERR) 7o & oifEh, Bz, BARRAETIET,
73U TR« TRRE . [EER
o

I BRSO IR, BT IV T AT S i biEX e
DIETTHLIN, LT AT IYNRHTITY Lz
Gt WRYENE T VINICAEE L2 T U2 5720,

Map:COPPA = 'PlannedActivity.categoryCode'
Map:COPPA = "Activity.categoryCode'

Map:COPPA = 'PlannedEligibilityCriterion.categoryCode'
Map:COPPA = 'SubstanceAdministration.categoryCode'
Map:COPPA = 'PlannedObservation.categoryCode'
Map:COPPA = 'InterventionalStudyProtocol.interventionTypeCode'
Map:CTOM = 'Imaging.type’

Map:CTOM = 'Surgery.durationValue'

Map:CTOM = 'Surgery.stopDate'

Map:CTOM = 'SpecimenAcquisition.type'
Map:CTOM = 'SubstanceAdministration.type'
Map:CTOM = 'Radiation.type’

Map:CTOM = "Surgery.startDate’

Map:CTOM = 'Surgery.anatomicSiteCode'
Map:CTOM = 'Surgery.durationUnitOfMeasureCode'
Map:CTOM = 'Surgery.name'

Map:CTOM = "Activity.type'

Map:CTOM = 'Surgery.type'

Map:CTOM = 'Surgery.anatomicSiteCodeSystem'’
Map:CTOM = 'Surgery.descriptionText'

Map:CTOM = 'Surgery.reasonCode'

Map:CTOM = 'Procedure.type’

Map:CTOM = 'SubstanceAdministration.name'
Map:Lab = 'Activity.typeModifier'

Map:Lab = 'SubjectAssignment.type '

Map:PSC ="ActivityType.name'

Map:SDTM IG = 'PE.PECAT'

Map:SDTM IG = 'DA.DACAT'

Map:SDTM IG = 'EX.EXCAT'

Map:SDTM IG = 'SU.SUCAT'

Map:SDTM IG = 'VS.VSCAT'

Map:SDTM IG = 'SC.SCCAT'

Map:SDTM IG = TLIECAT'

Map:SDTM IG ="IE.IECAT'

Map:SDTM IG = 'CM.CMCAT'

Map:SDTM IG = 'QS.QSCAT'

Map:SDTM IG = 'EG.EGCAT'

Map:SDTM IG = 'LB.LBCAT'

Map:SDTM IG = 'DS.DSCAT'

Map:SDTM 1G = 'MH.MHCAT'
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subcategoryCode public : EENDORE WA T T YN TOMOEEZAREICT D7Dl a—
CD M fl, BlziX, MeFRiE o THORRE] |
N . oy [RAE L) . TRESRE) o A7 3V D THUmIaE)
FIATIY == 7Y 7 DIEFIC, F7H7 TV RS | nameCode (44
D S R) 2 ML — AR OBAR BB, Bl
IX. categoryCode (7 =V =2— K) 7% llIntervention (4
A\) | TIL., subcategoryCode (V7 h7 =2V a—FK) A
Drug (EHD) | (FZ78AR%EET) . [Device (H#%) |
(4% 5<te) . [IBiological (ZE#HAI) /Vaccine (V27 F
) J . [Procedure (FJEH) /Surgery (F4f) | . [Radiation
(W) 1 . [Behavioral (7)) | (Psychotherapy [.Lr#f%
151 . Lifestyle Counseling [A:{EEIEI v &Y 7] 72
&) . NEfx (Genetic) | CEIzFEA, oflila, AH#Z
DNA 72 &) . Dietary Supplement CREZEMBIEMS) 72 &,
o EHERICWZIE, A7 IV YT AT Y s EE
HIFITTHLN, bLET AT IYRRATIY Ly
A, MEMERET VNICHEE L2 nid e 5w,
Map:COPPA = 'SubstanceAdministration.subcategoryCode'
Map:COPPA = 'PlannedObservation.subcategoryCode'
Map:COPPA = "Activity.subcategoryCode'
Map:COPPA = 'PlannedEligibilityCriterion.subcategoryCode'
Map:COPPA = 'PlannedActivity.subcategoryCode'
Map:CTOM = 'Surgery.type'
Map:Lab = 'Activity.typeModifier'
Map:SDTM IG ="'EX.EXSCAT'
Map:SDTM IG = 'SC.SCSCAT'
Map:SDTM IG ="'EG.EGSCAT'
Map:SDTM IG = 'MH.MHSCAT'
Map:SDTM IG ="'SU.SUSCAT'
Map:SDTM IG ='QS.QSSCAT'
Map:SDTM IG ="IE.IESCAT'
Map:SDTM IG = 'DS.DSSCAT'
Map:SDTM IG = 'DA.DASCAT'
Map:SDTM IG ='LB.LBSCAT'
Map:SDTM IG = 'CM.CMSCAT'
Map:SDTM IG = 'PE.PESCAT
Map:SDTM IG ='VS.VSSCAT'
Map:WHO = "Intervention(s)'
repeatFrequencyCode public : Pt D WIRIN OIS BRI 2 Bl Z 3 2 72Dl a— FMeEhiz
CD M, %1%, BID=1H 2[al, FRAHEERL (LT L 12 K5
=5 7, N - ] :~‘ 3 i
[T RESS M T2 TEWY) | QI2H=12f 2 (NCI 5 0f))
CD

Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule’
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repeatFrequencyRatio

public :
RTO<INT,PQ.TIME>

T
RTO<INT,PQ.TIME>

FTE OB NOTE BRIk 2 R4 EIG, FlAE 12K/ IE, 1
A 2[ml,

Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule’

repeatQuantity

[FEiZE

public :
INT

T v
INT

ILE DA%k,
e BB 1 BRI ORA, BiEL TS, BID TS5 H
i 10ETH 5,

Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule.repeatCount’

repeatDuration

S AR TR

public :
PQ.TIME

T v
PQ.TIME

THEN 23k 0 K X 45 HiR,

71 : repeatDuration (S #ifH)) (X repeatQuantity (SiE%0) &
BN DEEHE L B HND, WTILOEBREZ S, 5]
B RENRITIVUIRD Y IR RSN B2 HND
2, BRIDG F— A DIE D BIEARTH A H &KL
7o

Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule’
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description

E=11
e
=

public :
ST

T
ST

TEE) O SCEIT K 5 R,
1 2, = MEBEEOSCREERSIC H D Rk & Y FERNS
mhHERbNS,

Map:AE = 'Productinvestigation.description’
Map:BRIDGV2.2 = 'ExperimentalUnitAllocationMethod.description'
Map:COPPA = 'PlannedActivity.textDescription'
Map:COPPA = 'PlannedEligibilityCriterion.textDescription’
Map:COPPA = 'SubstanceAdministration.textDescription'
Map:COPPA = 'PlannedObservation.textDescription'
Map:COPPA = "Activity.textDescription'

Map:CTOM = 'Imaging.descriptionText'

Map:CTOM = 'Surgery.descriptionText'

Map:CTOM = 'Radiation.descriptionText'

Map:CTOM = 'Histopathology.reportDescriptive Text'
Map:CTOM = 'SpecimenAcquisition.descriptionText'
Map:CTOM = 'Procedure.descriptionText'

Map:CTOM = 'Activity.descriptionText'

Map:HL7SD = 'EligibilityCriterion.Text'

Map:Lab = 'LabTest.additional TestDescription'

Map:PSC = 'Activity.description’

Map:SDTM IG ='SV.SVUPDES'

Map:TDM = 'TDMPlannedActivity.description’

statusCode

g —

public :
CD

T
CD

Ia—nNVI 477 ) O—EE L TCOIREIREL AT D
7eblica— MMran-fE, #lziX., TDraft New (RZEE

%) | . [Released (/A%%) J . [Retired Archived (9I5|
RAF) | TR &,

T REIZFDT A T A 7 NVOAEDE TIRESNT- 7 =
— X (£73WEEEOHE 7 = —X) Th D,

Map:COPPA = 'PlannedActivity.statusCode'
Map:COPPA = 'PlannedObservation.statusCode'
Map:COPPA = 'PlannedEligibilityCriterion.statusCode'

statusDate

UNSER)

public :
TS.DATETIME

T T
TS.DATETIME

EEOREPFE SR (B

Map:COPPA = 'PlannedEligibilityCriterion.statusDateRange'
Map:COPPA = 'PlannedActivity.statusDateRange'
Map:COPPA = 'PlannedObservation.statusDateRange'

6.22

Protocol Representation Sub-Domain::DefinedAdministrativeActivity

(RREBHEERRY I FAM VU EESINEELDOFES)
public Class {leaf}

Extends: DefinedActivity. : (% EHEILEITE. )
BEORBRONEND 70— L5734 TF Y LV DERINIIEE T, BAHTRERT 7 L— e LTR
A OO TSI E | BRI L 22 AS, B ERBR O - RIS KOFEITICRATH 5,

Bl 21T, TRIERE~OEIE T

SER A~ DB Gk

BRI OBAAA, ABRIIR O T RE RS, BRI EEO MR,

ik, 720, BBREY Y bET BB T, BRIGERMR, o ba—uEk R E,
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Protocol Representation Sub-Domain::DefinedAdministrativeActivity Connections
(RGERFEERTY 7 FAL SN EE LDOEE =522 5>)

axRxy ¥ J—R ¥—5 v b /J—F
Generalization DefinedStudySubjectMileDefinedAdministrativeActi
source > target stone ity

Child Parent
Ak TR INERBEx G~ [ERINLEE EOIGHE)
J—A>H =4y |k A ILA h—V Bl

%
Generalization DefinedStudy Administrat [DefinedAdministrativeActi
source > target iveActivity Vity

Child Parent
LAk R SN RBGE R FERINEE EOIEE)
V=R > H—y |k DILE) Bl

%
Generalization DefinedSpecimenStorage [DefinedAdministrativeActi
source > target Child vity

Parent

TE 3 SN RIRRTE
Ak 7 T SINEE EoiEH)
Y—A>HA—=Fv b s
Generalization DefinedAdministrativeAc|DefinedActivity
source > target tivity Parent

Child
Ik BT SNTEE EONE [EF% S AL IEH
V=R > H—4y |k Ed] Bl

%
Generalization DefinedExperimentalUnitDefinedAdministrativeActi
source > target Allocation ity

Child Parent
Ak EFe SN RBRBEALO [EF% S EE EOIEHE)
VA > H =y k BT il

%
Generalization DefinedStudyAgentTrans [DefinedAdministrativeActi
source > target fer Vity

Child Parent
ki TR INTRBREZ T [ERINLEE EOIGE)
V= A > H =1y b L B3

%

6.23 Protocol Representation Sub-Domain::DefinedCompositionRelationship

(BRERAEERRY I FAM Vi ERSA-BHRES OBEE)

public Class:

BEWTES) & T 2R DM OTEE), b HE L FOIEE ORI,

Ta—NNVIATZ7VDO—ETHD,

ZIZ T, IARTOEEIIEB O

FlzFE, —EOREIT, Z—7 L LTHIC IR S D 80 A H2BBRRE SRS D, Blo
Bl LT, Zva—2 &G & GO MR TR & € D% O MPERRA 725 7L 3 — A A4MRBRN H 5,
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T A7 Z 2%, B UBOEEO WA RREIDO AND (B LY OBEDRBICHETLD,

Protocol Representation Sub-Domain::DefinedCompositionRelationship Connections

(RBRERFEERTY 7 F A1 B SN EI D DEE 272 >3 )

axyH Y —R [F—%> b /—F

/Association DefinedCompositionRelatDefinedActivity 4% DefinedCompositionRelationship

is the parent of ionship +component (EFH SRR Sy 0 B
+composite 1, unordered, none 1%, #lc—>0 DefinedActivity

0..*, unordered, none

(EEINTIEE) OBTH D,
% DefinedActivity (EF 3N 7215

is the component of

i
DIERKLT T %

B E 38 S NVTHERR 7 D [[EF S IZiIEHE) .
DTS B 2 W) (3, e oU ke
%/EHZ'—( 1 JERAT R L. 7L DeflnedComp\osruonRela‘tlonshlp (/?E
0% N 7 L 7 e S LTS O BIE) O
3 ATl B,
Constraints _(7#7#9)
Inverse Relation (i¥tHES) : D%
Bk Td D
/Association DefinedCompositionRelatiDefinedActivity - DefinedCompositionRelationship

ionship
+component
0..*, unordered, none

EFE S IR D [E5E SN TG E)

+composite
1, unordered, none

(REF% S NI 7 0D BEEE)
1. WIZ—>® DefinedActivity
(EF SN ORERED T
»H %, % DefinedActivity (7%

[ESFES
A BRI 7

L

0.*, NEFfHF72 L,

REY FLTIEED) 1, KRR —DLL ko
DefinedCompositionRelationship (7]

1 NERERT AR L, 2L o e

S TR L L b on e o B e

b5,

Constraints (7#/#9)

Inverse Relation G¥FHEE) : Dl

Thd

Protocol Representation Sub-Domain::DefinedCompositionRelationship Attributes

(RABREMFEEHT YT F AL 2 JEEINLEBRED DEE B

I=4es XAT J—h
sequenceNumber public : [ LY —R &2/ Do FEEDBEO B oA 22 ERF £ 72
INT IXREBONE T & B 12 D88, B 20X, (L PRIETEED & Al
. R SRR I DR DR 2 — A (EAIIESE) <. IEFE
T & NARts BT & 0 DT OHEREA DIEBIAM & D SR R,
Map:CTOM = 'ActivityRelationship.sequenceNumber'
priorityNumber public : [ LY —ADIEEhZ2 A7 Do RO BEE X 0 A B
INT SIAL 5B A BRI T D, Bl AIX, BEROHREICE L
. . T, WTFNORMELZ M LV RICEET 02T 5, [
RS NERES UCIEFF & S ORRA AT ST, WA L Y I T
INT BEIIREICT 5, MCRIRS N B A £ 72 1R o R
C. priorityNumber (f5c%&75) (2 X 0 EEHEZ MIZTT,
V£ : priorityNumber (B5CE5) OEDN/N S WETEE A K & VWM E
ORIV BT ENEBEZI LD,
Map:TDM = 'AbstractRule.isExclusive'
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B ZAT J—h
pauseQuantity public : TSN A Ehid 5 23 TE TV D IRER & EEROTEEBMG & O
PQ.TIME kT R OR &, Bl 21X, FBREEE 5% 15 53 OF L.
. ot % 2 IRE I o0 AR E
e Ik T "
PQ.TIME Map: TDMv2 = '(New content)'
comment public : FE R 5y DO BEIZ DWW B O EEaR,
ST
Map:CTOM = 'ActivityRelationship.commentText'
I Ak X7 v
ST

Tagged Values (& 211 & (&)
Map:CTOM = ActivityRelationship.typeCode.
Map:Lab = Activity.plannedTimeElapsed.

6.24 Protocol Representation Sub-Domain::DefinedContingentOnRelationship

(BREEHBEERRY T F A VBRI EHLLHEE)

public Class::
o DIEE) & IRDWTIh—D & DB,

- B =2y FOTEBNOFERDBH SN BRNVRY = ADIEEN Z H20E ) —ODIFEIORE R, B, &
EINXES O/ a—VT 477 ) O—EHTH D,

A=y FOIEEINRZ SR VRY VY —2DIENEZ b0 h 9 —oDiEE), B, SIFENIIREI D S o —
NIVFGATZDO—ETHD,

- oOTEE), BEHER, tho 7 — T OMBEDEN SR D FHE SN OBAE T L—T,

BT, FH X 25 LGRS ORH 5BRREZFZRT 5 (¥ —7 v b =HIOIEE)
BIZIE, MEND DWIEZ B 258 I ORER X 25925 (=0 v b = JIOBEIEB OFER)

Bl z 1%, MJENH DEHE 2 2 0505 DIRERERE RSB £ 72 I3REN ER LSS, $74bb [ (AR X
W [BFEZIZC]) | ICORFEAY 2595,

Constraints (%/#)
. Approved Invariant (ZiE7Z 4 ~Z41F) . completionRequiredindicator Qualifier (#& T % %3 & 42 fRiZ
Effiv) .
completionRequiredBeforeStartingindicator (BRAARTICHS T 2 42 & §HF54%E) X, ARBE#ED X —7 > |k
PIEBDGEDOHER S, #—77 y MBI OB S L— 7 D86 TIHMER S,
Approved Invariant (¥4 1Z4/%) . |s Contingent Upon Exclusive Or (HEfthAFRERFN 2 5otk & 4
%) .
DefinedContingentOnRelationship (7 S V724 & 72 % BE5d#) 1%, DefinedActivity (E3 SU72i%Eh) |
DefinedObservationResult (B I 7/-BiIZfER) . F£ 7213 DefinedCriterionGroup (EF Sz s v
—7) O—DIIDOHEET S,
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Protocol Representation Sub-Domain::DefinedContingentOnRelationship Connections

(B EMEERTY T F AL BRSNS R SBE 2 F2 29 )

axyx J—2R F—Fv b /—k

/Association DefinedContingentOnRel [DefinedActivity - DefinedContingentOnRelationship
is a condition for ationship +contingent (BRI NT-5 L 72 5 )

+prerequisite
0..*, unordered, none

1, unordered, none

1. #IZ—>® DefinedActivity
(EFZENIIER) OFMFETH
%, 4% DefinedActivity (E3 S

[E3hu:1 ERSNIRMEL 2D [EFR SN TIGE) - A
PRIETH S %ﬁﬂﬁ: I%Eégf;& Lo 7L Igeﬁniehd)céﬁt\ingfri;OnF;feaingip
AV g \ (EF ST Felh b 22 D) %
S \ etk T 5.
Constraints _(7/#7)
Inverse Relation GYifHRH) @ %5
L4 %
/Association DefinedContingentOnRel |[DefinedObservationResult |7 DefinedContingentOnRelationship

is contingent upon

ationship
+contingent

0..*, unordered, none

+prerequisite
0..1, unordered, none

(ERINT=FMF L 72 5 BEE)
X, Blc—on
DefinedObservationResult (FE#% <

is contingent upon

ationship
+contingent

0..*, unordered, none

+prerequisite
0..1, unordered, none

EFE SN BEE o
; e 2 - 2 N N-BIEGER) 25035, &
%ﬁ: L4 %E ShiEfiL s g%gmjﬂggﬁ” L. DefinedObservationResult (&3 &
RV L/ N A ﬂfi%ﬁ%—?‘:%%) = H#@:*OJJ\J:
0.% JEFAG AL, 72 @ DefinedContingentOnRelationship
L (EF SR & 22 2 BH) O
K TH D,
Constraints (7/#7)
Inverse Relation (iAHBE) : D%
HTh b
/Association DefinedContingentOnRel [DefinedCriterionGroup - DefinedContingentOnRelationship

(B STk & 72 2 i)

X, FRlZ—o D
DefinedCriterionGroup (& S 4172
REIN—T) &M LT2, &

117

1 EFE IS LA EES FHRET L —T T e
B;j—;ﬁ: L4 %E SHicRIEL 2D Fzﬁggﬁ{: AR/ DefinedCriterionGroup (€& S 417z

PR D 0.1, NEFHHTARL, 72 [RE7/F7) 3 BRE LR

0.* BT L. 7L @ DefinedContingentOnRelationship

L T ’ (EFINTFKM L2 2 BE) @
SRIETH D,
Constraints (#/#9)
Inverse Relation (WifHRE) : D5
T 5
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axs ¥

J—2A

¥—5 v b J—Fh

JAssociation
is contingent upon

=
=4

ERIFETD

w

DefinedContingentOnRel

DefinedActivity % DefinedContingentOnRelationship

ationship
+contingent

0..*, unordered, none

+prerequisite
0..1, unordered, none

(E 78 S VI SRE & 72 2 )
1L, BEIZ—2 D DefinedActivity
(EFINTIER) 25T
%, % DefinedActivity (B SH

L

e - 2% 7 CE:S i
m%éﬂf*#kxé,pﬁiff@% ToIEE) 1 F, RS2 ED
%ﬁ’: . (J;Ml\g;ggﬁﬁ L. 7 DefinedContingentOnRelationship
S )= Y N o= :ﬂ 7 ]
0%, WEFFAHT 2 L. 72| gy IR @

RMETH D,

Constraints (#/#7)
Inverse Relation (¥i+HBS)
HcH s

T DSk

Protocol Representation Sub-Domain::DefinedContingentOnRelationship Attributes

(FRBEMFEEHXRTY 7 FAA A JEBINERMEE LR EEE B

& 1

AT

/—h

evaluableExpression

Ml AT HE 2

public :
ED

Ty
ED

FEMR). BRI, ZOMOA T REETel LB TEX 55
A ATRE A PR RS, AT EICHEME TR AR FEIR 2 AE Y TR
Mo D, Bl (<Eféb>0b<2ifH>) |

(SysBP[now] > 140, DiaBP [now]> 90)
o Zo@EoT — %3 ED T, ED mediaType (ED A5 4
TR ST DRI TRERBUEE D2 DT, WL DDA
D—DODFEWERFREZ R — T2 BIEORNEZMRT 5, =
ZCORMRIE. 2O X RREEZERT DT AT LD media
Type (A7 4 7H) CTY—AEEHINL T, HHDLHIHE
AT NS ST — L % R O SRS R B A R AT
L2 iudZz 57ev, #lzxiX, [TDM Markup Language

(DM ~—72 7 v 7 5% : TDML) | TORD X 9 2 DFE
ffirfBER L TIF X > 12 THEN ~ EPOCH --TO +3 D'PREVIOUS
EPOCH| (X, ED 7 —4# BT a7 ¢ TIIRDO XI5 b
% : ED.value: IF X > 12 THEN ~ EPOCH --TO +3 D "PREVIOUS
EPOCHED.mediaType: text/bridg-tdm+xml (Z 4113 Z OFID 72D
WICBZNORERBEHRTHD) BHMOKRBSFELBAET 2
ED.AT 4 THOFE L TROL IR bDORH L (ZAUTRS
72vY)  : Language: OCL; MediaType: text/plain+oclLanguage:
Factor; MediaType: application/hl7-factor+xmlLanguage: MathML;
MediaType: application/mathml+xml

Map:TDM = 'TriggeringRule'

pauseQuantity

A 11 B P

public :
PQ.TIME

TV v
PQ.TIME

5B & 20 9™ 2 Wl 23 C & TV D e & EEEOTEBIBLA &
FHCRE S HIFF OR S, Fil 23, R 5% 15 4y ok
ROfE R 2 R OO M E e

Map:Lab = 'Activity.planned TimeElapsed'

completionRequiredBeforeStarti
nglndicator

PRARHIICHE T 2 2 & 545

(4

public :
BL

T T
BL

Y — ZOIEBOBRMEENC Z — 7 P OIFEBZHE T LW
PUEZR B 72NN E D D E IR,

L ZORMELS =Ty FNEBOBERICORMEM L, ¥ —
7y D BB RSB L — T ORE I L,

Map:TDM = 'TriggeringRule'
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B ZAT J—h
comment public : St & 70 D BRI SOV CEIN O FLIR,
ST
Map:CTOM = 'ActivityRelationship.commentText'
IRk T w7
ST

Tagged Values (& 21 & (&)
Map:CTOM = ActivityRelationship.typeCode.

6.25 Protocol Representation Sub-Domain::DefinedCriterionGroup

(BREEHBEERRY T F AV ERSARETIL—T)

public Class:

TSEOFEITE L IIEIEE O ILOEMRE L 72 25BN 2 kT 57200, HER (ANDed [BXUY] ) X
IR (ORed [F7213] ) ICHEALIEGHFOEE Y, o, HES L — T ORERASIIMOIEE), BIEFHREC
MORET N —T 2 ELHERH Y, HHET NV —T L Z OB SIT e — VT4 7T O—H L LTER
S, TNEEBLT L HRIEDORBRO—E TIE/RW,

Bz, (ABLD BEZIZC) ) T, AIZEH), BL CIZT_>ORLLBIEMREL Lzl &, 2/OFEINT

TOORMET V=TT, RGBMUG O (RS (ISEEND,

i AELUTHE 7 L — 713 L O REZ FRIN T A TE T,

Protocol Representation Sub-Domain::DefinedCriterionGroup Connections

(FBREMFEERT Y T FAL A EESNLEHEI N —T 2R q>)

axyx J—2R Z—G v b /—F
JAssociation DefinedCriterionGroupC |DefinedCriterionGroup pas
is the parent of ompositionRelationship +component DefinedCriterionGroupCompositionR
+composite 0..1, unordered, none elationship (&3 S 7-HiHEZ L —
0..*, unordered, none TREF A OBE) 1%, BRlC—o
pee e @ DefinedCriterionG EFe
sl Ry PR e,
B TRER RSy O B EFSNHEI =T . s
el Ty % DefinedCriterionGroup (7 X
PRTHS HIE IR RS LY L) 1%, BRT o
0.* JEFEAHT 2 L. 70,1, NEFFFHT 2L, 72 u£é C T
L L DefinedCriterionGroupCompositionR
elationship (E# 7 #iHEs L—
THER Sy D BEIE) DR T
H%5,
Constraints (7#/#9)
Inverse Relation GYFHEE) : O
By T D
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gl

3 it

FTHOVIRISND

0..*, unordered, none

EF SN REE TO

EFRSNIBET NV —TF

AR TS E)

i IR XD

0.*, EFEFHFZR L, 72
L

BT D
0.1, JEFFfHF7Z2 L, 72
L

axy# Y —R [Z—%v b J—Fh

/Association DefinedRepeatActivityUn|DefinedCriterionGroup % DefinedRepeatActivityUntilRule

is repeated until tilRule +triggering (EHRINWT-HEE CONIETE
+repeated 0..1, unordered, none ) L. HEC—o0

DefinedCriterionGroup (€& S 417z
BIUE7 L—7) ETHYIRSHh
%, 4% DefinedCriterionGroup (&
SN HRES L—T) 1, KRS
— > ED
DefinedRepeatActivityUntilRule (&
2 SNT-HUEE COXEIRE) %
T D,

Constraints (#/#7)
Inverse Relation (¥i+HBS)
H5

CRET

/Association
is a choice that has as option

DefinedCriterionGroupO

DefinedCriterionGroup

ptionRelationship
+choice

0..*, unordered, none

+option
0..1, unordered, none

5
DefinedCriterionGroupOptionRelatio

nship (EFINHHET L—T D
PR OBE) 1%, FFZ—D2 D
DefinedCriterionGroup (& S 47z

is an option that can satisfy

il
BT T & OTE BB
<H%

ptionRelationship
+option
0..*, unordered, none

EF ST L —

+choice
1, unordered, none

EFSNIHEI N—T

7 DEAR R o B
LREEIN53

0.*, JEFFHF 2L, 72
L

IR
1. EFFfFIF72 L, 72 L

ESpts ERSINTREI NN — [EREINTHET V—T o . . .
PRI LT HBRTHD [ TORREOME | [ BT R ST SR
e 0.1 WEFFHTAR L, 7 [ oDBe & »
o NEFE L. 72 L A * DeflneQCrlterlonGroup (EFENhT-
i\/\ ‘ BT L—7) 1L, RRZ—oRk
D
DefinedCriterionGroupOptionRelatio
nship (EFRINI-HEIL—T 0D
R ORE) ANl LDT
EHBERIETH D,
Constraints (#/#7)
Inverse Relation (ARBE) : i
73T ZEDOTELERETHD
IAssociation DefinedCriterionGroupQO |DefinedCriterionGroup ps

DefinedCriterionGroupOptionRelatio
nship (EFINTIHETL—T D
RPUEOBE) X, FIZ oD
DefinedCriterionGroup (& S 417z
B NV—"T) AWl T L DT
LR TH D, &
DefinedCriterionGroup (&% S iz
HUES L—7) X, RRC—2LLk
D
DefinedCriterionGroupOptionRelatio
nship (EZINT-HHETL—T D
R ORE) RIS T 5%
RTH D,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)
R &+ 5BIRTH S

D Ak
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+contingent
0..*, unordered, none

0..1, unordered, none

axy ¥ J—R =5y /—h
/Association DefinedContingentOnRel DefinedCriterionGroup % DefinedContingentOnRelationship
is contingent upon ationship +prerequisite (EFINT-5 L 72 5 BE)

X, BEFliz—oo
DefinedCriterionGroup (€& S 417z
BEIN—T) 25T 5, &

is the component of

ompositionRelationship

+component
0..*, unordered, none

+composite
1, unordered, none

. s s - e LRE
E;;—% - SNEREL RS Lz éiﬁjjﬁhﬁéy e DefinedCriterionGroup ({£3% S h7-
AfEETS - LR 1t —7) 13, Bk
+ LT 0.1, JEFFHFZ2 L, 72 577 o T T
0. AR 22 L. 72l @ DefinedContingentOnRelationship
L (BFRS N L 72 5 BH) D
FETH D,
Constraints (#/#7)
Inverse Relation (#iARBEE) : D&
T 5
Association DefinedCriterionGroupC |DefinedCriterionGroup s

DefinedCriterionGroupCompositionR
elationship (GEF S 7= #liES L —
THERRR Sy DR (X, WIZ—o

@ DefinedCriterionGroup (E3% &

EF SNBSS L — e s
B TERRAOME  [EEshi ey — (RIS T) ORI
T YANE N A &%, 4 DefinedCriterionGroup
PR B A R (ERSNIFES A —T) X
* : BRI 7 7 =P ~
0., NEFAHF R L, 722l EFfHT22 L, 2L Bl oL E o
L DefinedCriterionGroupCompositionR
elationship (EFE I 7= AT L —
THERRR Sy DBE) OB TH D,
Constraints (7#/#9)
Inverse Relation (i¥ifHES) : DBl
Thd
6.26 Protocol Representation Sub-
Domain::DefinedCriterionGroupCompositionRelationship
(RBREMAEEREY T FAM VRSN RET IL—THEHS OBEE)
public Class:

HEET NV —T7 LihE), BEER, By THAIMOBRMES L—T7 Lo, $72bh, B 1 HOFER
CHERIMAN D 1IHH & ORI OBE, ZRBHRUET NV —7 L ZOERSITV T BIER O/ a— LT 47 1D

—HTHD.

Pl —EomEE, Z—7 L LTHICHICERES NS 8EO A W2 ERRE) OIS 25670

Ho,

MoplL LT 7N a—285 5 & GEIR O Mg AR & € O% O MBHERED B 72 % 7V 23— 2 /AR &

50

AR T2, RURES L—T RO Reifitkiio AND (B X)) OBEDERIKILD,

Constraints (Z1#9)

Approved Invariant (AX7F4FZZ1F) . Is the Component Of Exclusive Or  (HEALIIGHERFN DORERL AL 5y T

b5 .
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DefinedCriterionGroupCompositionRelationship (E# S V72 JHHEY L— T RERR Sy O BE) 1%,
DefinedActivity (&3 SAL7-7%E)) . DefinedObservationResult (B S NU7-BIZAER) | £7213F 0Ofh
@ DefinedCriterionGroup (EF I NT-HHET L—T) D5 HLO—2DHITEHE L2 T IUTR B0,

Protocol Representation Sub-Domain::DefinedCriterionGroupCompositionRelationship Connections

(FBREWF BRI Y 7 P A1 JEESHTEHES N — TRy DEE 2 %2> 3)

aRxy K V—2Z Z—7 v b /J—F

IAssociation DefinedCriterionGroupC |DefinedCriterionGroup -

is the parent of ompositionRelationship +component DefinedCriterionGroupCompositionR

+composite
0..*, unordered, none

0..1, unordered, none

elationship (E# N7 #iHES L—
THRER T OBE) X, KRR —D
@ DefinedCriterionGroup (&%

+composite
0..*, unordered, none

0..1, unordered, none

E SN HET L — B
pt RS OME  [ERS iy [VERET L —T) ORTH S,
DETHD Ak RS - DefinedCriterionGroup (7E#%
= . Y = — :#
0.5, WFEH A L, 0L WRR L, A [LTREI 7) i, B
L L DefinedCriterionGroupCompositionR
elationship (EF I #iEs L—
TRER ST D BE) DR T
H 5,
Constraints (#/#9)
Inverse Relation G¥iFHES) : O
iy T D
JAssociation DefinedCriterionGroupC |DefinedActivity B
is the parent of ompositionRelationship [+component DefinedCriterionGroupCompositionR

elationship (EF I #ifEs L—
THREREC T OBE) 3, REIZ—D
o DefinedActivity (E7 SN 7-7%

122

ERR SNBSS L — .
g SRR OB [E3E SN IES) B) DRTHL, &
DECh RV R gﬁe)ﬂr:;dA(;t#l\cnty (/tjié ni=ig
. RRIZ—2 L kB
0. MAFfHIF7 L, f“c(t'l‘ WRFERT 2 Ly 72 DefinedCriterionGroupCompositionR
L elationship (GEF S 7= #lHES L—
TRERR RSy D BEE)  ORERLEKSY T
b5,
Constraints (#/#7)
Inverse Relation G¥FHBE) : O
oy TH D
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+composite
0..*, unordered, none

0..1, unordered, none

axy ¥ J—R Z2—5 v b /—F
Association DefinedCriterionGroupC |DefinedObservationResult 5%
is the parent of ompositionRelationship +component DefinedCriterionGroupCompositionR

elationship (EFE I 7-#iEs L—
THRERC R OBED) 3, KRIZ—D
@ DefinedObservationResult (E 3%

is the component of

(EhE
DIERKLT T %

ompositionRelationship
+component
0..*, unordered, none

ERSINTHRES L —
T RE AR5y O BE
+HHERSOR 7

0.*, EFFfHF7e L. 72
L

+composite
1, unordered, none

EFENIRETN—TF
+HE AR
1 EFAHT R L, 2L

EFR S BT L — g i
it HRRRSOME | [EEshigsge  (SICBEGR) ORTHL,
el Y DefinedObservationResult (E#%
PRCHS e ) S ERARRER) 13, BRC DL E
0.*. NEFAHT 2 L, 220.1. MEFEAHT A2 L, 72 @“ i U
L = DefinedCriterionGroupCompositionR
elationship (EF I - #liES L —
THRERRE o DO BE)  ORERSY T
H5,
Constraints (#/#7)
Inverse Relation GYiFHES) : O
ik T D
IAssociation DefinedCriterionGroupC |DefinedCriterionGroup -

DefinedCriterionGroupCompositionR
elationship (GEF S =BT L —
THRER T OBE) X, HIiZ—D
@ DefinedCriterionGroup (3 &
NT-HRUET NV —7) ORERS T
%, 4 DefinedCriterionGroup
(EFINTHHET L—T) 13X,
Flz—2Ll ko
DefinedCriterionGroupCompositionR
elationship (EF I 7-#iES L—
THRERLE DRRE) OB TH D,

Constraints (#/#7)
Inverse Relation G¥FABH) : O
<hHD

Protocol Representation Sub-Domain::DefinedCriterionGroupCompositionRelationship Attributes

(FBREMFEFRT VT F A1 > SN E N — TR 0 DEE  fEHE)

B ZAT J—F%
sequenceNumber public : [ LY —RZH Do RO BEO B oA 22 IERF £ 72
INT R RPINE T 2 B 3 288, Bl A, MERGIEEIR &K
. o _ O RARETEEN D DA A BLE S L — 71280 T, IEFFE 51T
IR NARes £ 0 OTROEB I S o b R R T
Map:CTOM = 'ActivityRelationship.sequenceNumber’
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B A7 J—F
priorityNumber public : [ U — ADIGSh A A3 2[Rk B X 0 Mg 8 5
INT S5 BIE A BRI AR, B 3T, BRI L

} . T, WPHORER L Y EICEET BRI T 5, [H

e TV v UIMERER: B ORI DV Ty WP A & b Seic &
INT BAEIMECT B, ADSEHRT % B E 7= 1R o R C,

priorityNumber (fE5c35) 2MESEHEZ BIREICT 5,
V1« priorityNumber (B5E37S) O/ S W BTES K & UMl
OEELVETENEEZBND,

Map:TDM = 'AbstractRule.isExclusive'

pauseQuantity public : Activity (7)) 2 i3 2 %5 TE TV HIFR & EEROIE
PQ.TIME @%#a@m IR AR O R &, Bl X, RBREER 5%
7 DERIMA? % 2 I o Mk i ) E
ok 11 s T R £ M
PQ.TIME Map:TDMv2 = '(New content)’
comment public : FLE L — T HE Ry OO BEELIZ DU TEITO FEIR,
ST
Map:CTOM = 'ActivityRelationship.commentText'
oAk T v T
ST

Tagged Values (& 21 & (&)
Map:CTOM = ActivityRelationship.typeCode.

6.27 Protocol Representation Sub-
Domain::DefinedCriterionGroupOptionRelationship

(RREBHBEERRY T FAM VIERSWERETIL— T ORIRZROBEE)

public Class:

HWEI L—7 L 158, BIEEE. MOBEIL—TONTNNTENETET- T2 LN T 58BN & oRE
T bbb ENOREYE v b EFRIINOEREDO—> L DM OB E, 2B, HEIL—7 L Zo@RER VT
BIFEO 7 a— T4 T 5 O—ETH D,

Bz 1E, EREFOBYEZ L —T71L Tylenol 5., 7 AN oG, 4 7707 = 5D = SDO&ERIEE DS Ak
LEEZOND, KREHREIZNLODOFEHOWTINA—D>TREEMRSI, BD
DefinedCriterionGroupOptionRelationship (&% & AU/ BLHE 7 /L — 7 DORPUK DO BHE) 24 L T =2 0iEIRKE 4
Z BT D,

K7 7203, R CHEEZ L — 7 NO SLB AR E O OR (£ 7213) OBIEDORIUAZSL

Constraints (%/#)
Approved Invariant (AzX7F4FZ4/F) . Is the Choice that has as Option Exclusive Or (HEft ) i FRFN 0> 33
PEEETLHRINTH D) .
DefinedCriterionGroupOptionRelationship (£ S AV 7- HiYE 7 L — 7 ORI 0 ) 13,
DefinedActivity (&3 47215 H)) . DefinedObservationResult (FE3% S 7-BIZER) | 2O
DefinedCriterionGroup (EZESNIZHUET L —T) DI HLO—o>D X —/7 v b EDOHEEE LR T NIER
SYAAN
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Protocol Representation Sub-Domain::DefinedCriterionGroupOptionRelationship Connections

(FABEMFAEERTY 7 FAA 0 JEEINEHES N — T DEREDOEE 27229 )

axRxyH J—2 H—F > b /— b

JAssociation DefinedCriterionGroupQO |DefinedActivity s

is a choice that has as option ptionRelationship +option DefinedCriterionGroupOptionRelatio
+choice 0..1, unordered, none

0..*, unordered, none

nship (ERINTZHHET L—TD
PR OBE) (X, KD D
DefinedActivity (& SAL72ik

is a choice that has as option

ptionRelationship
+choice

0..*, unordered, none

+option
0..1, unordered, none

(ESRES EFRINTBUES N — [EFR S NI IEE) . min
ERRLLTORRCTHS  [TORRIKOME [P ?g;ﬁﬁ%ﬁjiﬁg;fﬁé
+IEER 0.1, JEFFfFF7A2 L, 72 W) 13 iDL -0 N
0.%, UFHIF7A L, 7L DefinedCriterionGroupOptionRelatio
L nship (ERINT-HHET L—T D
R OEE) i T
XLBBPETH D,
Constraints _(7#/#7)
Inverse Relation GYAHBE) : %
7T D TEXHERNETHD
JAssociation DefinedCriterionGroupQ |DefinedCriterionGroup s

DefinedCriterionGroupOptionRelatio
nship (ERINTZHHET L—TD
R ORE) (X, BFIZ—D2D

DefinedCriterionGroup (FEFE S 7=

[E5REN ERSNIBET N — [ERSNEBETN—T | e oy e e
EERI LT ERCHD [ TORIROBE | [FEIE T T) RN LT I
R 0.1, NEFF 7 L, 72 [ C®Be
0 - VR 7 L L > ° DefinedCriterionGroup (€3¢ XA17=
o PR L RHET L—7) 1, BRlc—oLl k
L O
DefinedCriterionGroupOptionRelatio
nship (BRI NTHHET L—T D
BRI O ) A& T
LB CTH D,
Constraints (#/#9)
Inverse Relation GEFEBE) : &7
T2l TEHEIRETHD
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axs ¥

J—2R

#—/%4 v b

/—=h

JAssociation
is an option that can satisfy

DefinedCriterionGroupO

DefinedCriterionGroup

ptionRelationship
+option
0..*, unordered, none

+choice
1, unordered, none

G
DefinedCriterionGroupOptionRelatio
nship (ERINT-HHET L—TD
PR ORHE) 1%, HIZ—oD
DefinedCriterionGroup (FEFE S 7=

is a choice that has as option

i
EERB L THERTH D

ptionRelationship
+choice

0..*, unordered, none

ERSNHE S L —
7 DR D B
1R

0.*, JEFFfTTF72 L,
L

+option
0..1, unordered, none

TS SN BEAER
BRI

0.1, JEFEFHFZ2 L. 72
L

ESpCs ERSNTHET N — [ERSNTRBET N —T | e O\ ot g - .
BT L DCX DB [T ORREOME | REiR R ) BT S0
<% AU L L, L [ O ERETCHD, &
0% RS 7 L N N DefinedCriterionGroup (E# 7=
< IR > N7 —7) 1%, Blc—oL k
L D
DefinedCriterionGroupOptionRelatio
nship (BRI NTHHET L—T D
SRR OBRE) ARk &5 iE
RTH D,
Constraints _(7#/#7)
Inverse Relation GEFHBE) : %33
kLT HBIRTH D
Association DefinedCriterionGroupO [DefinedObservationResult |4

DefinedCriterionGroupOptionRelatio
nship (ERINTZHHET L—TD
UK ORE) X, FF—oD
DefinedObservationResult (E#
U BIERER) @Ik E T 5%
RThHD, %
DefinedObservationResult (&7 X
MUV BIESRESY) 1, Relc—oll b
D)
DefinedCriterionGroupOptionRelatio
nship (EFINT-HHET L—T D
IR OME) ANl LnT

ZHBNETH 5,

Constraints (##9)

Inverse Relation G¥ifERE) : %7
T EDOTE AR THD

Protocol Representation Sub-Domain::DefinedCriterionGroupOptionRelationship Attributes

(FBEMFEERT VT FA A 2 JEE SN N — T DER B DEE B

Rt 5L T—r
pauseQuantity public : T B M C X B R & EREOTE TG & O
PQTIME B B D B 5, B2 1E, IR 5% 15 500
oA 2 R o0 BB .,
INITRiSHE] ST Rk ] FEER
PQ.TIME Map:Lab = 'Activity.plannedTimeElapsed'
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B A7 J—F
priorityNumber public : [ U — ADIGSh A A3 2[Rk B X 0 Mg 8 5
INT S5 BIE A BRI AR, B 3T, BRI L

} . T, WPHORER L Y EICEET BRI T 5, [H

e TV v UIMERER: B ORI DV Ty WP A & b Seic &
INT BAEIMECT B, ADSEHRT % B E 7= 1R o R C,

priorityNumber (fE5c35) 2MESEHEZ BIREICT 5,
V1« priorityNumber (B5E37S) O/ S W BTES K & UMl
OEELVETENEEZBND,

Map:TDM = 'AbstractRule.isExclusive'

comment public : FLE L — 7 OBIR P 0 BHIZ SV CEINTO FEIR,
ST
Map:CTOM = 'ActivityRelationship.commentText'
2 A b T T
ST

Tagged Values (& 2'ff & (&)
Map:CTOM = ActivityRelationship.typeCode.

6.28 Protocol Representation Sub-Domain::DefinedEligibilityCriterion
(RBRERHBEERTRY I FAM UV ERIN-EEERE)
public Class {leaf}

Extends: DefinedObservation. : (Z4E EE I /=542 1)
BEORBONREIIINC 7 a— VT 4 75 ) YL TERINTZIEHC, BAIAARERT 7 L—hEL
T, WHRICBINT 572 9IC Subject (#BRFE - #) il S TR B 720w, FRERBROH 2 —5icz g
5721 StudySubject GREAXIZR) M7= < TER L RW—EHDOFMND— 252 R T 5,

Constraints  (#/#7)
Approved Invariant (A #4124/ . 1s a Function Performed By Qualifier (fEfifi1-12 &0 FEfi Sh 5
HeEThD) .
DefinedEligibilityCriterion (GE#§ S #U7- & EME) 13 Subject (#5R# - #) & 7213 StudySubject (G
Bt ) & DA L, ExperimentalUnit (GRERHAAT) & 1ZBEE L 720,

Protocol Representation Sub-Domain::DefinedEligibilityCriterion Connections

(RBEMFEERTY 7 FAA 2 JEE SN E 25229 )

aRxy K V—2Z 22— b /J—F
Generalization DefinedEligibilityCriterio|DefinedObservation
source > target n Parent

Child
AL 7S ST EASPERIYE [ S 7o Bl
J—A>H =4y |k 1 Bl
Generalization DefinedExclusionCrite  |DefinedEligibilityCriterion
source > target rion Parent

Child

TEFe S AT R T
WAk % S NT-BRAVELE
V=R > H =y Ef
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axy X J—R 22— v b /—h
Generalization DefinedinclusionCriter  |DefinedEligibilityCriterion
source > target ion Parent
Child
TEF8 S AT uAS R YE
ki TR SN IRIELE g
V=R > H—4 |k T

Protocol Representation Sub-Domain::DefinedEligibilityCriterion Attributes

(RABEMFEEHXB VT F AL 2 JEEI N BEIEHEE B

B A7 J—k
requiredResponse public : FIREME D & D R E A SRR IR BRI T D DI LB R S,
ANY
) Map:COPPA = 'PlannedEligibilityCriterion.requiredResponse’
KD HALD S NT Y T
ANY
displayOrder public : ERE 23T — X EHE O—EIZR T ARy ONEF £ 72 1%
INT VAL
KR T Y w7 Map:COPPA = 'PlannedEligibilityCriterion.displayOrder’
INT

Tagged Values (& 21 & (&)
Map:HL7SD = EligibilityCriterion.

6.29 Protocol Representation Sub-Domain::DefinedExclusionCriterion
(RREBHEEREREY T FAM VI IEEINERNRE)
public Class {leaf}

Extends: DefinedEligibilityCriterion. : (## F2 Xz BHEHEHE )
e ORBRONTELIIINC 70— LT 4 75 ) LULTERSNZIEHC, HERIAARERT 7L —he L
T, ABRICBINTE D0 EHET DD AREMED & 2 StudySubject GRERXIS) ~O#H A2 BN LizfFrEE =
(T Z R ET D,

Bz 13, 185 TRITNIT R BRuy,

Protocol Representation Sub-Domain::DefinedExclusionCriterion Connections
(ABREMFAEERT Y 7 PAAL 0 JEBINEBHAE 25229 )

axRxyH J—R 22— v b /—F
Generalization DefinedExclusionCriterio |DefinedEligibilityCriterion
source > target n Parent
Child
TE 38 ST uAS L YE
Ak EFE S AT BRAMAE 15
V—A>Z—=4 vy b Kl
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6.30 Protocol Presentation Sub-Domain::DefinedExperimentalUnitAllocation

(RBREBHEERTEY T FA A Vi ERBSN-RREMOET )

public Class {leaf}
Extends: DefinedAdministrativeActivity. : (## E&#E I AEEE LOIFE. ;)

HEORBONAE LTINS e — L5475 LUV TERINIEE T, BRHARERT L — & L
TR DOFA-CAR I EBEEIE L2 W2s, Arm (BE) 7213 Arm (BF) o—¥ (ZWREISTHT RN H H5E) L
RO — I ~OREBRHEALOE L TTH 5,

BlZIE, T o oMb, WRRIERIAEIC S SEBRIL TR L,

Protocol Representation Sub-Domain::DefinedExperimentalUnitAllocation Connections

(FBREMFEERT V7 FA A 2 JEESINERREN DI 2522 3)

aRxy K V—R 22— b J—Fh
Generalization DefinedExperimentalUnit|DefinedAdministrativeActi
source > target Allocation ity

Child Parent
Ak EFe SNT-RABRBEALO [EF% S EE EoIEHE)
J—A>H =4y |k EGFT Bl

%

Protocol Representation Sub-Domain::DefinedExperimentalUnitAllocation Attributes

(FBREMFEERT VT FA A 2 JEE I FBREN DT BIE)

e AT V) —1
methodCode public : AR AL OFUHT I S 5 FIEEZBMICT 2 72dica—
CD NMESn7Ml, lxiE, BEOKGICES IS, 71y
. b, JERERIS T,
JilEa— R Ty
CD Map:BRIDGV2.2 = 'ExperimentalUnitAllocationMethod.typeCode'
6.31 Protocol Representation Sub-Domain::Definedimaging

(RBRERAEEREY J FAM VBRSO -EREE)

public Class {leaf}
Extends: DefinedObservation. : (#Z3# E& I/ =524 1)
HRRARER (77— ofFgoRR T, o AMiEE2k EoA TERONET OB 552 L ThH

éo
FlziE, X#. MRI7Z2 Y,

Protocol Representation Sub-Domain::Definedimaging Connections

(ABERFEERTY 7 FAL A EEINLEEEZH =272 23>)

axRxy K V—R Z—7 v b J—Fk
Generalization Definedlmaging DefinedObservation
source > target Child Parent
Ak RSN HBEZE BRI
V=R > H— b S k)
Version 1.0 ©CDISC 27/Jan/2010

129



CDISC Protocol Representation Model

Protocol Representation Sub-Domain::Definedlmaging Attributes
(RBEMFEEHXBT VT FAL JEEINEEBEY BT

& 1t ZAT /J—h
enhancementRateValue public : MRI C. 1D 7 FNRE RS TR LR 2R 7 v
RTO<PQ, PQ.TIME> |2 7"~ )L > #4177 95,
T w7 Map:CTOM = 'Imaging.enhancementRateValue'
H SR RTO<PQ, PQ.TIME>
enhancementDescription public : WHH £ 7 1T B AN E DO XL O ICHEG R S - 0N B
ST 5 CEIC L DRI,
1 58 OO FLad T Y v Map:CTOM = 'Imaging.enhancementDescriptionText'
ST
contrastAgentEnhancementin  public : VEEAIOM I L0 BRI N TV A E T S,
dicator BL
) Map:CTOM = 'Imaging.contrastAgentEnhancementindicator'
IS5 A R D AT TV T
BL
6.32 Protocol Representation Sub-Domain::DefinedInclusionCriterion
(BBEEHEERREY I FAAS VBB INT-BIRRHE)
public Class {leaf}

Extends: DefinedEligibilityCriterion. : (## F2 X /=BHEHEHE )
FrEDRBRONE LN m— VT4 T T U LV TERSNIEE T, BRIAARERT v 7 L— e L
T, RBRICBIMTERVDEHET 272D ATHEMEDO ® 5 StudySubject GRBRXIS) ~0iiifl 2 B L 7= Rtk &
TR R ET D,

Bl AT, AR,

Protocol Representation Sub-Domain::DefinedInclusionCriterion Connections
(ABREMAEERT Y 7 FAA 2 JEERINEERAE 2229 )

axRxy ¥ J—2R ¥—5 v b /J—F
Generalization DefinedInclusionCriterio |DefinedEligibilityCriterion
source > target n Parent
Child
TS S LT A M T
Ak B SNTBRIUREE g
VA > H =Ny b T
6.33 Protocol Representation Sub-Domain::DefinedObservation
(BRBREEHEHERRY I FAS UV EEBIN-HER)

public Class {leaf}
Extends: DefinedActivity. : (% E2&SHE5E. )
HAHEE.R: [T 7 L— b OEEOFER T, ZDHMIL, StudySubject (FRERxI%) % 7-1% ExperimentalUnit
(FABREAL) OAFR) - LERFRIEEO —SLL EOMIEIZE LT, #lg, T=4 Vv 7, HELIOZotmoE
By« BAICIUET 57 —F £ IXEROFEREHL L TH D,

PlAE, MEAEALFRE, KT 4~ A 0T v 7 ZOFHE, MERER L,
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Protocol Representation Sub-Domain::DefinedObservation Connections

(B EMEERTT Y T N AL EESHEBE X2 9)
axRxy ¥ V—2R ¥ —% v b J— L
/Association DefinedObservationResul [DefinedObservation % DefinedObservationResult (E3%
is a result of t +producing SNFEESGER) 1T BIC—oD
+produced 1, unordered, none DefinedObservation (35 X 74
0..*, unordered, none 52) DEER G5, K
i . s .
B ERSNEBEEE  ERShIEE DefinedOpsenvation U rs
DFERTH D AR S D R B £2) 1%, R

0.*, JEF-fHF7Z2 L. 72
L

1. BT L, 72l

DefinedObservationResult (/3%

NIBIRRER) 2 b7ebd,

Constraints (#/#7)

Inverse Relation G¥FEEE) : 2
=57
Generalization DefinedEligibilityCriterio|DefinedObservation
source > target n Parent
Child
Ak 3R SN MEE B S #15
V=R > H— b S k)
Generalization DefinedObservation DefinedActivity
source > target Child Parent
Ak R SN BE EF SN TIEE)
V=R > H— b S k)
Generalization DefinedStratificationCriteDefinedObservation
source > target rion Parent
Child
LAk EFE ST BRI ERLME B3R S - Blss
V=R > H—lFy k s Bl
Generalization Definedlmaging DefinedObservation
source > target Child Parent
LAk TR SN HEBRZE BRI 8L
VA > B =4y b Kl o
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Protocol Representation Sub-Domain::DefinedObservation Attributes
(RBEMHEZEHXRTY 7 FAL EBINEHE BT

B ZAT /J—h
methodCode public : BRI SN D FIEZIEICT 2720l a— Meahiz
DSET<CD> i, B %, U ERE BRI £ 72 X i EFHE K 2 ME
. i R W5, BFIAIX, AEFGORRBERMND 72D O KRR 72
Jrik=— R 7V BEEE, 7Y XA, A K, B2 SRR RO BE
DSET<CD> 7 & LC. Estrogen Receptor Assay (= 2 k1247 L 25K
7E) . Progesterone Receptor Assay (7°1 7 A7 1 L2 25 AH|
iE) . p53 Assay (p53HIE) DIl ENDH D,
Map:AE = 'Causal Assessment.methodCode'
Map:AE = 'PerformedProductinvestigation.evaluationMethodCode'
Map:CTOM = 'LesionDescription.methodCode’
Map:CTOM = 'ClinicalResult.meansVitalStatusObtainedCode'
Map:CTOM = 'ClinicalResult.assayMethodCode'
Map:CTOM = "ClinicalResult.labTechniqueCode'
bodyPositionCode public : BlEh OREE OHEERTE O =R IT D 22N E 2 fElC T 5 72
CD DIz a— Rfbahiofi, BlziE, M., ~hresLrer o
) . THL, SEAL7R
(i = — R T T
CD IAE:Exclude = "True'
Map:CTOM = 'ClinicalResult.bodyPositionCode'
Map:PSC ="'VS.VSPOS'
Map:SDTM IG ="'EG.EGPOS'
targetAnatomicSiteCode public : BUERT R ORI PRI E 2 WIfEIC T D72l o — Meahiz
CD i, BlxiE, BHH. DR,
R BRI 2 — R T v Map:AE = 'AdverseEvent.bodyLocation’
CD Map:CTOM = 'LesionDescription.anatomicSiteCode'
Map:CTOM = 'Diagnosis.primaryAnatomicSiteCode'
Map:CTOM = 'LesionDescription.anatomicSiteCodeSystem'
Map:CTOM = 'Diagnosis.primaryAnatomicSiteCodeSystem'
targetAnatomicSiteLateralityCo [public : TR ORI FRILE SR EB SRl (F 721X A) 2% g
de CD T Doz a— MMeEniofif, #lxiX, Bilateral (Fifll) |
. N Left (%) . Right () .
R G R ARG ERIME 2 — N P77 Y » 7
CD Map:AE = 'AdverseEvent.bodyLocation'
Map:CTOM = 'Diagnosis.primaryAnatomicSiteLateralityCode'
derivationExpression public : VRS BIMEDS . IEENCEET AANNRNTA—F—nE ED LS
ST CEH SN/ SN IFTIENTE 0 EHEICTHIERAS
FERBLZE T4,
11125 STY o FREEL
ST Map: TDMv2 = '(New content)'
focalDuration public : BERE RN EBRCH LN DEMOR S, Fl2E, 201 T2
PQ.TIME D27 ARNCHE UT=7) 72 & OB OFEAT O HIHE,
. . {E : focalDuration (f&xiiHifd]) (%, focalDateRange (fEi>H
HE NI N7 YT 6H) EXPR<IVL<TS.DATETIME>>CHE % 7= BiAs & M H
PQ.TIME cx %,
IAE:Exclude = "True'
Map:CTOM =
'DiseaseResponse.progressionPeriodUnitOfMeasureCode'
Map:CTOM = 'DiseaseResponse.progressionPeriod'
Map:SDTM IG = 'QS.QSEVLINT'
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5143

AT

/—h

focalDateRange

S0 B AT

public :
EXPR<IVL<TS.DA
TETIME>>

T
EXPR<IVL<TS.DA
TETIME>>

BLEFE R EBRIC A G D WM T, iz B AHEPE &£ 72135
B CHEIND Ao~ A VA b= E KT Dl nfge72
KIOWFTHNTRDEIND, BT, FAEDOER 1990~
1999 F TN HRTT L7222 ) 1TxF LTI, focalDateRange
(FER B AHEF) 1X 199041 4 1 H~1999 412 A 31
H) £ THAH, B TZo 2 AMICHEYE L7722 1
%I L Cld, focalDateRange (fE/50 HAH#EFH) 13,
PerformedObservation.actualDateRange (<t X A17= #1220 F2B%
O BAHEIFH)  (FFEHEINTWRWVWE) 2R8I
T 5 FRHL, B LOERMEE
(PerformedObservation.actualDateRange.low) & 2 4 A Hi
(PerformedObservation.actualDateRange.low -2 months) D ff 7
AT 22D TH A 95,
7 7 — % EXPR<IVL<TS.DATETIME>>®DJ& I & LT,
focalDateRange (f/i HfFT#iPH) (X, 199041 H 1 H~
1999 £F 12 H 31 H | 72 EDOHMZR AAFHIPH, F 721358 T
LTS OE TV CRHID A A &2 R A& GO 72
REMRBRZEHT DN TX B, o HAHE,
DefinedObservation (3§ S 7-815%) 2R S U728 CH
MR ONTNDOEE T, PerformedObservation (3 &
T BLE) DAERSN AR ETITIINALNCR L THA
Do
IAE:Exclude = 'True'
Map:CTOM = 'Diagnosis.confirmationDate'
Map:CTOM = 'Histopathology.reportingDate'
Map:CTOM = 'DiseaseResponse.evaluationDate'
Map:CTOM = 'DiseaseResponse.progressionDate’

6.34 Protocol Representation Sub-Domain::DefinedObservationResult

(RRERAEERRY T F A VI ERIN-BRER)

public Class:

B oBAEfER 57—~ O,

PlAE, MERE ORR, PRI E & SR L OBAE 2 5 515,

¥ : DefinedObservationResult (FE# SN 7=BIEMER) 7 7 2%, Hl2iE ANY 225 IVL<PQ> Dt R <o % it
OFPAMEEZHRT D Z LIk 0, RUOFRICKHTHEFRSINZHEORBUHEHATE S, Z0LH7%
DefinedObservationResult (EF S V78IS R) 1350 B E I ERHORAEL L THLHHTE 5,
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Protocol Representation Sub-Domain::DefinedObservationResult Connections

(B EMAEERTY 7 FA L EESNEHERRE 2 X2 a2)

axyx J—2R F—Fv b /—k

/Association DefinedContingentOnRel |[DefinedObservationResult |- DefinedContingentOnRelationship
is contingent upon ationship +prerequisite (BRI T-5 L 72 5 )

+contingent
0..*, unordered, none

0..1, unordered, none

X, FRlZ—>o D
DefinedObservationResult (&3

is repeated until

gl

3 it

FTHOVIRISND

tilRule
+repeated
0..*, unordered, none

ERINHEETD
i D I XD

0.*, EFFfHTF2 L, 72
L

+triggering
0..1, unordered, none

EHZEINBERER
AT D

0.1, IEFFfTITZ2 L, 72
L

EFE SN BERE R oy
e RN L7 [ (VB ERIEET D,
Py R B3 0.1 WM L. 7o DeflnedgbservatlonResult (FEF%
YT L e > ﬂf:%ﬁ_%if%%)_ = H?f‘&:*f)u#
0. JEFEAF 7 L. 72 @ DefinedContingentOnRelationship
C (E SN Gtk & 72 % Bil) 0
FETH D,
Constraints (7#/#7)
Inverse Relation GYFHEI) : D&
Hch s
IJAssociation DefinedRepeatActivityUnDefinedObservationResult |- DefinedRepeatActivityUntilRule

(EEBINTHEE TOMERE
&) (%, FFic—oD
DefinedObservationResult (i 7%
NT-BERR) FThRYVIESH
%, 4 DefinedObservationResult

(BHRINTBIERHBR) 13, KRR
— > ED
DefinedRepeatActivityUntilRule (&
SN HE £ CONEEE) %
RTS8 D,

Constraints (#/#7)
Inverse Relation (¥i+HBS)
S EA)

CRET

JAssociation
is the parent of

PlannedCriterionGroupC

DefinedObservationResult

ompositionRelationship

+composite
0..*, unordered, none

+component
0..1, unordered, none

5

PlannedCriterionGroupCompositionR
elationship (FFEj S 7= #i¥E7 L—
THRERREC oy OBE) 1, BRIZ—D
@ DefinedObservationResult (7

134

SHE S BV L — [EE S BEEE g "

N Z ZXE D N °
B SRR OBE [P SRR PR D,
vl efinedObservationResult (77
DHTH D +HEA R 0.1, NEFFfHIF722 L, 72 P EEGE) 3. BT oLl -

0.%, NERfHT 22 L, 7L s '

L PlannedCriterionGroupCompositionR
elationship (Flj S 7= Bl L —
THRER o DO BE)  ORERSY T
H5,
Constraints (7#1#9)
Inverse Relation G¥ifHES) : OFE
ik T D
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is contingent upon

ationship
+contingent

0..*, unordered, none

+prerequisite
0..1, unordered, none

axyH J—R Z2—5 v b /—h
JAssociation DefinedObservationResul [DefinedObservation % DefinedObservationResult (&%
is a result of it +producing SNEBEER) 1T Bic—o0
+produced 1, unordered, none DefinedObservation (i&3% & U7~ %1
0..*, unordered, none ) DERTH S, &
. . e .
e RSN S DefinedObsenvation U a s
PRERTDS HERSID PERCT 5 I/Dﬁefined\Ob:ser:/ationResult (EHEX
0.*, WEFAHF 72 L, 72, JEFAHFZ2 L, 72 L . e
L LT BIERER) 27267,
Constraints (#/#7)
Inverse Relation GYAHBE) : %%
=59
/Association PlannedContingentOnRel |[DefinedObservationResult |75 PlannedContingentOnRelationship

(BHmj S v 7e St & 7 % B
X, Briz—om
DefinedObservationResult (E3% <

is a choice that has as option

B
R L THBIRTH D

ptionRelationship
+choice

0..*, unordered, none

RFE SN L —
7" DO EIRE D B
13

0.*, EFFfHTF72 L., 72
L

+option
0..1, unordered, none

EFS SN BLERTUR

R
0.1, EFFFHTZ2 L, 72
L

EFe SN - BT .
o GHIL S Sl & 72 b B VEBEER) ERIEET D,
I g 0.1 M7 L. 7o DeflnedOl:()servatlonResult (ﬂia&ff S
T 5 N EAHEI) 13, oL
0.* JEFEAT 22 L. 7 0)APIannedContingentOnRelationship
U (FHE S U= Sl & 72 2 )
SIETH D,
Constraints (#/#7)
Inverse Relation (#ifRBE) : D&
T 5
IAssociation PlannedCriterionGroupO |DefinedObservationResult |4

PlannedCriterionGroupOptionRelatio
nship (Gt &7 HHET L—T D
PR OBE) 1%, RFZ—2 D
DefinedObservationResult (&%
LTI R BRIk & 4 5%
RTHD, %
DefinedObservationResult (&% &
LT BLESRE ) X, RRlc oLk
D
PlannedCriterionGroupOptionRelatio
nship (Gt &7 HHET L—T D
YR OREE) 2w/l ZLDT
LUK TH 5,

Constraints (#/#7)

Inverse Relation G¥FABE) : 2%

T LOTELERETHDS
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+composite
0..*, unordered, none

0..1, unordered, none

axy ¥ J—R Z2—5 v b /—F
Association DefinedCriterionGroupC |DefinedObservationResult 5%
is the parent of ompositionRelationship +component DefinedCriterionGroupCompositionR

elationship (B S-S L —
TRERC A OBED) (X, KRZ—D
@ DefinedObservationResult (E 3%

\ ERSNIMEI L [ERSDIBRER | rga) ORCHD, &
POk 7 ikl 5y OO B Y DefinedObservationResult (&5
o EFE
DBTHD A 0.1, WHFRIZR Ly 72 |0 w13 e o) -
0.% MEFFFHI 72 L. 72|L o T
L DefinedCriterionGroupCompositionR
elationship (EF I 7= #liES L —
THERRR Sy D BEIE)  ORERKS T
H5,
Constraints (7#/#9)
Inverse Relation (i¥ifHEH) : D%
kST TdH %
/Association PlannedRepeatActivityUnDefinedObservationResult |- PlannedRepeatActivityUntilRule

is repeated until tilRule +triggering GRS nN7FHEE CORERE
+repeated 0..1, unordered, none ) L. BT o0
0..*, unordered, none s . DefinedObservationResult (&% &
\ i . ERSNEBBER s ) £ oM0ESH
BE HESNIBERTO vif%T 5 % %Ee;nedObservationResult
EFTHRVIERIND AR 0.1, MM UL 7 s o 1 mimegs ) 1% B
D SN D L B i At
(i'/' - IFERT L, 22 PlannedRepeatActivityUntilRule (F
B S HE £ COETEE) %
TS D,
Constraints (7#/#7)
Inverse Relation GXfHEBE) : #& T
)
JAssociation DefinedCriterionGroupO |DefinedObservationResult 4%

is a choice that has as option ptionRelationship +option DefinedCriterionGroupOptionRelatio
+choice 0..1, unordered, none nship (E3% SNI-HHEZ L—T D
0..*, unordered, none ) : N -
' ' . e B O BgE) A3 KRl —D D
. e e s ’E% ST R DefinedObservationResult (FE#% <
e RSBV igiRIK N BSHEE) E IR T SR
RN E TN THD | Z ORI O BEH 0.1, EFfFF22 L, 72 #)i‘ﬂ@% P
+IB L . ; . e
. DefinedObservationResult (&%
O IR L 72 N BERER) 1, BRI DL E
D
DefinedCriterionGroupOptionRelatio
nship (EFRIN=HEINL—T 0D
RN OE) T EoT
XHBRETH D,
Constraints (7#/#7)
Inverse Relation (iAREE) : i
T ZEDOTELBBINETHD
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axs ¥

Generalization
source > target

Lk
Y —A>H =y b

J—=R ¥—5 v b J—F
DefinedStratificationCrite|DefinedObservationResult
rionPermissibleResult Parent

Child

T3 SN ERLHE B SN BIEER

OEBTE LR |8

%

Protocol Representation Sub-Domain::DefinedObservationResult Attributes

(FRBREMFEFERTY 7 PAA A EEINLBHERE B

B 247 /—h
result public : BEIRENIC L B SN T — & 3. HlxE, R
ANY BRARE, FEFTA,. BOREOER, #l2X, AEERM
) o Ha—F,
RS NARES 7 . DefinedObservationResult (E#& S 7-BIEHER) 7 7 &
ANY . B2 1F ANY 755 IVL<PQ>0) i BB <02 00 fih oo il i
EHT D22 EICE 0 RROFREICKTT 5 ER S L7 #iPH
DORBUMEHTX %, Z DX 9 72 DefinedObservationResult
(EF SIIBIEAER) (IR ST E 7 IIAETEH O
L LTHHEMATE D,
Map:AE = 'AdverseEvent.reactionText'
Map:AE = 'Assessment.textInterpretation’
Map:AE = 'Productinvestigation.evaluationResultCode'
Map:AE = 'Assessment.codedInterpretation’
Map:AE = 'Animal.overallStateOfHealthCode'
Map:AE = 'InvestigativeSubject.gestationPeriod'
Map:AE = 'AdverseEvent.adverseEventTermCode'
Map:AE = 'Person.numberOfSiblings'
Map:AE = 'ProductObservation.value'
Map:C3PR =
'StratificationCriterionPermissble Answer.permissibleAnswer'
Map:CTOM =
'QualitativeEvaluation.performanceStatusCodeSystem'
Map:CTOM = 'DeathSummary.deathCauseText'
Map:CTOM = 'QualitativeEvaluation.painindexCodeSystem'
Map:CTOM = 'AdverseEvent.descriptionText'
Map:CTOM = 'QualitativeEvaluation.survivalStatusDescriptionText'
Map:CTOM = 'FemaleReproductiveCharacteristic.stillBirthCount'
Map:CTOM = 'Diagnosis.diseaseDiagnosisCode'
Map:CTOM = 'DeathSummary.deathCauseCode'
Map:CTOM = 'ClinicalResult.valueUnitOfMeasureCode'
Map:CTOM = "ClinicalResult.value'
Map:CTOM = 'FemaleReproductiveCharacteristic.menopauseAge'
Map:CTOM = 'FemaleReproductiveCharacteristic.abortionIndicator'
Map:CTOM = 'CancerStage.stageCode'
Map:CTOM = 'PartcipantEligibility Answer.answerText'
Map:CTOM = 'QualitativeEvaluation.menstrualPatternTypeCode'
Map:CTOM = 'Diagnosis.diseaseDiagnosisCodeSystem'
Map:CTOM = 'QualitativeEvaluation.menstrualIndicator'
Map:CTOM = 'Participant.householdIincomeCode'
Map:CTOM = 'QualitativeEvaluation.performanceStatusCode'
Map:CTOM = 'Diagnosis.diseaseStatusCode’
Map:CTOM = 'FemaleReproductiveCharacteristic.firstLiveBirthAge'
Map:CTOM = 'QualitativeEvaluation.anamResultAccuracyPercent'
Map:CTOM = 'Specimen.volume'
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J—F

Map:CTOM = 'AdverseEvent.outcomeCode'
Map:CTOM = 'LesionEvaluation.evaluationCode'
Map:CTOM = 'Specimen.volumeUnitOfMeasureCode'
Map:CTOM = 'DiseaseResponse.courseDispositionCode'
Map:CTOM = 'Diagnosis.recurrencelndicator’
Map:CTOM = 'QualitativeEvaluation.survivalStatusCode'
Map:CTOM = 'CancerStage.stageCodeSystem'’
Map:CTOM = 'QualitativeEvaluation.painindexCode'
Map:CTOM = 'Histopathology.grossExamResultCode'
Map:CTOM = 'FemaleReproductiveCharacteristic.liveBirthCount'
Map:CTOM = 'DiseaseResponse.responseCodeSystem’
Map:CTOM = 'DiseaseResponse.responseCode’
Map:HL7SP = 'VerificationEvent.value'

Map:Lab = 'LabResult.referenceTextList'

Map:Lab = 'LabResult.numericResult'

Map:Lab = ‘LabResult.numericPrecision'

Map:Lab = 'LabResult.textResult'

Map:SDTM IG = 'EG.EGSTRESC'

Map:SDTM IG = 'EG.EGORRESU'

Map:SDTM IG ='LB.LBLOINC'

Map:SDTM IG = 'VS.VSORRES'

Map:SDTM IG = 'QS.QSORRES'

Map:SDTM IG = 'TS.TSVAL'

Map:SDTM IG = 'AE.AETERM'

Map:SDTM IG = 'DV.DVDECOD'

Map:SDTM IG ="IE.IESTRESC'

Map:SDTM IG = 'SC.SCORRES'

Map:SDTM IG = 'LB.LBORRES'

Map:SDTM IG = 'PE.PESTRESN'

Map:SDTM IG = 'PE.PEORRESU'

Map:SDTM IG = 'MH.MHTERM'

Map:SDTM IG = 'PE.PESTRESU '

Map:SDTM IG ='QS.QSORRESU'

Map:SDTM IG ='LB.LBSTRESU'

Map:SDTM IG = 'VS.VSSTRESN'

Map:SDTM IG = 'LB.LBSTRESC'

Map:SDTM IG = 'LB.LBORRESU'

Map:SDTM IG ='SC.SCSTRESC'

Map:SDTM IG = 'EG.EGSTRESN'

Map:SDTM IG = 'PE.PESTRESC'

Map:SDTM IG = 'VS.VSSTRESC'

Map:SDTM IG ='QS.QSSTRESC'

Map:SDTM IG ='SC.SCSTRESU'

Map:SDTM IG ='QS.QSSTRESU'

Map:SDTM IG = 'EG.EGLOINC'

Map:SDTM IG ='SC.SCSTRESN'

Map:SDTM IG = 'MH.MHDECOD'

Map:SDTM IG = 'EG.EGORRES'

Map:SDTM IG ='SC.SCORRESU'

Map:SDTM IG = 'VS.VSLOINC'

Map:SDTM IG = 'EG.EGSTRESU'

Map:SDTM IG = 'VS.VSSTRESU'

Map:SDTM IG = 'MH.MHOCCUR'

Map:SDTM IG = 'VS.VSORRESU'

Map:SDTM IG ='LB.LBSTRESN'

Map:SDTM 1G = 'CM.CMOCCUR'

Map:SDTM IG = 'AE.AEDECOD'
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Bt AT /—k

Map:SDTM IG = 'PE.PEORRES'
Map:SDTM IG ='QS.QSSTRESN'
Map:SDTM IG = 'DS.DSTERM'
Map:SDTM IG = 'IE.IEORRES'

typeCode public : BEAE R ORE A PiklIc T 2 7-wic 2 — MeShve i, il
CD FL MR W TR 120, L9180 & 975 & X
. . . i1 & PRI O D% X712 typeCode (FifH =1 —
FEfH = — R T T R ThB.
CD
Map:CTOM = 'ClinicalResult.value'
targetCodingSystem public : B39 D 1R E) F 7 1 XRHm OfSE RO FEITEN T 5 2 — MMl
1 AT I,
H—0y ba— MLy AT LT v, Map:BRIDGV2.2 = 'PlannedObservationResult.targetCodingSystem’
targetAnatomicSiteCode public : MBS R O X G DR PRI E & I T 5 722 = — Rk
CD ST, FIZIE. RO R EFRE,
B . i . T AR ORIRALE AR L7 1EE) (PerformedObservation
ARpERTLE =Y 7 [0 S - B2] ) OXRNE L R BHANH B,

Map:CTOM = 'LesionDescription.contactAnatomicSiteCodeSystem'
Map:CTOM = 'LesionDescription.contactAnatomicSiteCode'

confidentialityCode public : BIESRE RIS A 2 ORRE A PIfIC T 272 dic 2 — Rk
CD ENTAE,

teE e — K T Y v Map:CTOM = 'Histopathology.confidentialityCode'
CD Map:CTOM = 'LesionDescription.confidentialityCode'

Map:CTOM = 'Observation.confidentialityCode'
Map:CTOM = 'ClinicalResult.confidentialityCode'

comment public : BEE ROV TBEBMOFR, Fl 21X, RIECEDOMOBIE
ST ST DRBRELE O3 A > b, Hl2IE, RIKOREEIC
. Nz T, HgeikBRE £ 7213 & i L 72 = D ORik
A b 5}7”‘”: B L TR A = A v b,

Map:CTOM = 'DiseaseResponse.commentText'
Map:Lab = 'LabResult.referenceRangeComments'
Map:SDTM IG = 'CO.COVAL'

6.35 Protocol Representation Sub-Domain::DefinedOptionRelationship

(BRERAFEERRY T FA M Vi ERSIEIRBEORE)

public Class:
BAEPRE & Al &N, 7720068 BRI ONRE) & ORI OBE, 72k, 2o DOIRENIT T
EEOTa—)LI A4 77 VDO—EThbH,

Bz X, EREFISENE Tylenol %5, 7AEV G, A 7707 = FH5O = SORRENHLD, KFE
HISENX 2O DIEB O WT I — D> TREMER S, =23 %72 5 DefinedOptionRelationship (7 S A1 728
REORE) 20 L CTHWIEET S EEX N5,

A7 20X, R UBOIEEO etttk o OR (F7213) DOEIHEDFBIA LD,
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Protocol Representation Sub-Domain::DefinedOptionRelationship Connections

(AR EMFEERTY 7 P AL EERSNIEERBFOEE 25229 )

axy J— R Z2—5 v b /—F

/Association DefinedOptionRelationsh |DefinedActivity - DefinedOptionRelationship (&%

is an option that can satisfy ip +choice SN OBE) X, Fic—
+option 1, unordered, none > DefinedActivity (E3%& X7z

0..*, unordered, none

TEE) AT I L DO TE HER
i ¢ 5, 4 DefinedActivity (&

BE EFE SRR OB B S IE5E) . e B
BT 2 L DTS SR HER > ii‘i:;éi%?orfééla?o;hi; (L?EL%
S JaE S
Thd gt*ﬂﬁéﬁﬁﬁﬁ . focl\ NEFAHT 72 L, 72 L S LSRR O ) A R
L: t X THRRTH 5,
Constraints (7#/#9)
Inverse Relation GYifHEE) : %%
Rk LT HRINTH D
/Association DefinedOptionRelationsh |DefinedActivity - DefinedOptionRelationship (&%
is a choice that has as option  [ip +option SNTEPREORE) X, ®Wi—
+c20ice 1, unordered, none > ? DefinedActivity (7 Sh 7z
0-%, Unordered, none ) R L T 5 IIR T
e g S BRI OB bR S 5. 1 pefineapdtivity s
BRI E T OB R TH D [ R 5 i N
e B L. AL Pe |r]ed0pt|onRe]at|onsh|p (ﬂi—i:z
O* JERHF L. 7o ALTRPR OBSE) A3 2 &
3 DTELENKTH D,
Constraints (7#/#9)
Inverse Relation GYFHEE) : %
79T ZEDTEHEINETH D

Protocol Representation Sub-Domain::DefinedOptionRelationship Attributes

(FAREMFEEHXTY 7 FAA 2 EEINEBEREOLEE BT

Bt 517 J—F
pauseQuantity public : B T 5 YT & TV B A L R OEBIBLS & o
PQ.TIME RS DRI DR &, BIAIE, AP G-t 15 5 OB
e A2 e A Nill=e
. RESIS KoM R % 2 IRe ] O 1B B E
PQ.TIME Map:Lab = 'Activity.planned TimeElapsed'
priorityNumber public : [ LY —ADIGEN & AT DO RO B X 0 RIS
INT SNDHEEE I T 58, FlE, EEROBEICEL
- . . T, WTFNOBEL M LV RIZEET 20 2T 5, ([
RIES TV 7 IR 5 ORI >V T WAl L D i BT
INT BHEIIHICT B, DRI 5 B 1 IR O R T,
priorityNumber (553K 5) MMESeHEZ BIMEIZT 5,
71« priorityNumber (563 5) OIED/N S WBH A K & VWME
DOREELIVET I EEZ LD,
Map:TDM = 'AbstractRule.isExclusive'
comment public : e O B DWW CE IO REIR,
ST
) Map:CTOM = 'ActivityRelationship.commentText'
ALk T T
ST
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Tagged Values (& 21 & (&)
Map:CTOM = ActivityRelationship.typeCode.

6.36 Protocol Representation Sub-Domain::DefinedProcedure
(AREBHBEERRY T FAS VU EEBSNI-FIE)
public Class {leaf}

Extends: DefinedActivity. : (% EHEIAZITE. )
BEDOBRBONE L ITINC 7 a— LT 4 T 5 ) LYV TERSNIEE T, FRHRER T FL— & L
T, ZOHEERTEEZ HAY StudySubject GRER*I4:) & 721% ExperimentalUnit GRERHNL) O H REG 724K HE
BEZDITHTH D,

Pl FlEE LT, REREBIE OB FINCLD02 L) | BXOVA 0T T77 7 0 v 790K, ~vH—
DRRERE, AR, fEEe E OB 2 S O B H 2 ) SEDIRERIER EN D D,

Constraints (Z1#7)
Approved Invariant (¥4 FZZFE) . Uses Qualifier ((Effi-2fH 3 5) .
DefinedProcedure (3% SN 7= FNE) 1% actualindicator (FEBEZDIEIE) =False (&) DOHAITD I
Product (f5) #fEHATX 5,

Protocol Representation Sub-Domain::DefinedProcedure Connections

(FBREMEERTY T FAA JEEBSNEFIE 27522 5)

xRy Y—2 ¥ —7 v b /J—Fh
/Association DefinedProcedure Product % DefinedProcedure ([ X7z
USes +using +used FIE) 1%, BFl—>2LL E® Product
0..*, unordered, none 0..*, unordered, none (#L5) ZEFAT %, % Product
. (L5 1%, BRliz—2 ko
o 2 - =]
(-0 JES S AT FIR =t DefinedProcedure (£ S 7-F
G TS T S W) IS
0.*, EFFfHT 22 L. 720.%, B2 L, 722 | °
L L Constraints (#/#7)
Inverse Relation (GiFHREE) : Cff
HIns
Generalization DefinedSubstanceAdmini |[DefinedProcedure
source > target stration Parent
Child
LAk EFRINIWERE  |[ERINTTFIA
VA > B =4y b El B
Generalization DefinedProcedure DefinedActivity
source > target Child Parent
Ak EFe SN TIE EF I NG
V=R > H— b S k)
Generalization DefinedSpecimenCollecti [DefinedProcedure
source > target on Parent
Child
LAk T SN  [ER SN FIE
V=R > H—lFy k S Bl
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Protocol Representation Sub-Domain::DefinedProcedure Attributes
(ABEMFAEERT Y 7 FAAL 2 JEEINEFINE BIE)

B A7 /—h
methodCode public : FIECHEM S 2 Bz Bl 2 eoica— Meshiz
CD M, %13, MR TIE methodCode (HiE=a—K) (3, #§
. R ) _ Zehil] . # k). Abdominal/ascites effusion (JEIE/E /K IZ HY
itk — R 2;\7 V7. %) . Biopsy (“£2) . Bronchial alveolar lavage (&% 3</ififid
b Wil BAL) 72X EESND, BlzIE, FIAAMIEGIROL

. methodCode (iE=— ) i BHIE) 7213 MERESE)

LxRIND,

Map:BRIDGvV2.2 = 'PlannedProcedure.methodCode'
approachAnatomicSiteCode  |public : TINED A LIONLE £ 72137 7 B ARA > N EWHECT 57

CD WIZa— MMeE 7l FlxiE, HEFhox UAR, Bhbkric
. e Lk NI,
77 B —F R 2 — T Y v "
K CD Map:BRIDGV2.2 = 'PlannedProcedure.approachSiteCode'
targetAnatomicSiteCode public : TFNED SR T b 2 RN E 2 IS T D 7ol 22— Nk
CD SHTME, BIRIE, BRI LR B ERE,
. 1 A U3 E ROBEEOTHEST DAEN RSO HENH
S REEBENE S — ST v 2 . " B ”
CD ’

Map:BRIDGV2.2 = 'PlannedProcedure.targetSiteCode’
targetAnatomicSiteConditionCo [public : GG DRI FHINE DR Z R IZ T 272Dl a— NMeEh
de CD Tl BIZIE, RGO WED RN TES AL PN H I,

o R EHINL IR BE = — R T ) w7 Map:BRIDGV2.2 = 'PlannedProcedure.targetSiteConditionCode'
CD
6.37 Protocol Representation Sub-Domain::DefinedRepeatActivityUntilRule

(BBREBHEERBEY T FAA U ERBSWERAEF TORETE)

public Class:

S—=0y FOTEBNAELDETY —ADEHZKET 5 & 5 “ >0 OME, RiaifF#iis o— b

FTATITZIVDO—HThH%,

Bl ZIE, B £ CTEIERT &2 SR L CTHkRid %,

TEFE ST PAETEE) & SAETEE) 2 H1 1k S5 ATREVE D & 2 IR DIEE D —-> & DR

- H—/7 sy NOIFEINE Z S22V RY Y —ADIFEARE Z 520K 5 B0 ER SN IZIEE T, miEE)
EHIFEND T — NV TATZ IV DO—ETH D,

- =27y FOTREYBEE Z H720 R Y Y — ZADIREIEE Z 5720 8 D ZRBIDEF SR ORE R T,
BIRENEEN DO 70— VT A TZ VDO TH D,

- hoiEE), BEMER, o7 NV—T DA EDLENLKRAMMOREDER SN T L—T,

Bl 30 A B oSN £ TREDBRKRRAZE 1Btk 25 (X4 —7 v b =HlOTES)

Bl 2T, MEANFFE Of/MEZ 2 5 £ THEF X OG- zikid 5 (X —7 > b = OBEEBORR)
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Bz X, MENSEDR/IMEZBZ ., D od DK RN G F 721 3BRE OKRIEN EFET 5, 3742bb
' (ABLW BFEHLIZC) ) 1 £T. HAY o5 a2k d 5,

Constraints (Z/#7)

Approved Invariant (A 741 ZZ/F) . Is Repeated Until Exclusive Or  (HEhAURRELFN % T S 41

%) .

DefinedRepeatActivityUntilRule (& 7§ S 72 BLE £ TOKIETEE)) (X, DefinedActivity (EF S L2k
&) . DefinedObservationResult (E# S AL72BIEIRER) . F 721% DefinedCriterionGroup (E# S L7z #l
I N—T) DILDO—DODHITEE LR TR B,

Protocol Representation Sub-Domain::DefinedRepeatActivityUntilRule Connections

(BERH EEFERY T FAL 2 EBSHIEREE COREER X275 >)

=) Y —2 [5—% v b J—F

Association DefinedRepeatActivityUnDefinedActivity % DefinedRepeatActivityUntilRule

is repeated until tilRule +triggering (36 S M- HE £ CO R ETE
+repeated 1, unordered, none ) 1. oD

0..*, unordered, none

DefinedActivity (& S AL7=ik
@) EFTHYIRIND, &

is repeated until

tilRule
+repeated
0..*, unordered, none

+triggering
0..1, unordered, none

g3 EFSNTHUEE TO [EFE S AIIEH) _ T ;
i—;%ﬁé DS Ji?ﬁa%%b +§%§%T’Lé DefinedActivity (& S L7=ik
0 E SN D LR L, 2L [P B BeeBkD
0% NERER I L. 7 DefinedRepeatActivityUntilRule (&
L o ’ 2 SNTHUEE TOREIES) %
TS,
Constraints _(7/#)
Inverse Relation GYifHRE) : # T
¥ D
/Association DefinedRepeatActivityUn|DefinedCriterionGroup - DefinedRepeatActivityUntilRule

(EFSNT-HE £ TORIENE
&) 13, FEZ—DoD
DefinedCriterionGroup (E# S i17=
BHE7 V—7) ETHVIESHh

[ESPES ERSNTHEETO [ERSINTBHETN—T % % DefinedCriterionG (e
ECHYESND I I D) T D e bangiygiohgioggia
LD REND O YO i, i
*  EFATT 7
(i'/' - IFERT L L DefinedRepeatActivityUntilRule (&
e SNTBUE E TOKIEIERE) %
T EED,
Constraints (7#/#9)
Inverse Relation GXFEBEE) : #& T
SH5
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0.*, EFEFHFZR L, 72
L

S Y —2R =7y r J—F
Association DefinedRepeatActivityUnDefinedObservationResult [ DefinedRepeatActivityUntilRule
is repeated until tilRule +triggering (238 S M- B £ OO TE
+repeated 0..1, unordered, none ) 11, BET oD
0..*, unordered, none e S T A DefinedObservationResult (&%
i R SNEREETO bt L AR E TR RS
[ESPGEA ) =% _ _
ECHOESID D) 0.1, WFHTII 7L, 72 | o gor e OnReskll
+%§%Dﬂéﬂé L Fr (- g . BRFyZ

—D>LL D
DefinedRepeatActivityUntilRule (&
e SNTHUE £ COETEE) %
T SHED,

Constraints (#/#7)

Inverse Relation GUifERE) & T

S¥5

/Association
triggers the cessation of

[ESBE
ERTSED

DefinedRepeatActivityUnDefinedActivity

0.*, JEFFfHTFZ2 L, 72
L

tilRule +repeated

+triggering 1, unordered, none

0..*, unordered, none

ERSNTHEE TO [EESNEH

AR TS B HER YIRS D

+ih JE T D 1. EFfHF72 L, 2L

% DefinedRepeatActivityUntilRule
(B SNTHEE TORUETE

&) (3. WiZ—oD

DefinedActivity (s Ii7=ih

) A TIEDL, &

DefinedActivity (E# S L7k

®) 13, REC—2L ko

DefinedRepeatActivityUntilRule (&

S NTHUEE TORIETEE) £

THRYIREND,

Constraints (7#/#7)

Inverse Relation (ifHREE) : £ T

D IRSND

Protocol Representation Sub-Domain::DefinedRepeatActivityUntilRule Attributes

(ABERFEERT Y T FAA A JEEINEHEE COREEE BIE)

B itk ZAT J—h
cessationPauseQuantity public : FHEHE LN & N R o T IETREN O T RINE TloiEd
PQ.TIME LI OR S, IR, BIEFESRAE L2 20 HEICH L,
IR IERE IS T T Y Map:Lab = 'Activity.planned TimeElapsed'
PQ.TIME
checkpointCode public : TN T DO WOIEE ORI SAF Z2 7 T2 2 (R OTEE)
CD BRAART, & RIERT. RSN DK KER, G802 4
. ) R CThRE) 2HRIZT DO — Mo, #lzi,
FzyIRArba=F XTIy PA 7 AT BRI S 2 51T LTS 672591 7 LD
cD 5 AAT D N8 S D EHET B, MR BRSO NI SRk O &
TEa iR L, S Z2 e T5a IOk T 5,
Map:TDM = 'CyclingRule’
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B ZAT J—h
conjunctionCode public : TEEOREM - U o 7 BOBREOGRIEE GRIifE, e

CD . BEAOFRERRNZ: &) ZWIREICT Sl a— FMea iz
o . i, I, A0 ALT AR RIRO 358, B ULt
= — R A RS UABEANFEYEE RO 15 OB TLiver event (JFH%) |

D ST B,

Map:TDM = 'CyclingRule’

commnt public : FE F TOREIEENZ DV TBEIND LR,

ST

) Map:CTOM = 'ActivityRelationship.commentText'

T A b VAV

ST

Tagged Values (& 21 & (&)

Map:CTOM = ActivityRelationship.typeCode.

6.38 Protocol Representation Sub-Domain::DefinedSpecimenCollection

(RRERAEERRY T F A Vi ERSNBRERR)

public Class {leaf}

Extends: DefinedProcedure. : (#3 F&IHh/=FIF )
BEDODEBRONRELIIANC /0 —VT 4 T T ) LYV TCERSNZIEI T, BRI RERT 7L —hE L
T, Bl &R MTIER T2 M2 ]RBT 2178 TH 5,

Bl AN, PR,

SCC 7% : PlannedSpecimenCollection (

FHE S U7 MAERE) 1% PlannedSpecimenStorage  (FH & U7 B IR ERTE)

ZHBAHT DT DICOIBINENTZ08, F DT BRIDG (% PlannedSpecimenCollection (G & AU 7- # AER )
7T A EBINT B BARRY 2 r — A LT e o 72, A DefinedSpecimenCollection (73§ & U 7- MR ERHR)
2 7 A% PlannedSpecimenCollection (FHifj S AL 7 fRIAERE) 7 7 A12HE5<,

Constraints (#/#9)

Approved Invariant (& 7FAFZZ/F) . actualindicator Qualifier (FEEEDFRIEDIERT 1) .
DefinedSpecimenCollection (E# S 72MAERED) 125V T, BiologicSpeciment.actualindicator (4 ##%

KD FEERDFEER)

IN] ThD,

Protocol Representation Sub-Domain::DefinedSpecimenCollection Connections

(FBREMEERI Y 7 F A1 EESINERBERIR 2% 5)

axRxy ¥y J—R Z—4v b /—Fk
/Association DefinedSpecimenCollecti BiologicSpecimen 4% DefinedSpecimenCollection (&
results in on _ +produced 3SR (X, Hic—o
+producing 1, unordered, none ® BiologicSpecimen (ZE#H:{k)
0..*, unordered, none % t7- 53, % BiologicSpecimen
A SRR [l etntomsimenCotttion. (45t
EblbT R % HER S LD % SRChD,
0. WEFH R L, A1, WL, AL [UEBIRID ORRTHD.
L Constraints (7#1#7)
Inverse Relation GFHBE) : O
RTHD
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axs ¥

Generalization
source > target

takig
V—A>Z—=F v b

J—2R F—Fv b
DefinedSpecimenCollecti |[DefinedProcedure
on Parent

Child

TR SNIRERR  |[EE SN FIE
1 Bl

6.39

Protocol Representation Sub-Domain::DefinedSpecimenStorage

(RRERAEERRY J F A VBRI EBRERTE)

public Class {leaf}

Extends: DefinedAdministrativeActivity. : (#Z# EZSAEE L DIZE. :)

FeEORBRONE LTINS 70— LT 4 77 ) LYV TRER SIVERE EOTREN T, MEEZRFET 2178 T

5,
Constraints (Z7#9)

Approved Invariant (7R84 72 4/4) . actualindicator Qualifier (FZEDfEHE(EHGT-) .
DefinedSpecimenStorage (i3 AL/ fALR(E) 12DV T, BiologicSpecimen.actualindicator (4=#f% {4

DEEEOFEE) =

IN] TH5D,

Protocol Representation Sub-Domain::DefinedSpecimenStorage Connections

(FABREMAEERT Y 7 FAAL 0 JEBINERERE 27229 )

axyx J—R 2—F v b /—=F

JAssociation DefinedSpecimenStorage [BiologicSpecimen - DefinedSpecimenStorage (€%

stores +storing +stored SN 13X, Bl—o0
0..*, unordered, none 1, unordered, none BiologicSpecimen (ZEMifK) %1%
3 SR AR F 95, % BlologliSpecflmen (E

; WIRRIR) 1%, RRiC—2Ll ko
e HRAET S £l DefinedSpecimenSt (E#Esh
RN 0.%, WEFFF72 L, 7HRIFSND eneeoprcimenvlorage ek

L

1. BT L, 7L

TR IRRAT) CIRIFEND,

Constraints (#/#7)
Inverse Relation (¥ RH)
VY I

. TR

Generalization
source > target

Lk
Y—=A>H =7 b

DefinedSpecimenStorage

DefinedAdministrativeActi

Child vity
Parent

T2 SN RIRERAE

7 EF S NTEE OGS
Bl

6.40

Protocol Representation Sub-Domain::DefinedStratificationCriterion

(RBRERAEERBEY T FAM Vi EEBSN-EILRE)

public Class {leaf}

Extends: DefinedObservation. : (Z4E EE I /-584% 1)
BEORBONK LTINS/ 0 — L5475 LYV TCERISNIEE T, BRIAARERT 7 L—Re L
THRAORE T2 85ET 5, ZORTOHY EVREND X 51T v & LMUHIC StudySubject GBS %3t
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BRI 121X & 0 /S V2 A MBI B, RBRK R IR 2 L — 7B 5 DI A SR ERIA
FThD.

Constraints (#/#9)

- Approved Invariant (ZA7F 4 Z4/#) . Is a Function Performed By Qualifier (fEfifi (2 & v 5 <415
BieThH D) .
DefinedStratificationCriterion (& AL/ ERILHINE) 1%, Subject (#Bh%E - #) <> ExperiementalUnit

GREREANL) Tix72< . StudySubject (GRER%IS) IO AEET %,

Approved Invariant (AzX7F4FZZ,F) . Permissible Result Qualifier (732 CX 255 REM 1) .
DefinedStratificationCriterion ({E#% S V72 ERIMLHIAE) 1 3HE D
DefinedStratificationCriterionPermissibleResult (E# S 7= ERNLHHEDRFTR T X HHER) (CEhE#E L7z T
X7 57220,

Protocol Representation Sub-Domain::DefinedStratificationCriterion Connections

(FBREMFEERT V7 F A1 2 JEESNEBINERE =723 )

axRy ¥ J—R ¥—7 v bk J—Fh
Generalization DefinedStratificationCriteDefinedObservation
source > target rion Parent
Child
LAk EFE ST BRI ERLME [E3R S - Blss
V=R > HE—Ky h 7 Bl
6.41 Protocol Representation Sub-

Domain::DefinedStratificationCriterionPermissibleResult

(RREMIEERRY T FAS VI ERSNEBAEREDTETZHHER)

public Class {leaf}
Extends: DefinedObservationResult. : (#% E2E S /- BEFRE )

BRI KT 2 A TE D USOHFFMAIRER 177 L — b OFLik,
BIZIE, PEROREHNEREC T AR TE DMIE L LTEME LR H 5,

Constraints (#/#7)
Approved Invariant (AR &4 ~ZZ51F) . Association Cardinality Qualifier (B EEE AT T-)
DefinedStratificationCriterion (E3 S #L7E@RIMLHINE) & DefinedStratificationCriterionPermissibleResult
(BREINTEIMEREORR TX DR L OMOEEICOWT, RBEIX
DefinedStratificationCriterionPermissibleResult (E# S N7z /@RLREDOFHR TZ HHER) T 2.5Th 5,

Version 1.0 ©CDISC 27/Jan/2010

147



CDISC Protocol Representation Model

Protocol Representation Sub-Domain::DefinedStratificationCriterionPermissibleResult Connections

(FGERFEERB Y 7 P A A 2 JE I/ BHNEHEDER TE B3R afr>9)
Association StratumGroup DefinedStratificationCriteri [% StratumGroup (FJg 2 /L — ")
is defined by +defined onPermissibleResult o N 1)) Ol Y7
L%, unordered, none +dif|n|ng DefinedStratificationCriterionPermiss
1..*, unordered, none ibleResult (3% & 17 Ji R
. R . . e | DERBTEZ DR WCERSNH
BE e 7 v — S R | o) (SRR
RS pER ALY ERCE DR DefinedStratificationCriterionPermiss

1.* BRI L, 72
L

+EZRT D
1%, EFRAT 22 L, 72
L

ibleResult (&% S A7z J@ hil LB e
DEBTEL/R) 1%, HiZ—>
LL_E o StratumGroup (P& 7 v —
7)) BERT D

Constraints (#/#7)

Inverse Relation CG¥fAHEE) : @2

ERA

Generalization
source > target

taki4
VA > H=y b

DefinedStratificationCrite

DefinedObservationResult

rionPermissibleResult
Child

Parent

FEFE SN ERNEBIYE [ 38 S 7 B R
DR TE Dk i
%

6.42

Protocol Representation Sub-Domain::DefinedStudyAdministrativeActivity

(BREEHBEERRY T F AV ERSN-RREE LOFEE)

public Class {leaf}

Extendss: DefinedAdministrativeActivity (3 F& SL/28EE FDOIEE. )
BEORBRONE LTINS a— LT 4 T 5 ) LYV TERSNIZEE T, HRHTRERT 7 L— & L
T, REBRPIEE T 2 B R I IR RO e B O ERIE 2 £ T,

il z 1%, IRB Approval (IRB 732

Constraints (#/#9)

. fiEsEk, FDABSA R L,

Approved Invariant (& F 5 TFZ4/4) . Is a Function Performed By Not Applicable (FEi# 12 & v i

SNOHWEETH D) .

DefinedStudyAdministrativeActivity (3% S AL7-3BRIE R EOTE®E)) X, Subject (#5rE - #) |

StudySubject (

ABARTS:)  F 7213 ExperiementalUnit GRERENT) & BEIE L CidZe 57200,

Protocol Representation Sub-Domain::DefinedStudyAdministrativeActivity Connections

(FABEWEERT YT P A1 JEEI N EAGEE FOEE) =R 3)
EEXE [y—x Z—%vt /—r
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Generalization
source > target

ikl
V=R > H—lFy k

DefinedStudy Administrat

DefinedAdministrativeActi

iveActivity vity

Child Parent

EFe SN RABRNER F B8R SEE EOITE)
DILE) Bl

%

6.43

Protocol Representation Sub-Domain::DefinedStudyAgentTransfer

(BREEHBEERRY T FAM VI ERSARREZITEL)

public Class {leaf}

Extends: DefinedAdministrativeActivity. : (3 E&E I AEEE LOIFE. ;)
BEORBONE LI/ a— VT4 7TV LUV TERSNEEE T, BAATERT T L—FEL
T, HBE SN 7R IR CRE AT S 72 HIAR DS BB 2 BB R A2 7 13 R0 & 2 513 217D,
TEF SIVTIEE Tdh 2 DN EERORBOGRITFE S g,

Bz X, SEAIDIHD AT,

Constraints (Z1#9)

Approved Invariant (A #4124/ . 1s a Function Performed By Qualifier (fEffi1-12 &0 FEfi Sh 5

RETH D) .

DefinedStudyAgentTransfer (&3¢ S #V72aBRAES T L) 13 StudySubject GRERXIS) & DAL,
Subject (W¢BR#E - #)) 3+ X 0¥ ExperiementalUnit GRERHLAT) & B L 72\,

Protocol Representation Sub-Domain::DefinedStudyAgentTransfer Connections

(FRBREMFEEFRT VT FAA > EESNERRERZIIEL 25725 )

axyH J—R ¥—5 v b J—F
Generalization DefinedStudyAgentTrans [DefinedAdministrativeActi
source > target fer ity

Child Parent
ikl TR INTRBEZ T [ERINLEE EOIGE)
V—2A>HZ—~Fy | L Bl

%

6.44

Protocol Representation Sub-Domain::DefinedStudySubjectMilestone

(RBEBHEERTEY T F A VI ERBSNERBRARIAILA —)

public Class {leaf}

Extends: DefinedAdministrativeActivity. : (#ZHE EZE S/ ZEE LDIES. :)
FEORBONK LTI 70—\ VT4 T ) LYV TERSNIZIGE T, BRARER T 7 L— &L
T, AEBRROEIZ BT 2B R OILEOE IR KT,

PlZE, RIERAE,

TEFEMERLYE DFERE.

ek, ABRRE, T 7 MMe. TRREEOEIS T, RBRIF OB 4,

REE Yy FET, RBHIROKT, BB OR0E, EMMER, 7w ba—niER, REIP LR,

Constraints (#/#9)

Approved Invariant (AzX7F4FZZ/F) . |s a Function Performed By Qualifier (f&fifi 1-12 L 0 g < b

BRETH D) .
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Defined Study Subject Milestone (& Siv7-alliikt g~ A /LA h—2) 1%, StudySubject (FUERXIS)
EDFHBE L, Subject (B¥BRFE - #)) <° ExperiementalUnit GRERHLAT) & 1 ZBEEE L 722wy,

Protocol Representation Sub-Domain::DefinedStudySubjectMilestone Connections

(AR EMFEERE VT FAA o EESNERBHNR~ AN p— IR 5)

axzH

/=t

Generalization
source > target

Ak
VA > H =Ny b

V—2 22— v b
DefinedStudySubjectMile|DefinedAdministrativeActi
stone vity

Child Parent

EHE I NERBE G~ [ERINLEE EOIGE)
A VA — k)

%

6.45

Protocol Representation Sub-Domain::DefinedSubstanceAdministration

(BBREBHEEREY T F A Vi ERShEMERS)

public Class {leaf}

Extends: DefinedProcedure. : (## EZE X 7=FIE ;)
BEORBRONK LI a—LT7 47T Y LYLTERSINEE T, BRARERT 7L —RrE L
T, EHFELITZoMoWEE G, 2. 05 2 5178,

Bz 1T, ALFTEEO—TELTDOA N FLF— FgE,

Protocol Representation Sub-Domain::DefinedSubstanceAdministration Connections

(FBREMEERI Y T P A1 EEISAEYERSE 2 K22 3)
Ry J—2R ¥ —7 v b /J—Fh
Generalization DefinedSubstance Admini [DefinedProcedure
source > target stration Parent
Child
Ik ERINTWERE [EEINE=FIE
Y—A> =Gy b £l Bl

Protocol Representation Sub-Domain::DefinedSubstanceAdministration Attributes

(FBREMFEERT VT FA L 2 EESINEYERE B

J]ea ZAT /—h
dose public : PG EOWE E 3RO, #lx1E, 5mg. 20 mg/kg,
PQ
Map:COPPA = 'SubstanceAdministration.dose'
& T v T
PQ
doseFrequencyCode public : COREOHE CTEAZ2B 5T 20 EHEICT 720102 —
CD Rib&n7fE, #1x1E, BID, TID, QID,
G — N T v Map:COPPA = 'SubstanceAdministration.doseFrequencyCode'
CD
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B ZAT J—h
doseRegimen public : BB GOEK SN A Y a— ok, BlZE, 2 B
ST G-, 2 RREE,
- o _ I ZHEEREGARET XA MEATERT, ZiUBIoft
Bl Rt 7Y 7 R 5 AR BRSO BELC A B =1 o B e 212 2 B AR T
ST AU,
Map:COPPA = 'SubstanceAdministration.doseRegimen’
dailyDoseTotal public : 1 H Ok 55,
PQ o AENFICEEI TS LIRS VD, TBRKET
. b o, kG D%E R L,
1B SR T " .
PQ Map:COPPA = 'SubstanceAdministration.doseTotal'
routeOfAdministrationCode ~ public : VB e RE AN D BRI £ 7 3B RIS T S T
CD HiIZa— MeSh il FlxiX, &o, BIRN, RE, K
. WL DlEN 7R &
BGRRRa— R RVARYS
CD Map:COPPA =
'Substance Administration.routeOfAdministrationCode'
6.46 Protocol Representation Sub-Domain::Epoch

(BRI EERBEY T RAC VI RYY)

public Class {root}:
AR AL OFHE S e —HONAF 72 - 7R XG0 o—,

FxT ARy 7 (Epoch) [l HRE OIRR-CIEHRER ., IpREOT — 2 INER LS, RBRAKOBMICERATH S,
TR 7 (Epoch) FERALBATHANC LY, #BEDOH L =R~ 2 (Epoch) 7HIROTAR v~ (Epoch) ~0
BATWEHEIND,

Bz, BRI RETMT 27 A ORERTIL, #BRE OMEIMEZHE L TX—2 T A4 VREEIT D
Screening (A7 V —=7) xRy 7 IBRETWIBEN R Z N9 5 Treatment (J5%) =R v 7 | 1EFEF
iz EMi3 5 Follow-up (7412 —7 v 7) TRy I DITHRY 7 Rdbbd,

- HERF L — >0 R v 27 (Epoch) MHIRICEAT L., FIFHZ—2DTRy ZIZORFET D, HREIZLY
K& sequenceNumber (IEFFE5) Ox=R > 7 (Epoch) l[ZDHBITTESH, =R~ (Epoch) DEEHAMIX,
LS HAOT Am (BE) 2952 ThHDH, MLx=R>yZ (Epoch) WTH->THELRD Arm (BE) @
Activity (J58) EFFER L OVURF — U AP L TV A BT 720,

Constraints (%/#9)
Approved Invariant (X4 AZZ(F) . nameUnique (4 FR—EH) .
xR 27 (Epoch) 4132 %& & LHERN CT—ERTRITIUTR B0,

Protocol Representation Sub-Domain::Epoch Connections
(ABEMHEFEXRT Y 7 FAL oy 2R g )

EEXZ Y —Z |f#—%v b |/ —1
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axy ¥ J—2 2= v b /—F
/Association PlannedActivity Epoch 4 PlannedActivity (Il S 17275
occurs in +contained +containing &) L. Bl —onmRKy s
1..*, unordered, none 0..1, unordered, none (Epoch) THIZ %, HxHK v
. - . . (Epoch) 13, #IZ—2LLED
it i I S TG A7 PlannedActivity (7 & 4172 1%
TEZS +EEND +aE e ) ot
L.x EFAHTF 2R L. 722000, ERART A2 L, e °
L L Constraints (7#/#9)
Inverse Relation (G¥#fHES) : &
Tagged Values (& 21/ & i)
Map:PSC: Period.repetitions
/Association Epoch Study K7 (Epoch) %, HiZ—
is a division of +subdividing +subdivided OO Study GRER) O—XHTh
0..*, unordered, none 1, unordered, none %, % Study (GRER) (%, BRI —
. . L. DLl ED>=AKR> 7 (Epoch) 1243
B A B ﬂghé ¥ 7 (Epoch) 1257
D—XHThHD +AEIT D D EI S D " °
0.*, EF-fHFZ2 L. 7220, JEFRFHTZR L, 72l Constraints (/57
L Inverse Relation G¥FHES) : 124y
B

Protocol Representation Sub-Domain::Epoch Attributes
(RBEMA B ERT Y7 P AL 2 )

& 1t ZAT /J—h
name public : TRy 7T D IEE A DICEIC X DT Bl HIE
ST Kh5TRy 7 2EBERGZRy 7, gy 4+ v a7y b
R Ny 2BE YAy a7y TRy 7,
A 7Y VoK 2 (Epoch) A DR GRERY) DU
ST O, TREE KT BIEFE SR BZ b < REICE TN T
b5,
Map:C3PR = 'Epoch.name’
Map:C3PR = 'PlannedEpoch.name’
Map:CTOM = 'StudyTimePoint.epochName'
Map:HL7SD = 'Epochd.title'
Map:PSC = 'Period.name'’
Map:PSC = "Epoch.name'
Map:SDTM IG = 'DS.EPOCH’
Map:SDTM IG = 'TA.EPOCH'
Map:TDM = 'StudyDesignEpoch.name'
typeCode public : TRy 7 OFEEAICT D720l a— Rfbahizfi, #ilx
CD X, A7 V== T R, 74An—T v,
M= — 1 T Y Map:C3PR = 'PlannedEpoch.type’
CD
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sequenceNumber public : [ U Y — A Z2HT 5o RO BEEO R O e 72 I8 £ 72
INT R MINE S & Bl 3 B 8%k, 121X, Screening (A2 U
. o _ —=7) . Treatment (J&%) . Follow-Up (7 4w —7 v
s 76 7 77 7) O=Ky s ObD Sudy G T IEFERL. S0
INT A7 (Epoch) Mtk b Sensi T,
Map:C3PR = 'Epoch.epochOrder’
description public :
ST
RS

Map:C3PR = 'PlannedEpoch.firstEpochlIndicator’
Map:HL7SD = 'Component2.sequenceNumber'

T
ST

Map:TDM = 'StudyDesignEpoch.epochSequenceNumber'

TR > 7 OLEIC L HEREL, il Z1X, Screening Epoch (A7 U
—= TRy 7)) IF TEEEEZHE L= T A SHEE
179 2] LRtk TE 5, filz X, Treatment Epoch (J&¥E—
Ry 7)) 1%,

RIENAFRE AR v 7 (X LIEF T, ZO/IC 3[E0
AREL G0 L0 1RERET 5] LR TE 5,

Extends: Study. : (#Z# g :)

Map:C3PR = 'PlannedEpoch.description’
Map:C3PR = 'Epoch.descriptionText'
Map:HL7SD = 'Epoch.text’
Map: TDM = 'StudyDesignEpoch.description’
6.47 Protocol Representation Sub-Domain::ExpandedAccessStudy
(HREBITEERHAY 7 KA 1 VRS MRR)
public Class {leaf}

axs %

TR WATHEMZ L AREEORBR I EFIC XL S R0
Protocol Representation Sub-Domain::ExpandedAccessStudy Connections
(ABREMHTEEXT T 7 FA A 2 RS WG

BEAF OIGHRIE THYNTIBR T E R, BREROWERMERIE A 72 S 720, T O IRERARRBRIC SN T & 20l
T ZoMORERIT, RERFEMEEE OGS, B IND, J05% IND, AKGEBEAFRIEN, Bafii, E

H DT DI F 7138 ER 23 5 FIEATCE U 72 AR 72 13X R ABR 01 TBh T & S,

V—2X
Generalization
source > target

tAK{

FERIGERI A OB S5,
R 5 )

gt

ML

2—7v b
ExpandedAccessStyudy |Study
Child Parent
L2 R E

iR i
Protocol Representation Sub-Domain::ExpandedAccessStudy Attributes
(FRBEMFEERT Y 7 FAA 2 RE NG BIE)
3

VA > H =Ny b

547

—F
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interventionDescription

I A DR

public :
ST

T T
ST

I DONWTEHERFMZ IR 2 305, iz, s
F 0 RERRER CEAlOR s Eoti/e ) | FElor A
Ml (O Z AR BRSO k72 &) 2 KB4 5, fil
Z X FEHNC L DM ATITAE, A&, EECHE (% 28 A
WA 7 VD 5 BIC 50 mg/m? & IR 5-. Number of Cycles
(A 78] - EITERIIERTERVWEER S B bILD
*7T) 75§/é.\iﬂéo

Map:COPPA =
Map:CTGOV

‘Interventional StudyProtocol.primaryPurposeCode’
= 'Intervention Description’

Tagged Values (& 271 & fE)
InterventionalStudyProtocol.expandedAccessindicator.
Map:COPPA = ObservationalStudyProtocol.expandedAccessIndicator.
Map:COPPA = StudyProtocol.expandedAccessindicator.

Map:COPPA =

Map:CTGOV =

Has Expanded Access.

Map:CTGOV = Study Type - Expanded Access and Has Expanded Access?.
Map:WHO = Study Type.

6.48

Protocol Representation Sub-Domain::Funding

(RBREEAEERRY T KA/ 8BE)

public Class {leaf}

Extends: Resource. :

(HH# V>V—ZX.:)

XY HRERS. BUN., FEEFR. FEBUOFHRRD b O & &),

flxIE, RS, s tL,

NAFT 7 7av—24, KENH, 71 YHHZ: ED&E4,

Protocol Representation Sub-Domain::Funding Connections

(AR EMEERT YT FAA B X7 9)

axy X J—2 22— v b /—h
Generalization Funding Resource

source > target Child Parent

tak (e J Y —A

VA > B =k ER o

Generalization GovernmentFunding Funding

source > target Child Parent

J—A>H =4y |k S Bl

6.49

Protocol Representation Sub-Domain::GovernmentFunding

(RREBIEERRY T LAV BHFER)

public Class {leaf}

Extends: Funding. :

(HAR B 1)

BURFRERE > & D& ),

BIZIE, KIE NIH,

Protocol Representation Sub-Domain::GovernmentFunding Connections

(RBREMEERT Y T F A1 2 BFEE

IR g3)
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axy X J—R 22— v b /—F
Generalization GovernmentFunding Funding

source > target Child Parent

Ak 5 S G &

VA > B =y k ER Lo

Protocol Representation Sub-Domain::GovernmentFunding Attributes

(FBREMFEERT V7 FA 1 BB BIE)

& 1t ZAT /J—h
fundingTypeCode public : ST HR Y JPE U7 HEE O A R ET D LT 71— R A& Btk
CD 2T B7dica— MeE iz, FlxiX, Type5 (¥ A 7°5)
5 . . . (Noncompeting Grant Progress Report [ M55 44 Bh 4t P IR i
A= — K aAes gl ) | Typel (X471 (New L] ) 722,
Map:COPPA = 'StudyResourcing.fundingTypeCode'
Map:COPPA = 'StudyResourcing.grantTypeCode'
fundingMechanismCode public : b & 7B A FHEITIEICHGE LRt BiEE oo B o
CD GBI -l a— Me& e, #ilZiX, ROL
AT R T — S o (Research Project [#f427'm =2 k] ) . U10 (Cooperative
HETETE=— K 7Y 7 Clinical Research Cooperative Agreements [ 3 [7] i FRAJF 4 4[] 22
cD ] ) My
Map:COPPA = 'ResearchOrganization.fundingMechanism'
Map:COPPA = 'StudyResourcing.fundingMechanismCode'
nihInstituteCode public : B, K, BITEAEEZ BT DM CTRYO EE R
CD Y% 35 % 2 SCF O FEMk o — R EUIREIC T S 70ic =
_ . os — NMban7fd, XEICITESm, EHEOXERH D, B
NIH BF5E0T =2 — R S RES %1%, CP2 Division of Cancer Epidemiology and Genetics (CP2
cD RS - AR 0 NCI) . LM National Library of Medicine
(ESZEZHERE - NLM) 72 &,
Map:COPPA = 'StudyResourcing.nihlnstituteCode’
serialNumberText public : MR, B #—. MR TEEIESICH Y Y ToHil 641
il L& ST XA b ST DFF 2RI LFH,
;}7 Vw7 Map:COPPA = 'StudyResourcing.serialNumber'

6.50 Protocol Representation Sub-Domain::InterventionalStudy
(RBREBITEERTEY T KA 4 VN ARR)
public Class {leaf}

Extends: Study. : (Z# #gt )
ARERESEHE RS X | BRNRNAZZT 2 DICRBRELEICLVEV Y TOENDS e b TORTKE =
IXESPREER O TENEH M & S0, StudySubject (GRERXIS:) (XM, VRIRIN, E72IXZ OMOFIEHDO N A% 52T
b0 MADEETIET X LATHILGELRVWEAELH D, TOR, 740 —T v 7 %%, EMEFNET
(TR EORIFA M S D,

Constraints (#/#7)
Approved Invariant (77 41 Z5</F) . blindedRoleCode Qualifier (S bfsl = — NEAT) .
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blindedRoleCode (Efbf&® = — ) (DWW T, §l 7 71%&EI75 StudySubject (GRBRXFS2) |
Studylnvestigator (GRERE(TE-#) . Assessor (FEAi#) . AssociatedPerson (BH# 35 AN) vy 7

S,

Protocol Representation Sub-Domain::InterventionalStudy Connections

(FBREWFEERT Y 7 P AL > NARG 2% 3)

axs ¥ Y—2 F=2"y e /—F
Generalization Interventional Study Study

source > target Child Parent

Ak I AFRBR AR

V= A>HE—Sy |k il (o

Protocol Representation Sub-Domain::InterventionalStudy Attributes

(FBREMFEERL VT F A1 2 PARB fBIE)

B A7 ) —k
controlTypeCode public : RRBRTAIE % i U CRIl 2 /R 2 BIfRIC T 5 7-ica— 1
CD (b &Nl BlxiX, 7oK, 53K, R, FExt
. i ) ML b,
PHRFE = — 1 T T
CD Map:COPPA = 'InterventionalStudyProtocol.control Type'
controlConcurrencyTypeCode  |public : RO BRI A & DR HRBE 2 eI T 5 7ol 2 — Rk
CD ST, BIZIX, Rk, BESEEY, A% (BEBFOXt
e}
oot FRIFI R =2 — T T .
CD Map:COPPA =
'Interventional StudyProtocol.controlConcurrency Type'
allocationCode public : R AR 7 L — T F T IR L — T2 ) Y C B ik
CD AAMICT D70l a— Meaivfl, iz X, FEEH. 7
N4 S HE A 7 UH AR,
1 o P o 5 H DM IRERER, FET & SR
CD Map:COPPA = "InterventionalStudyProtocol.allocationCode'
Map:CTGOV = 'Study Design Allocation’
blindingSchemaCode public : HEERFE [ d L OB TH T TR O 2 WEERZ MR T 57
CD DI E EF T E T S0 EbOfEEEZ EICT 5
. = N . TedlZa— MeE i, flziX, —HERETIE, ARE
R RLRHE = — R Nt (£% L BB OTE & bIADBT T RPERIENE IS =

ERTERY, ZHUFERILORERZBIE LI-HEOa— R
fb—EnbBbN D, Blz1E. OpenLabel (A —71 T~
/L) . Double Blind (—E &) . Single Blind (HE#) 72
EO

Map:C3PR = 'Study.descriptionText'

Map:C3PR = 'Study.blindedIndicator'

Map:COPPA = "Interventional StudyProtocol.blindingSchemaCode’
Map:CTGOV = 'Study Design Masking'

Map:CTOM = 'Protocol.blindedIndicator’

Map:WHO = 'Masking'
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blindedRoleCode public : HEMREIZI —EERABR CERL I - E A DS 4 Wk
DSET<CD> (ZT Dledicm— MES Ml Bl wBRE. s,
4By = % =T
(L o Y PRBR AT, A RRHE
DSET<CD> Map:COPPA = 'InterventionalStudyProtocol.blindedRoleCode'
Map:CTGOV = 'Masking Role'
Map:WHO = 'Study Type Masking Who is Blinded'
interventionGroupQuantity public : N7 N— T D& T 285, Bz, B—HEREBRT
INT 12 AT 5,
PR R o ZORMEE, BRCESHE SR EHE 2139 C
NI N—T% T 5.
INT

Map:COPPA =
'Interventional StudyProtocol.numberOfinterventionGroups'
Map:CTGOV = 'Number of Arms'

acceptsHealthyVolunteersindicat

public :

PR EECHE S LD K o lc, ABLoRkiEs L OED

or BL i o> BEHS 2 RIECIER 322 < . RBUICBMTEHATH S
\AH Z
TR SN B B ORI ST Y v PEIRET S
BL Map:COPPA =
'Interventional StudyProtocol.acceptsHealthyVolunteersindicator'
Map:CTGOV = 'Accepts Healthy VVolunteers?'
interventionDescription public : I DNWTEHERFMZ IR 2 305, iz, s
ST L0 BB GRAlO R ROk L) | EEoM A
PO o W (BN A AT RBN R D e &) & XBIT 5. 1
STADRLIE 7 V7 ZIE, EANC L BN THATE, AR, HECHE (5 28 H

YA 7 VD 5 BT 50 mg/m? & RPN 5-. Number of Cycles
(A 78] EATETLIIRRBTERVWEER S D biILD
FT) BNEEND,

Map:COPPA = 'Interventional StudyProtocol.primaryPurposeCode’
Map:CTGOV = 'Intervention Description’

Tagged Values (& 21 & (&)

Map:COPPA = InterventionalStudyProtocol.keywordText.
Map:COPPA = InterventionalStudyProtocol. AECodingSystem.

Map:COPPA = InterventionalStudyProtocol.

Map:COPPA = Interventional StudyProtocol.publicDescription.
Map:COPPA = Interventional StudyProtocol.acronym.
Map:COPPA = InterventionalStudyProtocol.official Title.
Map:COPPA = Interventional StudyProtocol.publicTitle.
Map:COPPA = InterventionalStudyProtocol.keywordCode.

Map:COPPA = Interventional StudyProtocol.targetAccrualNumber.
Map:COPPA = Interventional StudyProtocol.responsiblePartyCode.
Map:COPPA = Interventional StudyProtocol.dataMonitoringCommittee Appointedindicator.
Map:COPPA = InterventionalStudyProtocol..startDate TypeCode.

Map:COPPA = Interventional StudyProtocol.targetAnatomicSiteCode.
Map:COPPA = Interventional StudyProtocol.revision.

Map:COPPA = Interventional StudyProtocol.primaryCompletionDate.
Map:COPPA = Interventional StudyProtocol.primaryCompletionDate TypeCode.
Map:COPPA = InterventionalStudyProtocol.identifier.

Map:COPPA = InterventionalStudyProtocol.statusDate.

Map:COPPA = Interventional StudyProtocol.scientificDescription.
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Map:COPPA = Interventional StudyProtocol.bibliographicDesignation.
Map:COPPA = Interventional StudyProtocol.text.

Map:CTGOV = Study Type - Interventional.

Map:WHO = Study Type.

6.51 Protocol Representation Sub-Domain::MaterialResource
(FBRERIEERREY T LAV PEH) V—]R)
public Class {leaf}
Extends: Resource. : (#% V> —X.:)
R Dt Mgk, MRk b HREE S 4 D HFFE I OB,

B2 X, BSRE ORBREE, B3R & O,

Protocol Representation Sub-Domain::MaterialResource Connections

(FBREMFEERT VT FAL YRR Y ) — R 2 x2S 5)

axy ¥ J—2A =T v b /—Fh
Generalization MaterialResource Resource

source > target Child Parent

AN BRI Y Y — A VJ—

VA > B =4y b El o
6.52 Protocol Representation Sub-Domain::Observational Study

(RREBIEERRY T KA U BRHR)

public Class {leaf}

Extends: Study. : (#Z% 8. :)
2% DT DHUE STz 7 N — 7 THEYEL E TR EORIRAFEM S5 & N CTORIERRK F 72 13 R
OFTENFHE & i, BT StudySubject GRERXIS) 1X22WrHY. TR, X2 OMOREEHDO N N &= T 503,
ARBR B A 1338 O StudySubject (FRER>I5:) <° ExperimentalUnit GREREANZ) (2 L CEARM 22 A% E D 24

TR,

Protocol Representation Sub-Domain::ObservationalStudy Connections

(RGERFEERIY T FAL 2 BEEFE =522 5>)

axRxy ¥ J—R ¥—5 v b /J—F
Generalization Ovservational Study Study

source > target Child Parent

Ak BIET ST [ERBR

VA > H—NFy b ES ka)

Protocol Representation Sub-Domain::ObservationalStudy Attributes

(FBREMFEERT V7 F A1 > BEEHE  BIE)

VB 47 ) —r
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samplingMethodCode public : R D 72 O DRER M & » b OBUEIZEEN 3 2 FIEZ B
CD felZ T 57 dica— RMeE Mg, #x1E. Probability Smple

i . . (W AEA) - A RS Rh . SRFchhi . B TEhh,
ik = — NS SEVERNI, SRR L A BN 1 TR A EE D

RIREREHT D LRl T AN T v X LT ek R,
% 2 1%, Non-Probability Smple (GEReRIEA) : {HEAYHH .
EREE SR T & OMEE & Aol H TIE,

Map:COPPA = 'ObservationalStudyProtocol.samplingMethodCode'
Map:CTGOV = 'Sampling Method'

timePerspectiveCode public : BRI & W O BRG] & ORI R BRI 2 AR LSS 5 7
CD WIZa— Meahicfli, #lziX, 7ex~Xs747, Linr
. AR T 47 K, £ O,
RFRR R = — R TV w7
CD Map:COPPA = 'ObservationalStudyProtocol.timePerspectiveCode'

Map:CTGOV = 'Time Perspective'

Tagged Values (& 21 & (&)
Map:CTGOV = Study Type - Observational.
Map:WHO = Study Type.

6.53 Protocol Representation Sub-Domain::PlannedActivity

(RBEEBHESEREY T KA VuHEShED)

public abstract Class
Extends: Activity. : (Z4 /58, )
FREDORBT O H 5 RS COEMMAER S5 IEHE,

Bl 2 1E, R IR O "l REME D B 5 LMD StudySubject GRERXIS) 12xf L CRHEI SN 5, TIRME TR
DO—ETH Y | actualindicator (FEEEDFERE) 2% [N T, sexCode (PEBI=— K) 23 [FJ] @ StudySubject (FREk
H) AT RETH D,

1% : PlannedActivity (FHEI SHU7-i&E)) 2SMUOIEEIO AN & 720 | #ERA sy, BIUKR, (T 2887 7 2%
W2 BFHTES /e &2 S oM EE 2 AT 56 b5 5, ZOMIEIZ LK Y BRIDG 3.0/1%, StudyCell (GRERE
JV) . StudySegment (iXBRt 2" A > k) . StudySubjectEncounter (GRER%SS:E®H) 72 L. BRIDG ORj/NN— 3
DR ERBT L ENTE D,

VE R SIIEENT. IEENTON A EE T o AORKEDORE. Thbb (R4 a— RN THRT
Befe T3 a7z ) B Tlde< TRHEENTz) B TOIEER &S B2 HiLd, FHE S L7 iEB) OS] 3k
TE D StudySubject GRERXIE) Tid7e<., 5 [H] @ StudySubject GRER*IZ) 1ZHIV 4 THND,

Constraints (Z/#9)

. Approved Invariant (X 7F44Z414) . Repeat Frequency Exclusive Or (S #888E O HEMAGHERFD) .
PlannedActivity (FHibj S 7-#%®)) 1%, repeatFrequencyCode (KEMEE =— K) F£7-iZ
repeatFrequencyRatio (RIEMEEIS) OEEZETHENH DM, WG OMEITHE E 720,

Approved Invariant (ZzRF44255/4) . Repeat Duration or Quantity Exclusive Or (IR & 721X [m1%k
DY A FRELF)

PlannedActivity (G SAL7=758h) 1%, repeatDuration (SZAEHAR]) 7213 repeatQuantity (%) o
EEETHGERH L0, WHOEITE IR0,

Approved Invariant (A7&7FA4FZZ/F) . actualindicator Qualifier (FEEEDFRIE(EAT 1) .

actuallndicator (SEEEOFE1E) = N @ Subject ($¢B5r#FE - #) F5 KO ExperimentalUnit GREREANL) D,
PlannedActivity (FHE] S AL721GE)) ICHETH S,
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Protocol Representation Sub-Domain::PlannedActivity Connections

(FBREMEERTY T F AL FHHSNETE 27529 )
axy ¥ J—R =5y /—Fk
IAssociation ScheduledActivity PlannedActivity - ScheduledActivity (27 ¥ = —

instantiates

+instantiating
0..*, unordered, none

+instantiated
1, unordered, none

JLISSETC BAVICIEE)) 1, WIT—
> PlannedActivity (G 7z
IRE) ABIRT 5, &

is a choice that has as option

PlannedOptionRelationsh
ip

+choice

0..*, unordered, none

+option
1, unordered, none

(ESBES AT Y2V D R S T T PlannedActivity (F1 S 17215
R 5, ANSE ) Hlnsng S R
TS L EFEATRL, 7L SchedufedActivity (AT a—nn
. IRFEAT L % ST B IIER) (2 kY BIRSh
L 5,
Constraints (#/#9)
Inverse Relation G¥ifHBEE) : 12X
DRSNS
/Association PlannedActivity 4% PlannedOptionRelationship (1

SN EPRORE) 1%, ®ic—
> PlannedActivity (Gl <7z
IEEh) AR E T ORINTH

%, % PlannedActivity (FF# &

triggers the cessation of

tilRule
+repeated
0..*, unordered, none

+triggering
1, unordered, none

ESpE:! AT S VTR PUR OB [FH S A7 1 ; - R
BT DRI CHS |l U oTER) I, R oBLED
iR L ERERT A L. L PlanrledOptlonRe]atlonshlp (aJr%l'E S
5 DTELEWNLTH 2,
Constraints (7#7#9)
Inverse Relation G¥FHBE) : %
T ZeDTELERNETHD
Tagged Values (& 7'/ & )
Map:HL7SD:
EligibilityCriterion.Precondition2
/Association PlannedRepeatActivityUnPlannedActivity % PlannedRepeatActivityUntilRule

(Gl S 7= HE £ COXETE
g) (I, Wic—oD
PlannedActivity (Gl S U729k
g) AT SEDL, &

BEE SR SN HEE To B SN IEE) . 4:
BT SHB D) 5T 5 FlomedAdivty (P S VIR
D IR XD 1, JEFfHT72 L, 2L > e ] .
0. JEFERT 7 L. 72 PlannedRepeatActivityUntilRule (Ff
L [ SN HUEE CORETEE)
THYVEIND,
Constraints (7#/#7)
Inverse Relation G¥#ABE) : £ T
DRI D
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is an option that can satisfy

PlannedOptionRelationsh

p
+option
0..*, unordered, none

+choice
1, unordered, none

axy ¥ J—2 2= v b /—F
/Association PlannedActivity Epoch % PlannedActivity (FHlj S 7-1%
occurs in +contained +containing &) L. Bl —onmRKy s
1..*, unordered, none  {0..1, unordered, none (Epoch) THZ %, #xTHv 7
. - ; . Epoch) (%, #IZ—2LED
3B EANLTREY Ay ) B4 Pl(anFr:edA)\ctivity %(?r@ S %/LL 7215
TEID +EEND Lo W) %o
L.x BRI 2R L, 720, BRI 2L, 72 °
L L Constraints (7#/#9)
Inverse Relation G¥FHEE) : &de
Tagged Values (¥ 211 & (i)
Map:PSC: Period.repetitions
/Association PlannedActivity Arm % PlannedActivity (G S4L721E
occurs in +contained +containing &) 1. wic—oLL Eo Arm
1..*, unordered, none 1..*, unordered, none (BE) TR D, % Arm ()
. . ; . %, ®Wic—>2L ko
B F I S A7 T ) liE3 L .
i e s R S LT
e S i ;jlje;nn;d/g\gwty (FHE =7 Tg
1.5 BT 22 L, ZLx, BRI L, 7 °
L L Constraints (7#/#9)
Inverse Relation GYFHES) : &ie
/Association PlannedActivity 4% PlannedOptionRelationship (F1i]

SN RPROBRE) 1%, ®i—
> PlannedActivity (G 7z
TEE) AT L O TE B
¢ 5, 4 PlannedActivity (5

is a condition for

ationship
+prerequisite
0..*, unordered, none

+contingent
1, unordered, none

B RHE S 7R PUR ORE B S A7 (5 o R
BT & OTE BB G HRIR ;f ili:]rf;c{ii%i)orfgélaﬁi;;hipo(égr%@
ThD +HZEHR 1. EFAF 2L, 2L . X S
o ﬁ%ﬁﬁ L. % SR OBIE) 4B
[: T ) THEIRTH S,
Constraints _(7#1#9)
Inverse Relation (i¥ifHES) : %33
& T8 IRTH D
Tagged Values (% 7'/ & fi)
Map:HL7SD:
EligibilityCriterion.Precondition2
/Association PlannedContingentOnRel [PlannedActivity - PlannedContingentOnRelationship

(R S 7= 56k & 7 2 BAE)
1. HIZ—>® PlannedActivity
(FHi S 7= 15H) ORFETH
5, % PlannedActivity (G S

B FrE SN 2EM L2 BrE SN IEE) :
|~ 2t - s 7I5E) X, FRZ—o2LL ED
PRIETHS @ . PRIECTD PlannedContingentOnRelationship
WA 1. JEFfAHT7Z2 L, 72 L CGGFE 5 L7 2o & 702 i) %
0.%, NEFAHFZRL, 72 %%&#6“
[/ o
Constraints _(#/#7)
Inverse Relation (#ifRBEE) : %<&
32
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+contingent
0..*, unordered, none

0..1, unordered, none

axy ¥y J—=R F—Fv b /—k
/Association PlannedContingentOnRel [PlannedActivity - PlannedContingentOnRelationship
is contingent upon ationship +prerequisite (GGHE S =58 & 72 2 B

1L, EEIZ—-2>® PlannedActivity
GrE S 7158 257
%, % PlannedActivity (Bt &

is a choice that has as option

ptionRelationship
+choice

0..*, unordered, none

+option
0..1, unordered, none

[E3BC:S Ftl SN Z&EE 22 BHE SN iEE) - A
ERIFET D b LA gTzinﬁniehd)Ccﬁt\inSfri?OnSaliin?hip
?f\m%ﬁﬁﬁb\ﬁb P
Constraints _(7#/#7)
Inverse Relation G¥FHBE) : D5
ch b
IAssociation PlannedCriterionGroupO [PlannedActivity 5

PlannedCriterionGroupOptionRelatio
nship GBS 7-#HEZ L—T 0
RPULOBE) 1T, KR —oD
PlannedActivity (FHj S U715

is the parent of

ionship
+composite
0..*, unordered, none

+component
1, unordered, none

[ESEL G S B v — S - TG i s
FEIE LSRR CHS  ORREOVE  nRi  Plaeaneinty otw s
+IZER 0.1, JEFATFZ2 L, 72 W) 15 i — ol Lo
0.* MUFFTFARL, 7L PlannedCriterionGroupOptionRelatio
L nship (FHEl S L7 HLHES L —7 D
R OBE) Ao Z & DT
THENLTH D,
Constraints _(7#7#9)
Invariant (NZEZRFR) @ A7z 9
CLOTELENETHD
/Association PlannedCompositionRelatPlannedActivity - PlannedCompositionRelationship

(Fh S AT Rl 53 D B )
X, ®IZ—>® PlannedActivity

(FrE S 7=igE) OB TH D,
% PlannedActivity (FHE SAL721E

162

ESpE: FHIE S VAR S O [BHIET S A7 T AN
DETHS g RIS o) o RFIC— . -
AR L, MERRT 7 L, AL [ AINEC-OTIPOSIHONTE Eonsip e
* 8] S AT MRSy DBE)  DRERK
0.*, NEFfHTF72L, 72 L
[/ Ej_(:]j /G‘% %)o
Constraints (7#/#9)
Inverse Relation GYFHEE) : O
%Ak 5r Tdo %
Tagged Values (& 271/ & i)
Map:HL7SD:
EligibilityCriterion.Precondition2
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axs ¥

J—2A

¥—5 v b

/—k

JAssociation
is repeated until

gl

3 it

FTHOVIRISND

PlannedRepeatActivityUn

PlannedActivity

tilRule
+triggering
1, unordered, none

+repeated
1, unordered, none

1. JEFFAFIF72 L, 7L

SH SN HEE TO BHE SN ER
A Eh HEVIRE D
+IE T D 1. EFEATTZ2 L, 7L

- PlannedRepeatActivityUntilRule
FHE SN 7= HE £ TORIENE

H) 1L, WiT—oD

PlannedActivity (FHlj S U715

H) FTHVIRIND, &

PlannedActivity (F1E S U721%

i) 1%, HiIZ oo

PlannedRepeatActivityUntilRule (F

B S HE £ COETEE) %

TS HE D,

Constraints (#/#7)
Inverse Relation (YA RH)
R AS)

DT

JAssociation
is the parent of

PlannedCriterionGroupC

PlannedActivity

ompositionRelationship
+composite
0..*, unordered, none

+component
0..1, unordered, none

5
PlannedCriterionGroupCompositionR
elationship (Flj S 7= #liE 7 L —
TRER Sy OBE) X, RS —
@ PlannedActivity (Gl &L 7-7%

is the component of

ionship
+component
0..*, unordered, none

+composite
1, unordered, none

R X T L — pol
B TR A OB S S W pEchs, &
i yo gy PlannedActivity (Fil S #U72i%
DOBTHD FERAVIN AR ) W) L. Bl oL o
0% NEFFRH 72 Ly /0.1 IUFR T L 72 g e i riterionGroupCompositionR
L L elationship (Rl S 7= #lE 7 L—
THERA Sy D BEE)  DRERA S T
»5,
Constraints (#/#7)
Inverse Relation (¥AHBEE) : O
ik T D
I/Association PlannedCompositionRelatiPlannedActivity - PlannedCompositionRelationship

(FH ] & LT plpi oy 0> B EE)
%, HIZ—->? PlannedActivity
(FHE S 7-T5E) ORER T
» 5, 4 PlannedActivity (Fifj &

163

[ESBE HE S ARy O B S 7T o SR
DRI THD b aalia Ii]ldafr:rfeﬁd%c))mﬁ\sitﬁifr&laela;i)o%sﬁgj (FH
R 2 1. AT, AL -Ompost Lo
0.*, WAFFHHT 7L, 72 ISR DRIE) DR
L »5,
Constraints (#/#7)
Inverse Relation CG¥ifHEE) : D#E
ThD
Tagged Values (% 211 fig)
Map:HL7SD:EligibilityCriterion.Prec
ondition2
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instantiates

[
BT %,

+instantiating
0..*, unordered, none

Ehi S iEE)
+ERT D

0.*, EFEFHFZR L, 72
L

+instantiated
0..1, unordered, none

il S N TEE
+HIIR S D

0.1, EFFFHTZ2 L, 72
L

axy ¥ V=2 2= v b /—Fh
/Association PlannedActivity StudyActivity 4% PlannedActivity (G S AL727E
is a use of +using +used &) X, HIZ—>0 StudyActivity
0..*, unordered, none 1, unordered, none GRERTE®E)) OfHE T 5, &
. - ; s StudyActivity (GRERIE®E)) 1%, Kf
@ il RS ) RILT) (Z—2LL_E® PlannedActivity (Ft
0., NEFFHFZR L, 78l NEFEfHT7Z2 L, 72 L % N
S 0
Constraints (#/#9)
Inverse Relation G¥fHBEE) : &L
TERSND
Tagged Values (& 7'/ & )
Map:HL7SD:
PlannedStudy.Component2
Map:HL7SD:
PlannedStudy.Preconditionl
Map:HL7SD: EligibilityCriterion
/Association PerformedActivity PlannedActivity - PerformedActivity (58§ X 7=

TEEN) 1X. B oo
PlannedActivity (F+lj S U715
g) 2R T 5, &
PlannedActivity (FHj S U775
&) 1%, FFiC—2Ll koD
PerformedActivity (SEfifi XL7=3%
H) ICK VBRSNS,

Constraints (#/#7)

Inverse Relation G¥#FHBE) 12Xk
DHIREID

Generalization PlannedActivity Activity
source > target Child Parent
LAk BHE S N IEE 5 E)
V=R > H—lFy k S Bl
Generalization PlannedRandomizationBoPlannedActivity
source > target okAllocation Parent

Child
Ak Sl ST & ok BHE ENIEE
V—2A>HZ—~Fy | 7 v 7 BT Bl

%

Protocol Representation Sub-Domain::PlannedActivity Attributes
(RBEMFEEZERT V7 FAL FHESNETE BT

& itk ZAT |/ —h
name public : G HE S AL IE BN R D FEE A O RIS K DR
ST
) Map:C3PR = 'PlannedStudyCell.name'
A4 PR VAV Map:COPPA = 'PlannedActivity.name'
ST Map:COPPA = 'PlannedObservation.name'
Map:COPPA = 'SubstanceAdministration.name'
Map:CTOM = 'StudyTimePoint.visitName'
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AT

/—h

Map:CTOM = 'StudyTimePoint.courseNumber'
Map:PSC ="'Arm.name’

Map:SDTM IG ='LB.VISIT'
Map:SDTM IG = 'SE.ETCD'
Map:SDTM IG ="'VS.VISIT'
Map:SDTM 1IG = 'VS.VSTPTNUM'
Map:SDTM IG = TV.VISIT'
Map:SDTM IG ='LB.LBTPTNUM'
Map:SDTM IG ='SU.VISIT'
Map:SDTM IG = 'TE.ETCD'
Map:SDTM IG = 'TA.ETCD'
Map:SDTM IG = 'EG.EGTPTNUM'
Map:SDTM IG = 'EG.VISIT'
Map:SDTM IG = 'DA.VISIT'
Map:SDTM IG ='QS.QSTPTNUM'
Map:SDTM 1IG ="IE.VISIT'

Map:SDTM IG ='SV.VISIT'
Map:SDTM IG = 'MH.VISIT'
Map:SDTM 1G ='QS.VISIT'
Map:SDTM IG = 'PE.VISIT'

Map:TDM = 'SubjectTrialContact.eventAlias'
Map:TDM = 'StudyDesignElement.name'

purpose

H Y

public :
ST

T

ST

GBI S U TEENOH, B2 E, REOLE (6K . R
DKM E (A7 ) —=27) Tp L

Map:TDMv2 = '(New content)'

targetAccrualNumberRange

el G R

public :
URG<INT>

T

URG<INT>

SIS VTR EN AT D T EOHERE Okl - R A
MEIZ D19 2 BB OH,

Map:BRIDGV2.2 = 'PlannedStudyCell.targetAccrualNumber'

description

p=1

cakk

public :
ST

T T

ST

GHE S VT IEE O SCEIC K DR, BAEX. IR R AR
T, Wait (£C) OIEENT [HAIC grade 2 £ 7215 3 O 8
WX HETRFT) LitikEnsd,

Map:SDTM IG = 'SE.ELEMENT"
Map:SDTM IG = TE.ELEMENT'
Map:SDTM IG = 'TA.ELEMENT'
Map:TDM = 'StudyDesignElement.description’

blindedDescription

By (atibun

public :
ST

T

ST

Bk snesnd GBS 72 I3 BETE) OFan
LOFHEENTEHOXEICL AER, fliE. ABRo 2%
HOWEBREZRy 7z, AmA (ARE) & ArmB (B#E) 13K
RERIL SN RETH D Arm C (CRE) IXBEMMERENT
W5, EOYAE. ArmA (AFE) & ArmB (BEE) o
blindedDescription (Efb S v7-Fftik) (X[F—TRiFiuLi b
R, BIZIE3BEORERT, Arml (B 18 ko 75
VERAE 2. SH A, 1271 3R, Arm2 (5 2
B U s F o HE 2 00 5 A, 12 71T 3[EEE
fE. Arm3 (B3R #HUU I F U2 A2 A, 5HHIC
2 EIBERE & 95, BIFETEHID B THIN-HBRE 1L 5~12 4 A
DWT ORI EMAERR <42, Third Shot Epoch (3 [] H
SR> 7)) £ TiE.  TArm 3/Third Shot (55 3 #£/3 101 A 1
) ) IRENT Z O BRI NIZAFRCTIMES Z LN TE 5,
UL, TArm 1/Third Shot (38 L#E/3 1 HES) 1 & TAm
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AT

/—h

2/Third Shot (%5 2 B£/3 [0l HEHD) | fEENIERERIL S iz
R TR 72 T 72 72, 2L S ETEENC X [3-shot
Arm/Third Shot (3 [EIFESEEBRIEES) | (DX H7%) 5
fLENT=EHRHLTHA9,

Map:C3PR = 'PlannedStudyCell.blindedDescription’
Map:TDM = 'TrialCell.blindedDescription’

plannedDuration

G S A7

public :
PQ.TIME

T
PQ.TIME

PR THUE S AV RT S VTR BN L TR 2 W, B
ZE ABEDO TRy 7 PR AT DB &2 £ THEREENC
f LT, 6 A ANETE S AV TH D,

Map:PSC = 'Duration.quantity’
Map:PSC = 'Duration.units’
Map:SDTM IG = 'TE.TEDUR'

repeatFrequencyCode

public :
CD

T
CD

T E DN O &l S IGB O R A A RIS T 5729
WCa— MbEeE, BlxiX, BID=1H 28], BAEER L
(WM LH 12K TR TEYY) | F21T QI2H =12 K
= (NCI2BDf])

Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule’

repeatFrequencyRatio

public :
RTO<INT,PQ.TIME>

T
RTO<INT,PQ.TIME>

FTE D MAMN O FHE S =GB O R AR e £ 3E S, Bz
I, 12 S F40% 1 A 2[M],

Map:COPPA =

'Substance Administration.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule’

repeatQuantity

[FEiZE

public :
INT

T T
INT

G S AL IR B O R AR,
e BB 1 BICEREIOREA S, BE TR, BIDS H I
10 IEIO

Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'

Map:PSC = 'Period.repetitions'

Map:TDM = 'CyclingRule’

repeatDuration

S AR ]

public :
PQ.TIME

T 7
PQ.TIME

FHE S AL TR B N D R S B B,

V£ : repeatDuration (SKIEHAR) (3 repeatQuantity (iE%0) &
BEENDEXNE L EEX NS, WTIOERERZE, [
BOVR E TR D IR RSN EE X BND
73, BRIDG 77— ATEIEDIZ 5 BNEARPTH A 9 &HHi L
77
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AT /

=1

Map:COPPA =
'PlannedEligibilityCriterion.plannedRangeOfRepetitions'
Map:COPPA =
'SubstanceAdministration.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedObservation.plannedRangeOfRepetitions'
Map:COPPA = 'PlannedActivity.plannedRangeOfRepetitions'
Map:TDM = 'CyclingRule'

Tagged Values (£ 211 & (&)

Map:HL7SD = EligibilityCriterion.

6.54

public Class:

BERNEE) & Z N AT DR OTEE), F 7R b bl & 1 DOIGB O BIE,

Protocol Representation Sub-Domain::PlannedCompositionRelationship

(RREBEAEERERY T KA A VidtE S h=#RE S ORE)

FlzE, —EOREIT, Z—7 L LTHICHBICEIE S D 8O A E2BERRE SRS D, Blo
Bk, 7v=— 25 LRI O Mg BRI & £ O O MBERRIE D 572 % 771 2 — XA fifakiR,

HE A7 T 20X, R UROIEEO stk o AND (B XY OBEORRIKN D,

Protocol Representation Sub-Domain::PlannedCompositionRelationship Connections

(FBREMFEERZ VT FA A 2 FHE S Bt g DEIE %229 )
A V—2 5—% vk J—t
/Association PlannedCompositionRelatPlannedActivity - PlannedCompositionRelationship
is the parent of ionship +component (FHH S 7= ARk 4y o0 B )
+cgmposi;e . 1, unordered, none IZ. #Z—->? PlannedActivity
0. unordered, none (FHm S I-IEEY) OBITH 5.
B SHEL S T MR O HE S N 75T 5 PlannedActivity (FHE S L7
PERTHS b Ry I?Ijaznrfdxcfnﬁgti/grﬁzil:aﬁonship (Fh
+HEA 1. EFAFTZ2 L, 22l o . N
e L S LT B OB DM
[: T ) 5 T %,
Constraints (#/#9)
Inverse Relation (G¥iFHES) : O
B sy Td %
Tagged Values (& 21 & fi#)
Map:HL7SD:
EligibilityCriterion.Precondition2
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B
DR Th D

0..*, unordered, none

5L S VAR O [ S AT T

/Association PlannedCompositionRelatPlannedActivity - PlannedCompositionRelationship
is the component of ionship +composite (Gl S L7 s 4y o B
+component 1, unordered, none 1%, #IZ—->0 PlannedActivity

(R S 7= T5E)) ORERE ) T
5, % PlannedActivity (G

B
SO

L

0.*, NEFFATF7Z2 L,

i IS 13, R oLl o
HRE Ik PlannedCompositionRelationship (£t
L. MERERHT AR L, A2 L N . s
 FROTR L B fon ey o i) o
H5,

Constraints (#/#7)

Inverse Relation (#ARBEE) : DB
<hHd

Tagged Values (& 71/ & i)
Map:HL7SD:
EligibilityCriterion.Precondition2

Protocol Representation Sub-Domain::PlannedCompositionRelationship Attributes

(FB 70 F 2 —VRKE VT FAA 2 FHE S s DETE  BIE)

& itk 2AT J—h
sequenceNumber public : [l LY —R&H T MO FEREDBEO R OFE R 72 N8+ & 72
INT IR ERONE T 2 BRI 9 288, A, ARRIATEE) &k
. R SRRIEIREN ) B R D TR 2 — A (A RTEE) T, JEFE
Iy 8 ARt BT OIEBI A MBI 56T 7% T,
Map:CTOM = 'ActivityRelationship.sequenceNumber'
Map:HL7SD = 'PlannedStudy.Component2.sequenceNumber'
priorityNumber public : [ U Y —2ADIEE 2 A3 Do [EEEDOBIE X 0 AR E S
INT SNDBE A BRI T D88, B AE, EEOREICEL
S o T, WPhoBMER L 0 RICEET 5D E BT 5, [
o TI 7 IR 55 DR RN SV Ty DT d 0 e S
INT BEBIHEICT B, DRI B (U8 E 72 IR O .
priorityNumber (e 5) AMESCHEZIMIZT 5,
V£ : priorityNumber (B5CEF5) OEDN/N S WETEE A K & VWM E
OB LV ETEEBZBND,
Map:TDM = 'AbstractRule.isExclusive'
pauseQuantity public : TG 8 2 FEhi 2 M 23 T & TV D IRER & EFROTEEBHLA & D
PQ.TIME kT o DR &, Bl 21X, FBREEE 54 15 53 OF .
S AN e Ay Nill=e
T RENY oM R % 2 IRe ] O 1B B E
PQ.TIME Map:HL7SD = 'PlannedStudy.Component2.pauseQuantity'
Map:Lab = 'Activity.plannedTimeElapsed'
Map:PSC = 'PlannedEvent.startDay"
Map:PSC = 'PlannedEvent.units'
Map:PSC = 'PlannedEvent.day'
Map:SDTM IG = 'EX.EXELTM'
comment public : FE R RSy D BRI DWW CIBINOFEIR,
ST
Map:CTOM = 'ActivityRelationship.commentText'
2 A b T w7
ST
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Tagged Values (& 21 fE)
Map:CTOM = ActivityRelationship.typeCode.
Map:HL7SD = PlannedActivity.preconditionl.conjunctionCode.
Map:HL7SD = EligibilityCriterion.Precondition2.
Map:HL7SD = EligibilityCriterion.Precondition2.conjunctionCode.

6.55 Protocol Representation Sub-Domain::PlannedContingentOnRelationship

(RREBIEERRY T KA VidtBE S W& &G 58

public Class:
FHE S AVTTEE) & IROWT D —D & D BHE

A=y NOIEFMNIRZ HRWVRYD Y —ADIEFNIEZ 520 L9578t 5 — >0 E S L7-iEH,

- HZ—5y FOEBOFRERNBE LI LRV EY Y —=ZADIFEINEZ 520X 5 h 5 — oD EFE S IEE)
DEFE SRR,

- OIEE), HIEMER, o7 — T OMAEDEN LD EHE SN ORUE T L —T

I

BIZIE, A X DREGSNTCEEOR L HERRE L FT 5 (X —7 > b =5loiEHE)

BT, ML S 2 BlEZ B2 72 5a OB X B3 kb3 d (=7 v b = JIOBEIEB ORER)
Bl ZE, MEA B 2 il 2 8 2 70 8 2 BR MR ARE R GIE £ I RIES ER LI2Ga, I742b5 T (AR X

W [BELIZCl) | ICORIERY 2&E5T 5,

Constraints (%/#)
Approved Invariant (AzX7F4FZZ/F) . Is Contingent Upon Exclusive Or  (HEAGHERFN 2 S5 & 9
%) .
PlannedContingentOnRelationship (G S 4L7- 55 & 72 5 BHi#) (X, PlannedActivity (FHE S 472 15E)) |
DefinedObservationResult (FE# I AL7zBiZfER) . 7213 PlannedCriterionGroup (Gt &7z s v

—f)@ﬁfhﬂ&@#%ib&fhi&%&wo

Protocol Representation Sub-Domain::PlannedContingentOnRelationship Connections

(FBREMFIEERT Y 7 FA L FHE SN E L SHEE 5% 9)

axyx V—2R =y b /—F

/Association PlannedContingentOnRel [PlannedActivity - PlannedContingentOnRelationship
is a condition for ationship +contingent (Gl & 7=5 & 72 % B

+prerequisite
0..*, unordered, none

1, unordered, none

1. HIZ—>® PlannedActivity
(FHi S 72 15H) ORFETH
%, % PlannedActivity (G S

[ESBES SHE S L 2D BHE SN iES e A
PHRIFTHS bt PRI D ngniengcft\ingfra;OnF;ZﬁiJcJ:ngip

LR AT L WERIZ L U G s Jet & 7 ) %

?f\@$ﬁﬁ&b\& Py
Constraints (#/#7)
Inverse Relation (#ifRBEE) : %<&
423
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+contingent
0..*, unordered, none

0..1, unordered, none

axy ¥y J—=R F—Fv b /—k
/Association PlannedContingentOnRel [PlannedActivity - PlannedContingentOnRelationship
is contingent upon ationship +prerequisite (GGHE S =58 & 72 2 B

1L, EEIZ—-2>® PlannedActivity
GrE S 7158 257
%, % PlannedActivity (Bt &

is contingent upon

ationship
+contingent

0..*, unordered, none

+prerequisite
0..1, unordered, none

(Bt GRS NI L 22D GHB S 7 5 ) - A
ERIEETD bk LR gTzinﬁniehd)Ccﬁt\inSfri?OnSaliin?hip
%KJEWHHEL\QL/ i D
Constraints (7#/#7)
Inverse Relation (i¥FHEH) : D5
HTh s
/Association PlannedContingentOnRel [DefinedObservationResult - PlannedContingentOnRelationship

(FHmj S 72461 & 72 5 B )
X, Rlz—om
DefinedObservationResult (E#%

is contingent upon

=
4

3

BEMETD

ationship
+contingent

0..*, unordered, none

I SNSRI L 2D

+prerequisite
0..1, unordered, none

BEf

+5 T D

0.*, EFEFHFZR L, 72
L

LA Sl
1. WEFEfT TR L, 72
L

e SN BIHER
e BB ST el 2 72 +J4g 1 (VB ERIEET D, B
vy - DeflnedObservatlonResuIt (BEFE
REMELT D [ESBG: 1, JEFERT 22 L, 72 -
0. JEFEAFF 7 L. 72 D PIannedContlngentOnRelationship
L T ’ (FHi S L7k & 72 2 BE) o
FMETH D,
Constraints (7#1#7)
Inverse Relation GFHBE) @ D%
HFTHo
/Association PlannedContingentOnRel [PlannedCriterionGroup % PlannedContingentOnRelationship

(FHml S L7 5ok & 72 2 )
X, BRZ—o0
PlannedCriterionGroup (Flj X 17

= X L7 e L — FRET V—F) ZRbeT5, &

PlannedCriterionGroup (Fij X 17z
A L—T) 1d, SRl k
@ PlannedContingentOnRelationship

(FHE S 7= 56k & e 2 ) @
FMETH D,

Constraints (#/#7)

Inverse Relation G¥FABE) : D5

HTh s,

Protocol Representation Sub-Domain::PlannedContingentOnRelationship Attributes

(RBEMFEEZERT V7 FAL FHEINEREE RS BE B

B

547

V—F

Version 1.0

© CDISC

170

27/Jan/2010




CDISC Protocol Representation Model

5143

AT

/—h

pauseQuantity

A1 FRF ]

public :
PQ.TIME

PQ.TIME

T

TG 8 2 FEhi T 2 M 23 T & TV D IRER & EFROTEEBHLA & D
IR PR OR S, FlAE, AR 54 15 4y Ok
o R R 2 IR O MBI

Map:Lab = 'Activity.planned TimeElapsed'
Map:PSC = 'PlannedEvent.day'

Map:PSC = 'PlannedEvent.units'
Map:PSC = 'PlannedEvent.startDay"
Map:SDTM IG = 'EX.EXELTM'

evaluableExpression

A AT RE G

public :
ED

TV v
ED

REIE, BRIRAY, ZOMMDOA T v REEFTrZ LN TX 55
R ATRERR P, R CRRINZRFER & MF D Rl
Mo D, B, (< bG>0b<2 lfH>) |
(SysBP[now] < 140, DiaBP [now]> 90)
I Zo@tEoT — %13 ED T, ED mediaType (ED A5 «
TR ST LRI ATRER B D= DT, WL DD ILE
D—DDEWRREZ VR — M 2 BEORNEZMRT 5, =
ZTCORMHEE, ZOXD KA ZEERT DT AT L)Y media
Type (A7 4 7Hl) TY—AEEH LT, HHPLHIEE
AT WHNE ) 7 R SCRRAT Y — v A FA Rt SRS R BL A AT
L7aiudzz 57w, #lxiE, [TDM Markup Language
(TDM~—7 7 v 757 : TDML) | TORD L 5 2B OFF
i ATAEZHL [IF X > 12 THEN ~ EPOCH --TO +3 D 'PREVIOUS
EPOCH] %, EDF—#B 7 035 ¢ TIXRD L 515z b
% : ED.value: IF X > 12 THEN ~ EPOCH --TO +3 D "PREVIOUS
EPOCHED.mediaType: text/bridg-tdm+xml (Z 7% Z OFID 728
WCEZANORERBEHETH D) MHMORISFELEAET D
ED.AT 4 7HROHBE L TROEI RLDORH D (ZIUTRD
72\N)  : Language: OCL; MediaType: text/plain+oclLanguage:
Factor; MediaType: application/hl7-factor+xmlLanguage: MathML;
MediaType: application/mathml+xmi

Map:TDM = 'AbstractRule.evaluableExpression’

comment

2 AR

public :
ST

T
ST

St & 70 D B SOV CEIN O LR,

Map:CTOM = 'ActivityRelationship.commentText'

Tagged Values (£ 211 & (&)

Map:CTOM = ActivityRelationship.typeCode.

6.56 Protocol Representation Sub-Domain::PlannedCriterionGroup

(RRERHBEERBY T FAS VHBEESNERETIL—T)

public Class:

TEE O FAT £ T IPARIEB O IE DI & 72 DI Z TR T 57200, HEK) (ANDed [BLTY] ) E72id
BRA (ORed [FE7213] ) ICEA LERMDOET Y, ok, BES LV —T ORI OTESE), B R
fMDOHIET N —T 2 ELREER Y | HIET N —T & Z O IR E ORBROFEE DR R CEH S 572

HIZFHE SN D,
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FAES

TODHMETN—TT, WEMUED (RS ITEEND,

E

SRR TR L — 713 OB AR T A T

Protocol Representation Sub-Domain::PlannedCriterionGroup Connections

(AR ERFEERIY 7 FAA 2 FHESNEHES—T x2S 9>)

ABELWY (BEZIEC) ) T, AZIFEEL, BE CII - oDBELDIBEFERL LizL &, 2RI

+composite
0..*, unordered, none

0..1, unordered, none

axyx J—2R Z—G v b /—F
JAssociation PlannedCriterionGroupC |[PlannedCriterionGroup £
is the parent of ompositionRelationship [+component PlannedCriterionGroupCompositionR

elationship (FHdj S 7z B 7 L—
THREREC T OBE) X, RFIZ—D
@ PlannedCriterionGroup (F+Hj &

is a choice that has as option

Bt
ERIUE L THRINTH D

ptionRelationship
+choice

0..*, unordered, none

FHE SRR L —

+option
0..1, unordered, none

B SRS N—T

7 D P O B

3R
0.*, EFFfHTF72 L, 72
L

U
0.1, EFFFHTZ2 L, 72
L

SHE S BN L — o I,
pgit R OB [ S e gy o [V L= T) OBITDH 5.
i Y % PlannedCriterionGroup (1 &
PRTHD R ik ) IS L— ) 1, o
0.% JAFFFF L, 201 IFEHAR L, A | 7 U
L L PlannedCriterionGroupCompositionR
elationship (FFEj S 7= #liE 7 L —
TR Sy O BEE) DR T
»Hb,
Constraints (#/#9)
Inverse Relation (#fRHBE) : D%
RSy Tdd D
IJAssociation PlannedCriterionGroupO [PlannedCriterionGroup -

PlannedCriterionGroupOptionRelatio
nship (FHEj ST L—T D
P OBE) (X, FFHZ—2 0
PlannedCriterionGroup (Fij X 17z
e —7) @ik e 4 5%
RTHD, %
PlannedCriterionGroup (F1lj X 17z
BT L—7) 1L, RRZ—2Bk
D
PlannedCriterionGroupOptionRelatio
nship (Gt S 7-HHET L—T D
R ORE) &9 T
ELBRLTH D,

Constraints (#/#7)
Inverse Relation (ifiFHBE) : &
72T EDTEXHBINETHD
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0..*, unordered, none

axy ¥ J—R 2= v b /—F

JAssociation PlannedCriterionGroupO [PlannedCriterionGroup s

is an option that can satisfy ptionRelationship +choice PlannedCriterionGroupOptionRelatio
+option 1, unordered, none nship (GGHli & 7= S L —7 D

RN ORSE) [, FRZ—D2 D
PlannedCriterionGroup (F1lj X 17z

is the component of

ompositionRelationship
+component
0..*, unordered, none

+composite
1, unordered, none

[ R SN HES N — FHE SR S =T | e s -
BT T OTE SR [ ORREONGE [t ) ElT s a0
Tho IR L R, L | P ERRTHD, &
0 NEFER L. 7 e ° PlannedCriterionGroup (Fij X 17z
i\/\ . U7 —7) 1%, Bc—oU bk
D
PlannedCriterionGroupOptionRelatio
nship (G S 7=HEZ L—70
SRR OB E) iR 3 5%
RTH 5,
Constraints _(7#/#7)
Inverse Relation (iifHBE) : %%
P & H5RINTH D
Association PlannedCriterionGroupC [PlannedCriterionGroup s

PlannedCriterionGroupCompositionR
elationship (FFEj S 7= #i¥E7 L—
THREREC oy OBE) 1, BRIZ—D
@ PlannedCriterionGroup (&

is repeated until

gl

3 it

FTHOVIRISND

tilRule
+repeated
0..*, unordered, none

I o B T

+triggering
0..1, unordered, none

G S NI HRES L—T

i IR XD
0.*, EF-FHFZ2 L., 72
L

BT D
0.1, EFFfHTZ2 L, 72
L

P S-S L — e g A AE
@ 7%-%5652%@%5@ %1’@3“71;@%@7/1/‘—70 ﬂf:%ﬁ@yﬂ/“‘7) @*%E‘A‘Ekﬁj\f
N . N &%, 4 PlannedCriterionGroup
PR CH S RS Rt (FHEI S N HE S L— ) (X
0.*%. AR T2 L. 2l ERAHTZRL, 72 L BELT oL oo
L PlannedCriterionGroupCompositionR
elationship (Bl S 7= #liE 7 L —
THERR Y DB DBITH D,
Constraints _(7#7#9)
Inverse Relation G¥FHES) : Dl
Thd
/Association PlannedRepeatActivityUnPlannedCriterionGroup % PlannedRepeatActivityUntilRule

FHE S 7= HE £ TORIENG
&) X, FFlC—oD
PlannedCriterionGroup (Fij X 17z
HME T L—7) E TR IRE N
%, 4 PlannedCriterionGroup (7t
M SNZHRHES V—T) 1F, BRI
— DLl D
PlannedRepeatActivityUntilRule (Ff
] S N7 BUE £ COKEIRE) &
TS,

Constraints (#/#7)

T

Inverse Relation (G¥iFHR)
IH5
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axy ¥ Y —2R =5y /—h
/Association PlannedContingentOnRel PlannedCriterionGroup % PlannedContingentOnRelationship
is contingent upon ationship +prerequisite GGHE S -2tk & 72 2 B
+contingent 0..1, unordered, none . BT o0
0..*, unordered, none PlannedCriterionGroup (G <17z
e o A
i B S Gtk A B S ey — T 7)) EARIELT . &
Py e L PIa;nneEerlterlf)nGroup (EJr@ é\:h?‘:
2T 0.1, WEfHFA L, 7 (PRI T) 1, R oL
0. AR 22 L. 72l 0)APIannedContlngentOnRelatlonshlp
5 (FHET S AU Gl & 72 5 Bl)
RMETH D,
Constraints _(#1#7)
Inverse Relation GfFHBEE) : D%
(ST
6.57 Protocol Representation Sub-
Domain::PlannedCriterionGroupCompositionRelationship
(BREMHEERRY T F A VFESh-RET L — THRB S OREE)
public Class:

RISV RET L —T7 L | GRS AVITEED, FHE S AR E 7213 ORERA S Th D O S A7z
B —7 L O, T 72bbiElOmEE v b EFEINNOIEE O—> & DR

Pl —EomEIE, Z—7 L LTHICHICERE SN S 8EO A W2 ERRE) OIS 25670
Ho,

MoplL LT 7N a— 2855 & GRIR O Mg AR & € D% O MBHERED B 72 % 7V a2 — 2 /AR &
50

HE o RKY Z 2%, R UHMES L— T INO Witk AND (B LY ORSEOFREFIZKIL

Constraints (Z/#9)
Approved Invariant (A& 7#F4FZZ1F) . Is the Parent Of Exclusive Or  (HEfthLA 7 f%%n@%ﬂf H5) .
PlannedCriterionGroupCompositionRelationship (G} & 4L 7= HiHE 7 L — T RERL AR 4y D BEE) |
PlannedActivity (F+E S417-75&)) . DefinedObservationResult (E# S 1L 7-BIESRE ) | EIJOD
PlannedCriterionGroup (Gt SAL7cBMET LV —T) OF =7y FD S HD—2 L DHEHH LT L7
SYAAN

Protocol Representation Sub-Domain::PlannedCriterionGroupCompositionRelationship Connections

(FBREMFEERZ VT FA A 2 FHE SR — T 0 DEE 2R 2 9 )

EEY L V) — X =% v+ ”—Fh
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+composite
0..*, unordered, none

0..1, unordered, none

axy X J—R ¥—5 v b /J—Fh
JAssociation PlannedCriterionGroupC [PlannedCriterionGroup pas
is the parent of ompositionRelationship +component PlannedCriterionGroupCompositionR

elationship (FHEj S 7= #i¥E7 L—
THREREC oy OBE) 1, BRIZ—D
@ PlannedCriterionGroup (&

is the parent of

ompositionRelationship

+composite
0..*, unordered, none

+component
0..1, unordered, none

R S RS L — % o o <
A3 A 00 B %@%hﬁﬁﬁﬁw—fﬂtﬁ@7?f7)®ﬁ2%@
P Y % PlannedCriterionGroup (1] &
PRTHS LIk ) RIS L) 1%, B
0.*. NEFAHT 2 L, 220.1. MEFEAHT A2 L, 72 u£é U
L L PlannedCriterionGroupCompositionR
elationship (F1Ej S 7= #liE 7 L —
THERR Sy DBEIE) DR T
H5,
Constraints (7#/#9)
Inverse Relation (G¥ifHES) : OFE
BE oy T D
IAssociation PlannedCriterionGroupC |DefinedObservationResult |4

PlannedCriterionGroupCompositionR
elationship (Rl S 7= #liE 7 L —
THRER T OBE) X, KRR —D
@ DefinedObservationResult (&3

is the component of

ompositionRelationship

+component
0..*, unordered, none

+composite
1, unordered, none

R ST e e
\ AMSNI IR I ERSDEBEER  xp e mat) oBTHD, &
ESpCs T RE AR5y O BE RS Defi - P
ol — efinedObservationResult (E3% =
DERTHD LA R 0.1, MEFFRHI R L, 72 | iy 13 gz o) |-
0.*, EFfHT 722 L., 78l P - T
L PlannedCriterionGroupCompositionR
elationship (FHEj S 7= #i¥E7 L—
TRERR Sy DBEE)  OREAKEK ST T
»5,
Constraints _(7#/#7)
Inverse Relation (AHBE) : D%
ks T D
Association PlannedCriterionGroupC [PlannedCriterionGroup s

PlannedCriterionGroupCompositionR
elationship (FHdj S L7z #iiE 7 L—
THERRR Sy DR (X, B2 —D

@ PlannedCriterionGroup (& &

175

FHH S NI HHES L — R s
@ 70*%5252%\@%@ %1’@3“71;@%@7/1/‘—70 ﬂf;%ﬁ@yﬂ/ 7) 0)*%)5252%‘(
DR T % RS e he. T plamedcrerionGroup
. : A 7 2 Eapi] CHET L —T) 13,
(t CEFAT A L. 7L EFART R L. el BT oL F oo
PlannedCriterionGroupCompositionR
elationship (FHEj S 7= #liE 7 L—
THERR Sy DRAE) OB TH S,
Constraints (#/#9)
Inverse Relation (fHRE) : D
Thbd
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axs ¥

J—2A

¥—5 v b

/—k

JAssociation
is the parent of

PlannedCriterionGroupC

PlannedActivity

ompositionRelationship

+composite

+component
0..1, unordered, none

5

PlannedCriterionGroupCompositionR
elationship (FHEj S 7= #i¥E7 L—

0..*, unordered, none

THREREC oy OBE) 1, BRIZ—D
@ PlannedActivity (FHE S u7=1%

G S 7 BLUE S L — n
— - - ; &) OBlThHD, &
g EL] - °
;ff?? E ;gﬁfﬁg i PlannedActivity (G118 & #1721
. ‘ ) (3. B oL B
?: « MR 7R L 73({:1‘ MBI L PlannedCriterionGroupCompositionR

elationship (FHdj S 7z Bl L—
THRERE S O BRE)  ORERS T
H5b,

Constraints (#/#7)
Inverse Relation (Gifi+H[g)
Sy T D

: O

Protocol Representation Sub-Domain::PlannedCriterionGroupCompositionRelationship Attributes

(FBREMFIEZERT] Y 7 FA A 2 FHE SR — TR 0 DEE  fBHE)

& itk ZAT J—h
sequenceNumber public : [ C Y — R & A9 2 thoo [k 0 B o> [ O AR 22 NE - & 72
INT ERFRETFONE T 2 B3 D58, B 2R, B R GIEEN K
. . OHARRATEEN D B D HHEZ L — 72BN T, IHFE 1S
Iy " V7. L0 WP ROFEBAMIC L ohE T
Map:CTOM = 'ActivityRelationship.sequenceNumber'
priorityNumber public : [ LY —ADIEB) & A 2O RO BIE L 0 XIS
INT SNDEEZ AT 58 e, FlE, EEROBBEICEL
. L _ T, WTNOBHELA LV EICERT 202 W\IZT 5, [F
(g ek T w7 UNEFEE B ORI DWW T, WP Al L v SeicZ &
INT BEBIHRICT B, DRI B 08 & 7 11U O <,
priorityNumber (fE5e275) 2MESEHEZ BIREICT 5,
71« priorityNumber (563 5) OED/NEWBH K & VWME
DOREELIVET I EEZ LD,
Map:TDM = 'AbstractRule.isExclusive'
pauseQuantity public : TEEh A Fh 5 HEMR S T E TV DI & EEEOIREIBLE & O
PQ.TIME MICRE T R O R &, B2 IX, BB 5% 15 43 ORI,
S 24 ] f Il
- Y RO R 2 IR o BRI E,
PQ.TIME Map:Lab = 'Activity.plannedTimeElapsed'
Map:PSC = 'PlannedEvent.startDay"
Map:PSC = 'PlannedEvent.day'
Map:PSC = 'PlannedEvent.units'
comment public : BLE 7 L — T RE RS DB I SOV TN O FER,
ST
) Map:CTOM = 'ActivityRelationship.commentText'
Ay b VAR
ST

Tagged Values (& 21 & (&)

Map:CTGOV = ActivityRelationship.typeCode.
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6.58

Protocol Representation Sub-
Domain::PlannedCriterionGroupOptionRelationship

(RREMEEERRY T KA VB Sh=RET IL— T DRRZOREE)

public Class:
FrE SN BEI N—T L

R S VISR,

FHE S T BRI

FHE S A O RAE T L — T DUV

TENAEWMZT ZENTE 2R E O, T7bbiRloimEt v b LRI ORI D —> & DR O

@O

Bl 21T, EREHEORYES L—T

I Tylenol #% 5., 7 AN 5., 4 7707 = L FHHEDOZODRERIED S AL

HEEZOND, EREBBREIZINOOFEEFOWTI—2>TREMER S, B D

DefinedCriterionGroupOptionRelationship (&

ThEMEY 5,

e SNTHIHE T — 7 DI 0 B

#) ZJ L C=20ERKE

o K7 7203, A CHEEZ L — 7 HO LA E O OR (£ 7213) OBIEDORIUAZSL

Constraints (Z/#7)

Approved Invariant (RiEF4A R

PEEETLHRINTH D) .
PlannedCriterionGroupOptionRelationship (FHH] S 4V 7 BiYE 7 L — 7 O igdR I oo ) 13,

PlannedActivity (FFilj S 7158 |

DefinedObservationResult (&

Is the Choice that has as Option Exclusive Or (HEfLY) 5

FSNTBERER)

P13

. OO

PlannedCriterionGroup (FtEI SN/=BIUET L—T) D5 HLDO—D2D X —7 v & DA E LRI id7e

SYAAN

Protocol Representation Sub-Domain::PlannedCriterionGroupOptionRelationship Connections

(B EMEZERBL YT A1 2 FHE S EBET N — T DB DBE 272 3)

axyH V—2R 2= v b /—F

JAssociation PlannedCriterionGroupO [PlannedCriterionGroup s

is a choice that has as option ptionRelationship +option PlannedCriterionGroupOptionRelatio
+choice 0..1, unordered, none nship (GHH S 7= %7 L—7 D

0..*, unordered, none

SRR OBE) (T, R oD

_ [PlannedCriterionGroup (FF#j X 4172

is a choice that has as option

ptionRelationship
+choice

0..*, unordered, none

+option
0..1, unordered, none

ESpCs FHE SN HHE S N — BB ST BIE T NV —T | e e oy s .
EWRIET SRR TS [JOBNBOME B R R ST S
B R L, R [ 0B B .
0 B L. 72 L/ PlgnneQCrlterlonGroup (FhHl =7z
L HHES L —7) 1k, RRc—oLlE
D
PlannedCriterionGroupOptionRelatio
nship GG S 7=HEI L—70
IR ORE) T T
ELELTH D,
Constraints (7#/#7)
Inverse Relation GYFHES) : %75
T ZEDOTELBBINETHD
Association PlannedCriterionGroupO [PlannedActivity s

PlannedCriterionGroupOptionRelatio
nship (GHE SN 7-HHET L—T D
R ORE) X, FFRZ—D2D
PlannedActivity (Gl < 17215

Biek EHI S 7o BLYE S L — RS 7 T ) - o
ERIUCL TS [JORMEOME SR e Pencivity (s o
HIEIR BB L 72 gy s o
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is an option that can satisfy

ptionRelationship
+option
0..*, unordered, none

+choice
1, unordered, none

axy X J—2R 22— v b /—F
0.*, EFFfTIFZ2 L, 7L PlannedCriterionGroupOptionRelatio
L nship (Gt S HHET L—7 D
BRI ORE) ANl LT
ELEPLTH D,
Constraints (#/#7)
Invariant (RS @ &7
ZEDOTELRIETH D
IAssociation PlannedCriterionGroupO [PlannedCriterionGroup -

PlannedCriterionGroupOptionRelatio
nship (Gt & 7=HHET L —T D
R ORE) (X, FRZ—DD

PlannedCriterionGroup (Filj X 17z

is a choice that has as option

B
R L THBINTH D

ptionRelationship
+choice

0..*, unordered, none

BFE SN L —
7" DO EIR I D B
+IR R

0.*, JEFFfHTZ2 L. 72
L

+option
0..1, unordered, none

EFS ST BLERTUR

R
0.1, JEFFfHF7Z2 L, 72
L

ESPES FHE SN BME T N — BRI ST BIET NV —T | e s . RN .
ET L OTE BRI S ORNEOBE i BTV T) BT S EOT
b3 I LR L, AL [ S RIReD D, &
o NEFE L. 7 e ) PlannedCriterionGroup (Flj X 17z
i"‘ N W7 L—7) 1L, FRZ—28 k
D
PlannedCriterionGroupOptionRelatio
nship (G S 7=HiET L—70
SRR OB AR L 4 5
IRCTh 5,
Constraints (#/#7)
Inverse Relation (ifHBEE) : %%
U & HBINTH D
IJAssociation PlannedCriterionGroupO |DefinedObservationResult |4

PlannedCriterionGroupOptionRelatio
nship (G S 7=HiHET L—7 0
YUK ORE) (X, FFIZ—2D
DefinedObservationResult (/&7
LTI R @Ik & 4 5%
RTHD, %
DefinedObservationResult (3% &
FUTBLESRERY) 1%, Relc—2llE
D
PlannedCriterionGroupOptionRelatio
nship (GFHE S 7= L—T D
SRR ORE) 259D T
ELERLTH D,

Constraints (#/#7)

Inverse Relation (FiFHBE) : &

LTI THD

Protocol Representation Sub-Domain::PlannedCriterionGroupOptionRelationship Attributes

(FBREMFEERT Y 7 FA A 2 FHE SR — T DER B DLEE )

IR

747

—t
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priorityNumber public : [F U Y —2ADIEE & A5 Do REEDBEH L 0 ARRHA I #E
INT SNDBE A BRI T D88, B AE, EEOREICEL
S e T WThORER L Y EICEET 5 0BT 5, [
(S e T 7 UMERF 3 B ORERLR IS OV T, WLzl & 0 JEicEE4
INT DA RS T 5, ARG 2 08 & 72 IR o
priorityNumber (553 75) AMEJCHEZ BIMEIZ T 2,
1 : priorityNumber (#B55375) OEAYVIN S WBEIH AR & WME
DOREE I VIET I EEZ LD,
Map:TDM = 'AbstractRule.isExclusive'
pauseQuantity public : TSN A Ehid 5 23 TE TV D IRER & EEROTEEBIMG & O
PQ.TIME icRE T MOk S, Fl2E, BREER % 15 5> O
S AN e Ay Nill=e
- RENY KoM R % 2 IRe ] O BB E
PQ.TIME Map:Lab = 'Activity.planned TimeElapsed'
Map:PSC = 'PlannedEvent.units'
Map:PSC = 'PlannedEvent.day'
Map:PSC = 'PlannedEvent.startDay’
comment public : HAYE 7 L — 7 ORI OB DOV TEIN D FLik,
ST
Map:CTOM = 'ActivityRelationship.commentText'
aA b T T
ST

Tagged Values (£ 21t & (&)

Map:CTOM = ActivityRelationship.typeCode.

6.59 Protocol Representation Sub-Domain::PlannedOptionRelationship
(RBREBITEEREY T FA A VB SN -RIRRORE)

public Class:

BAWIEE) & alili/- %I, T 72bb@RiEs) & R OTES) & OB,

Bz X, R EEISENL Tylenol 5, 7 AV 5 A 7707 = U EHEO = SOBPIEN LD LT 5,
PRI E PSRN 2 & OIFB O WT AL —D> THRBHER S 41, F72 % DefinedOptionRelationship (i3 S iv7- %
REORE) 20 LT Eo0RETEn & BT 5,

AR 20X, R UBOIEEO etttk o OR (F721%) DOEIHEDEBIZ LD,

Protocol Representation Sub-Domain::PlannedOptionRelationship Connections
(AR ERFEERTY 7 FA A 2 FHE SN BRI DOEE =52 9)

EEYE

[y —=

=7k l,—Fk
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/Association
is a choice that has as option

PlannedActivity

PlannedOptionRelationsh
ip

+choice

0..*, unordered, none

+option
1, unordered, none

- PlannedOptionRelationship (F1i&
SNTEPROBE) 1%, Fig—
- ? PlannedActivity (FHE S iv7c
IGE) BRI E T 5BRTH
5, %5 PlannedActivity (G S

is an option that can satisfy

il
BT L DTE DB
<%

PlannedOptionRelationsh

ip
+option
0..*, unordered, none

+choice
1, unordered, none

L

0.*, JEF-FHFZ2 L. 72

S S PRI OB B S o iEEh
i RSN
U 1. EFEATTZ2 L, 7L

ESPES GHE SRR OR BEHE S o iEE) ° R
R LT DR CHS [ T FIER) i, Rz OBLED
S PlannedOptionRelationship (7] &
IR 1. JEFFFHT72 L, 2L v . . _
0. %, EFfHF2L, 72 AT BRI O BEE) Ao &
U A DTELHERNETH D,
Constraints (7#/#9)
Inverse Relation GHiFHBS) : %
T EDTEHERINETH D
Tagged Values (& 71/ & i)
Map:HL7SD:
EligibilityCriterion.Precondition2
/Association PlannedActivity 4% PlannedOptionRelationship (Gt

SN R ORE) 1%, #ii—
- PlannedActivity (Gl <7z
IGE)) A7 2 & D TE HB/IR
I Cdh %, %4 PlannedActivity (Ff
B S IR E)) 13, FRZ—oLlk
@ PlannedOptionRelationship (F+1H
SNTOBRPFURDORE) @R &
TLOFERTH D,

Constraints (7#/#7)
Inverse Relation (¥i+HBS)
R & T 58RTHD

D A

Tagged Values (& 21 & fi#)
Map:HL7SD:
EligibilityCriterion.Precondition2

Protocol Representation Sub-Domain::PlannedOptionRelationship Attributes

(ABREMFEERTY 7 FAA 2 FHE ST EEREOEE B

Bt AT J—k
priorityNumber public : [F] C Y —ADIEE) & 49 5 o> [FAR 0O BIE X 0 FEH IS
INT S5 A M T 288, Bl X, BEOHEICEL
" . R T, WTFNOREEZM LV EICEET L2 WEICT 5, [
(g rica T v UNERF &2 ORERL R T C DNV, WP Al L 0 SeicZ &
INT BEHRICT 5, ADBIRT 2 A8 £ 7RI O f T,
priorityNumber (fE5e275) 2MESEHEZ BIREICT 5,
V1 - priorityNumber (B5E3E7S) OE/ N S VB R & VME
OEE LV IETHEEEZDND,
Map:TDM = 'AbstractRule.isExclusive'
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B ZAT J—h
pauseQuantity public : TSN A Ehid 5 23 TE TV D IRER & EEROTEEBMG & O
PQ.TIME kT R OR &, Bl 21X, FBREEE 5% 15 53 OF L.
. ot % 2 IRE I o0 AR E
O I KT "
PQ.TIME Map:Lab = 'Activity.planned TimeElapsed'
Map:PSC = 'PlannedEvent.units'
Map:PSC = 'PlannedEvent.startDay"
Map:PSC = 'PlannedEvent.day'
Map:SDTM IG = 'EX.EXELTM'
comment public : SRR D RS SV BN O F0k,
ST
Map:CTOM = 'ActivityRelationship.commentText'
aXvh T T
ST

Tagged Values (& 2'ff&fd)

6.60

Constrain

Map:CTOM = ActivityRelationship.typeCode.

Map:HL7SD = EligibilityCriterion.Precondition2.conjunctionCode.
Map:HL7SD = PlannedActivity.preconditionl.conjunctionCode.
Map:HL7SD = EligibilityCriterion.Precondition2.

Protocol Representation Sub-
Domain::PlannedRandomizationBookAllocation

(RBREMHEEREY T KAV HESNES FLMET v S BIFH)

public Class {leaf}
Extends: PlannedActivity. : (#4 FETS =758, )
FEEDORBRT OB 2R A TOFEMNEX SNIIEE T, 7o X 27 v 712FES5& Arm (BF) £ 7213 Arm
B o (CREIFTI NS D5E) 72 ERBRO —H~ORBREMOEIL T TH D,

ts (#1#9)

Approved Invariant (7774 1F2451F) . DefinedActivity Qualifier (&3¢ S 7-TREMER 1) .
PlannedRandomizationBookAllocation (i Xiv7=7 > & 2Mb7 > 7 ElMF1F) 1X
DefinedExperimentalUnitAllocation (GEF S V723 BRHEAL OFIHT) Z 45 Lasd StudyActivity (BUBRTE
&) OHESMTE, DefinedActivity (EF SALIZIGE)) OOV 727 T RIBMTE 720,
Approved Invariant (A7&7#F4FZZ1F) . Repeat Not Applicable (S A L7zV) .
PlannedRandomizationBookAllocation (1 &Xi7=7 > & 2L 7~ 7 ElftHiF) (2% L Repeat (K1) B

PEEFER LRV,

Protocol Representation Sub-Domain::PlannedRandomizationBookAllocation Connections

(AR ERFEERT Y 7 FA A FHEEHE S FAMET Y 28I 25229 )

axy ¥ J—R 2= v b /—Fh
JAssociation RandomizationBookEntry[PlannedRandomizationBoo |- RandomizationBookEntry (7 >
is defined by +defined kAllocation N /A= L -
1..*, unordered, none +defining \Z—o0
S YTy s Ty 1, unordered, none PlannedRandomizationBookAllocatio
7 > = SN .
. - e NG TRV W VN (4
E3BE Y — SIS T I IET b5y oese s s, &
e e o 27 Ellfs N = °
CEFSND EEIND %’JH” PlannedRandomizationBookAllocatio
Lx MEFAT L, ArERT S n GtEEhi=7 v % 2b7 v s
L 1. EFEfTHT 2L, 7L T 1L o Lo
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axs ¥

J—2A

¥—5 v b

J—F

RandomizationBookEntry (7 > %
METZT v 72 b =) BERE
50

Constraints (#/#7)

Inverse Relation (iFHBE) : EF%

EEA

Generalization
source > target

k(o
Y—=A>HZ—=7 v b

PlannedRandomizationBoPlannedActivity

okAllocation Parent

Child

Sl ST &2 ok BHE SN IEE
7 v 7 BT il

%

6.61

public Class:

Protocol Representation Sub-Domain::PlannedRepeatActivityUntilRule

(BBREBHEEREY T FAA Vi HESKREF TORETE)

Z—y FOIEBINEZ HETY —ADIEARIET 5 L 5 22 o DiEB oo B,

BT, B E CEIBENT 2 ]ET D,

Constraints (#/#9)

Approved Invariant (74 FZ41F) . Is Repeated Until Exclusive Or (HELAYFHERFN E CTHE X

%) .

PlannedRepeatActivityUntilRule (F+E S 7= BLE £ CTOKETESE)) (X, PlannedActivity (FHE S 7=k
&))) . DefinedObservationResult (3 A7 Bl34558) | PlannedCriterionGroup (F1-j X 7= #i#E 7 L
—7) DIBLO—DLDHEELRITITR SR,

Protocol Representation Sub-Domain::PlannedRepeatActivityUntilRule Connections

(RBRERFEERT Y 7 FA A > FHESHEHEE COREEE =72 9>)
v J—2R F—Fv b /—Fh
/Association PlannedRepeatActivityUnPlannedActivity 4 PlannedRepeatActivityUntilRule
triggers the cessation of tilRule +triggering GRS HEFE CONIETE
+repeated 1, unordered, none ) L. w0
0..*, unordered, none PlannedActivity (Gl S U721
o S S R B E T BHELS NI ﬁ)ﬁﬁiﬁﬁ%;iﬂ%ﬁ
BT S RS i) 1, Wi oD
i D IR S D 1. EFATT R L, 2L N : -
0% JEFEHFIF7e L. 7o PlannedRepeatActivityUntilRule (3
L ] S - BUE £ CORETEE) *
THRYIREND,
Constraints (7#1#7)
Inverse Relation (iitHE4) : £ T
R IRS D
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1. JEFFAFIF72 L, 7L

axy ¥ V=2 =5y /—Fk
/Association PlannedRepeatActivityUnPlannedActivity - PlannedRepeatActivityUntilRule
is repeated until tilRule +repeated GlHE SHh-HEE CORERE
+triggering 1, unordered, none ) 13, o0
1, unordered, none PlannedActivity (Gt S L7271k
i B X LI BUE £ T (B S U T D T
FTHVIEESND A5 ) 3R XD @?ﬁ 2ﬂ£;gl -
+EIET S 1, EFRHT R L, L s

PlannedRepeatActivityUntilRule (F
] S NV BUE £ TORKIEIEE) &
T D,

Constraints (#/#7)

Inverse Relation G¥ifHBE) : #&7T

S¥2

Association
is repeated until

PlannedRepeatActivityUn

PlannedCriterionGroup

tilRule
+repeated
0..*, unordered, none

+triggering
0..1, unordered, none

% PlannedRepeatActivityUntilRule
(FHE S 7= HE £ TORENE
) (X, FEC—o0
PlannedCriterionGroup (F1lj X 17z
BT V—7) ETHRIRSH

is repeated until

el

3 it

FTHOVIRISND

tilRule
+repeated
0..*, unordered, none

SE S BEE To
i D I XD

0.*, EFFfHF2 L, 72
L

+triggering
0..1, unordered, none

E T ST BIEE R

AT D
0.1, EFFFHTZ2 L, 72
L

[ESBu:A GrE SN HEE To Bl Sh g v—7 %, % PlannedCriterionGroup (&t
ETHRVIEIND A TS ) +HAEFET D :@Oé N HIUE 7 L — ) g;];p Hﬂ;r
Y IR E D 0.1, IEFFHFZ L, 72 ;ouj;é) T
([): L IFEA L, L PlannedRepeatActivityUntilRule (FF
] S VT BUE £ TORIETEE) &
T SED,
Constraints (#/#7)
Inverse Relation G¥AHRE) : #& T
SH®D
/Association PlannedRepeatActivityUnDefinedObservationResult % PlannedRepeatActivityUntilRule

GtE SN HE E TORENE
&) 1%, FFZ—o0
DefinedObservationResult (&35
NT-BIEMRER) ETRYIRESH
%, % DefinedObservationResult

(B SNTBIERER) 13, K
— oL ED
PlannedRepeatActivityUntilRule (FF
B S NT-RE £ TCOREIRE) &
KT /D,

Constraints  (#/#7)

T

Inverse Relation (GG¥iFHR)
IH5

Protocol Representation Sub-Domain::PlannedRepeatActivityUntilRule Attributes

(FBREMFEERT VT FA A 2 FHE SN B EE TOREIZE BT
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cessationPauseQuantity public : ELERAE B B S T » - R KB TEBI O TR E CloRaEm 4
PQ.TIME LIFH DR S, Bl BRI GMNT R 20 A%
2k,
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B A7 J—h
IRIERERERE T T v
PQ.TIME Map:Lab = 'Activity.plannedTimeElapsed'
checkpointCode public : TEEHIE T OWOIEB ORISR 2 392 5> (R OTEE)
CD BRLART. & ERT, FIELSOR KGR, IHB O % @
i N L LR L) ZHEICT S0l — NMes izl iz,
FzyIdf s ba—F XTIy A 7 TR BIS 23 L TS B2 591 2 Lok
CcD SAATH M E D RS S, BRSO B D%
a2 L, R 23S A IOk T 5,
Map:TDM = 'CyclingRule’
conjunctionCode public : TEENVDO RS -V 7 MOKEORIEE GadifE, et
CD . PEMAOGRELR R &) RIS T B odica— Meaniz
T . _ 6, B2 IE. HBRE O ALT (EN SRS EIRD 3 (5HA > e Y
fii e = — B TV v L EDFEEE EFRD 15 5B O%E TLiver event (iF 5
b %) | WEICEAT S,
Map:TDM = 'CyclingRule'
comment public : HLE £ CTORBIEENIZ OV TBINOFEIR,
ST
Map:CTOM = "ActivityRelationship.commentText'
A b T v
ST

Tagged Values (£ 21t & (&)

Map:CTOM = ActivityRelationship.typeCode.

6.62

Protocol Representation Sub-Domain::RandomizationBookEntry

(BRBREBHEERBY TR A VSV LET VI TV Y —)

public Class:

PRBR CHIRE 2 G SN REE 723D —EICEI B THDOIMENTE 27 oMb 7 v 7 DIEAIESE,

Bz 1E, —> + VU —|&, Stratum Group (W@ 2 /L —7) & Treatment Arm (JE¥ERE) ~D~ v b7 LEZ 6N

60
Protocol Representation Sub-Domain::RandomizationBookEntry Connections
(B EMFHFEET YT PAA 2 SOEAMET o P — axsg)
axyH J—2R F—Fv b /—k
/Association RandomizationBookEntry|StratumGroup - RandomizationBookEntry (7 >
randomizes +randomizing +randomized AT sy MY —) 13, B
0..*, unordered, none 1, unordered, none \Z—> StratumGroup (P4J& 7 /1
s N . —7) 7LD, &
R Z ;fmlt7 y7Es W L — StratumGroup (F&JE 27 /L—7)
;5‘&1[3@“5 m\%{mhé mé s Ii\ndﬁ:i:z;i;?oik?ntry (F %
* 5 1, JERFAHT R L, 7oL N _
0 WERT AL Ao | RO L 7y sz by =) 12k 5
YHELMEEND,
Constraints (7#1#9)
Inverse Relation GFFHEE) : 1T &
AN 1Y%
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i
IEY B THND

axy ¥ J—R 2= v b /—F

JAssociation RandomizationBookEntry/Arm 4% RandomizationBookEntry (>

is assigned to +assigned +containing BT v s B Y —) &, R
0..*, unordered, none 1, unordered, none I2—o0 Arm () 12E[ 0 %

T MMET v T2

N5, & Arm (F) 13, Rlzc—o

by —
VE T BB

L

0.*, NEFFAHF7Z2 L,

L@ RandomizationBookEntry

iﬁ’é\f& (G FMET v hY—)
=+, Nz
Fell. WEFERTF 2L, 7L ZEN B TD,

Constraints (#/#7)
Inverse Relation G¥iFHES) : &de

IAssociation
is defined by

P
i

IEEREIND

F"

RandomizationBookEntrylPlannedRandomizationBoo |#- RandomizationBookEntry (7 >

+defined
1..*, unordered, none

kAllocation AT s M=) 1% H
+defining IZ—oD

L, unordered, none PlannedRandomizationBookAllocatio

by —
+HEFRIND

L

2o IMET v 7 = n GHESITZT > & MET v 7

1. NEFFATT 722 L

pLACE 7 2 TMED bpey) (cizsesng. 4

% PlannedRandomizationBookAllocatio
TS D n GHE ST o 7 b7 v 7
1. EFAFT72 L. 72 L AT 1L B —oB ED
RandomizationBookEntry (7 >4
2T 72 N —) BEHE
Do

Constraints (#/#7)
Inverse Relation G¥FABY) : ©F
ERA

Protocol Representation Sub-Domain::RandomizationBookEntry Attributes

(PR EMGEERZ Y T FAA A F MM T2 P — B

B A7 J—h
positionNumber public : BRERE 2 BEE T2 I TRE DO —EBIZHI Y 2T L DI % Stratum
INT Group (B&JE 7 v—7") OIEE OfE % el = 55, B
. . . StratumGroup# (MJ& 27 /L— 7 %) : 0 ; Position ({7 &)
WAREERE 7Y 7 0 ; Arm () /Portion of Arm (BED>—%E) - A ; StratumGroup#
INT (WS 7 L — 75 0 ; Position (RZfE) :1;Arm (i)
Portion of Arm (B —) @ B, 2 Bl B 1L [R UskE 71—
7. EOBITIZ0T, 1EHOBEIBEDONEN 0 TH DI
D AMA (ARE) ([ZEY Y THR, 2FH OBEITERY TRIC
BE DB — BN 5720 AmB (BEE) ([ZEv 4 THR
Do
Map:C3PR = 'BookRandomizationEntry.position'
positionFilledIndicator public : BYBRE DES T L LSRR E D AT S,
BL
Map:C3PR = 'StratumGroup.currentPosition’
(VARG 7S =L T w7
BL
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6.63

(BREEAEERRY T F AV BRERSR)

public Class:

AR RS B 5 ARG RO 5,

Protocol Representation Sub-Domain::ReferenceToStudyResults

¥ : CT.gov I Z3LHRD PubMed @ ID &5 (PMID) F 73 AREFESIHEZIR T T L2 L2 LTV 5,

Protocol Representation Sub-Domain::ReferenceToStudyResults Connections

(FBREMFEERT VT F A1 2 RBREREE 272> a>)

[ESFES
DFERZBZRT 5

0..*, unordered, none

Y EE dis

+ SR 5

0.*, JEFFfHTZ2 L, 72
L

1, unordered, none

+Z2HREND
1. EFEfFF72 L., 72 L

axRxy ¥y J—2R =4y b /—F
/Association Reference ToStudyResults|Study % ReferenceToStudyResults (5%
references the results of +referencing +referenced

SRS 1. W2 d Study
) OfREZRT 2, &
Study GRER) 1%, Ffic—2LL ko
Reference ToStudyResults (GRBR#E F4
) TRENLEREHT,

Constraints (#/#7)

Inverse Relation (¥ifEREE) : T

BEhofReHT

Protocol Representation Sub-Domain::ReferenceToStudyResults Attributes

(FRBREMFEFRZ VT F XA > AGARENE  BIE)

& 1t ZAT /J—F

publicationldentifier public : AR R 2 BT 2 AROM B LTSS 5 EA O,
I {5 21%. 10987815 [ MEDLINE T3 D720 DA O

N . PubMed Identifier (PMID) T %,

N T T T
I Map:CTGOV = 'MEDLINE Identifier

publicationName public : AR T Y — A & WS 5 IEE A O TS L 25
ST 7, #ilz1E. MEDLINE |% PMID10987815 » Y —ATh %,

ANFRA ;1\_7 Vw7 Map:PRM = 'PublishedResults title’

universalResourceLocator public : EERRICEET 2 7 =791 b (http:l)) DRSS,
URL %z X, _lhttp://www.alzheimers.org/] .

L= NPy Y —2u = ST )y 7 Map:CTGOV = 'Links URL"

v URL

citationDescription public : NLM & MEDLINE £ BT 5 EiES M,
ST

Map:CTGOV = ‘Citation'

5l OFEER T w7
ST

linkPageDescription public : Vo7 &NER_R—VOXEICEHAERBR, Voo ane-—
ST ASEBRAEH D Website (7= 7 A b)) b OB

. TSP N @ﬂ?*—A/\“*—:/““C“%A%Hi\ ['Click here for more information

Uo7 _R—Y Ok TV T about this study: (KRBRO I L5 HRITZZE27 Vv 7 LT
ST CEEW) | L RFSN, RRIREE S SR Sh B,

Map:CTGOV = 'Links Description'
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6.64

public Class {leaf}

Extends: Service. : (## #—EX.:)
Wl DR A~O ML L OFE~DOEIFF DY —Ev A,

Protocol Representation Sub-Domain::RegistrationCenter Connections

Protocol Representation Sub-Domain::RegistrationCenter
(FBREBEERBEY T FAA U BFGE 5 —)

(FRBREMFEERI Y T N AL B 5— IR 53)

axz ¥ Y—2 F=2ry e /—F
Generalization RegistrationCenter Service

source > target Child Parent

AL K A F—E X

V=R > B =y ER kar)

Protocol Representation Sub-Domain::RegistrationCenter Attributes

(B EMFEERT T 7 FAA B 5— BIE)

Bt AT J—F

telecomAddress public : Bk X —DEBDERE. T v A, B A—IVORE
TEL AT AT EIISCT oW, FlzIE, HERE ORBRA~

e e . DEERIB LT X 2MbERD D & EDOEEE .

CE L= iV T w7
TEL Map:C3PR = 'PhoneCallRandomization.phoneNumber’

6.65 Protocol Representation Sub-Domain::Resource

(BRERAEBERRYIFAC2Y)Y—X)

public Class {root}:

MO T D DM, &M AWM DR,

Protocol Representation Sub-Domain::Resource Connections
(ABREMFEEXRZT Y T FAL ) =X 2 xs5)

axy X V—2 22— v b /—F
I/Association Resource ResourceProvider % Resource (Y Y —2R) 1%, ®IZ
is provided by +provided +providing — > ResourceProvider (U ¥ —2&
1.., unordered, none 1, unordered, none LA (TRt D, &
ResourceProvider (Y Y — A$gfk
~ N N =] :H:
ESh Jy—== ) > — A fe E/ A %) 1%, Hc Ll o Resource
1., EFHTZ2 L, 72 L ERfAHT 72 L, 72 L e
L Constraints _(7/#7)
Inverse Relation G¥iFHBE) : #2fit
95
Tagged Values (% 2/ & f8)
Map:CTOM: Protocol.sponsorCode
Map:C3PR: StudyOrganization
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associates a study to

B
CRBRZBEHESED

+associating
0..*, unordered, none

PABR Y ) — A

+EEH X5

0.*, EF-FHFZ2 L., 72
L

+associated
1, unordered, none

JYy—2
+RESITT O D
1. EFFfFIF72 L, 72 L

axy ¥ J—2 =5y /—k
/Association StudyResource Resource % StudyResource (FBRY v —R)

X, W BR A > D Resource
(U Y—R) ICE#EE®5, %
Resource (U Y —2Z) 1%, BHiZ—
S OLL_E? StudyResource (7l U
V=) 1L 0 EBRICEE ST S

o,

Constraints (#/#7)

Inverse Relation G¥FEREE) 12Xk
D REBRICBE ST 5D

Tagged Values (& 211 & f&)

Map:CTOM: Protocol.sponsorCode
Map:C3PR: StudyOrganization

Generalization MaterialResource Resource
source > target Child Parent
AN WER Y Y — A U J—=
V—A>H—4y |k R Bl
Generalization Service Resource
source > target Child Parent
AN HF—E 2 yJ/—R
V—A>H—4F vy | R Bl
Generalization Funding Resource
source > target Child Parent
AN E /=R
V—A>H—4F vy | R Bl
Protocol Representation Sub-Domain::Resource Attributes

(FBEMFEEFRZ YT FAL VY —X  [EHE)
B AT J—h
activelndicator public : VY —ANENE D DRI T 5,

BL

) Map:COPPA = 'StudyResourcing.activelndicator'

A TV w7

BL
inactiveComment public : Y = ANF TR W)HOIBINO R,

ST

Map:COPPA = 'StudyResourcing.inactiveCommentText'

M= A b T

ST

Tagged Values (& 2'ff&fd)

Map:C3PR = Study.sponsorCode.
Map:C3PR = StudyOrganization.
Map:COPPA = StudyResourcing.
Map:CTOM = Protocol.sponsorCode.
Map:HL7SP = Study.performer2.
Map:HL7SP = Service Provider.

Version 1.0

© CDISC

188

27/Jan/2010




CDISC Protocol Representation Model

6.66 Protocol Representation Sub-Domain::Service

(BRERHEERBTEY I RFAS Y H—ER)

public Class {leaf}
Extends: Resource. : (## V> —X.:)

DA AR S S E 7

Protocol Representation Sub-Domain::Service Connections

(RBEHFHEEFXRZ Y T FAL P —EX a2 g)

axRxy ¥ J—R ¥—5 v b /J—F
Generalization Service Resource

source > target Child Parent

LAk H—E 2 U Yy—=

VA > H—lFy b ES ka)

Generalization RegistrationCenter Service

source > target Child Parent

LAk Bkt X — P—r

V— R > H—H |k & Bl

Protocol Representation Sub-Domain::Service Attributes

(FBEMFIEERT Y7 FAL P —E X FHE)

B ZAT /J—h
typeCode public : P— R OEE AT S -0l a— MeShr-E, #lx
CD X, BASSESSLREHE. M ettt =2 ) VU RRRR
> EO
FEfH = — 1 T T
CD Map:C3PR = 'BookRandomization'
Map:C3PR = 'Randomization'
Map:C3PR = 'StudyCoordinatingCenter'
Map:HL7SP = 'Service Provider.code'

Tagged Values (& 21 & (&)
Map:HL7SP = Service Provider.

6.67 Protocol Representation Sub-Domain::StratumGroup
(ABRERFEERRY I AV BB IL—T)

public Class:
AT CRERD /N T v A% RD7-DIZ, StudySubject GRERX%ISR) ZEFE D ~ONENMERT 24, WE I LV—

TIERHERHED[RIE DG THERL S 11, BAERYIZHAER T StudySubject GRERSR) ZREIZHEIY 2 T2 DAl
Mans,

Protocol Representation Sub-Domain::StratumGroup Connection

(PG EMG B ERZ Y T FAL o —T K25 )

axy g J—2R =7 b /—k

/Association RandomizationBookEntryStratumGroup 4% RandomizationBookEntry (7 >

randomizes +randomizing +randomized XM T 7= R —) 1E.
0..*, unordered, none 1, unordered, none \Z—> StratumGroup (/8 27 /1
N . —7) BT MET D, K

e Z;ibﬂ:7 v E B L — StratumGroup (B 7 /1 —7)

= — o X, RRIZ 2L kD
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axy ¥ V—2R 2= v b /—F
T oA AMMET D +7 X ANMET D +7 X AMEEND RandomizationBookEntry (7 > %
0.*, NEFFAFIF 72 L, 7, NEFFAT T2 L, oL |(MET vy o7 bU—) 12k T
L YELMEEND,
Constraints (#/#9)
Inverse Relation G¥ifHBEE) : 12X
U N (R (W)
/Association StratumGroup DefinedStratificationCriteri [ StratumGroup (B&/& 27 /v—2")
is defined by +defined onPermissibleResult o N Y ) Ol Y7
1..*, unordered, none +d§flnm9 DefinedStratificationCriterionPermiss
1., unordered, none ipjeResult (3% & L7 AL
. . . . ; DERT b \ZETR
et pjE 7 N —7 E%éﬂt%%mﬁﬁﬁéﬁ% SRR EREn
(CEFSND +ﬂ‘:% Stho %ﬂ% DefinedStratificationCriterionPermiss
Lx JEFEMHT 2 L, 2 ERT B ibleResult (E3% S L7 @B HL U
L L TR L 72 gy geagox 2668 13, #iC—o
L LL_E o StratumGroup (P 7 v —
7) mEFRT D,
Constraints (7#/#9)
Inverse Relation G¥ifHES) : &3
45

Protocol Representation Sub-Domain::StratumGroup Attributes

(FBREMFEERT VT F AL o — [BIE)

5.

B 517 s
groupNumber public G BERE 7 & RIS E PR 2 — 7 % T

INT L= DOEE, Z O IIRETICEE S L —T & —E O
N . EREBIBT 5 OIMEAT 5, 704 MEERIHZ T > & 2
ST ES mf”yﬁ (L7 o 2 E I3 T L = U R A DAL D 7 IR S

Map:C3PR = 'StratumGroup.stratumGroupNumber'
Map:COPPA = 'StratumGroup.groupNumberText'

Tagged Values (& 21 & (&)

Map:COPPA = StratumGroup.

6.68

Protocol Representation Sub-Domain::Study

(REBREEAEERERY T KA1 2 HB)

public Class {root}:

Fre otame. FIE, KA s, EWRan, ®dn, LBE, STRERHEL, $OBRE Rt oA L,

AFRER, DERAIZNR 2 R 9 5 IE AR A,

7

B 48l
2N

SEHEEH

RO, TYA vl BEHENBR. B RLOREDRBOBRED 72 £ 12T DA TH 2 i€

ORERNCEZ DT DOIEEINE D (27 LIRS 2evy) , RERICIZ B, 168, T, Bigh Sk
FH DT R COEORBRN S 5, HWHRE - WITEWFEER (v b, 818, Bk, Mk 88572
L) TR TH D, RBROEELMEEIX, Study class GRERZ 7 R) L ZORET T THRD S,
StudyProtocolDocument (FRERSEHEFTEIE) (ZFEMAIREIN D,
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Constraints (#/#9)

Approved Invariant (&4 ~Z4/#) . mulitinstitutionalindicator Qualifier (Zfia%faiZ (&) .
Study (FBR) @ multilnstitutionindicator (Z sk tE1E) (X, Study.participatingOrganizationTypeCodey

GRBR O ZIIFARRAEH = — )

Protocol Representation Sub-Domain::Study Connections

(RBRERFEERT Y 7 F A1 28R

IR )

= Multi Center (&%) DOEFAITEHIND,

axs ¥

J—2A

¥—5 v b

J—F

JAssociation
is responsible for

P
it

L
(CHEEZRD

StudylegalSponsor

Study

+sponsoring
0..*, unordered, none

LR R BR R
HKEHT 5

0.*, JEF-FHFZ2 L. 72
L

+sponsored
1, unordered, none

FRBR
HEFH I LD
1. EFFEfFIF72 L, 72 L

4 StudyLegalSponsor (A FRBR K

BEE) 1. HIZ o Study (R
5R) ([CEIEA RO, 45 Study G
) 1%, e —2Ll ko
StudyLegalSponsor (7:RUFRBR (K HHE
) ODELORNETH D,

Constraints (#/#7)

Inverse Relation (iiFHBE) : O
[EOXRNBETH D

IAssociation
is the execution of

=
4

N,
>H+1
1
A
Nil
N

Study
+instantiating
0..*, unordered, none

WA
0.*, NEFFfHF72 L, 72
L

StudyProtocolDocument

+instantiated
1, unordered, none

AR S i 1 1]
+HPR S D
1. JEFFfFF72 L, 7oL

% Study GRER) 1E. HiZ—oD
StudyProtocolDocument (A 5k 3 it
FHETE) OFTTH D, &
StudyProtocolDocument (FABR 3 i
GHEE) X, B oL ko
Study (RER) OFETH D,

Constraints (7#/#7)

Inverse Relation G¥iFAEE) : DFF
ETHD

Tagged Values (& 211 & f&)

Map:SDTM IG: TV.STUDYID
Map:CTOM:
Protocol.blindedIndicator
Map:SDTM IG: DM.STUDYID
Map:CTOM:
Protocol.multilnstitutionIndicator
Map:CTOM:
Protocol.targetAccrualNumber
Map:SDTM IG: TA.STUDYID
Map:SDTM IG: DS.STUDYID
Map:SDTM IG: EX.STUDYID
Map:CTOM: Protocol.phaseCode
Map:SDTM IG: SC.STUDYID
Map:SDTM IG: QS.STUDYID
Map:SDTM IG: AE.STUDYID
Map:SDTM IG: DV.STUDYID
Map:SDTM IG: TE.STUDYID
Map:SDTM IG: SV.STUDYID
Map:CTOM: Protocol.intentCode
Map:CTOM: Protocol.monitorCode
Map:SDTM IG: SE.STUDYID
Map:SDTM IG: SU.STUDYID
Map:SDTM IG: TL.STUDYID
Map:SDTM IG: CM.STUDYID

Map:SDTM IG: MH.STUDYID
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axy ¥y Y —2R F—Fv b /—Fh

Map:SDTM IG: VS.STUDYID
Map:SDTM IG: CO.STUDYID
Map:SDTM IG: PE.STUDYID
Map:SDTM IG: DA.STUDYID
Map:SDTM IG: TS.STUDYID
Map:SDTM IG: IE.STUDYID
Map:CTOM: Protocol.diseaseCode
Map:SDTM IG: LB.STUDYID
Map:SDTM IG: EG.STUDYID

/Association StudyActivity Study % StudyActivity (GREATEE)) 13,
associates an activity to +associating +associated W IZIEE &2 —> 0 Study  (GRER)
0..*, unordered, none 1, unordered, none ICEE S5, % Study (BUR)

1L, FRIZ—>LL E® StudyActivity

B FAER S ) R s b SR RS
P — . R NN AR z i ol 3B
(S B S LB S s s | (SR VRIS
0.*, NEFFAFIF 72 L, 7l IEFPAF T2 L, 72 L °
L Constraints (7#/#9)
Inverse Relation G¥ifHBEE) : 12X
DIHENZRE ST b D
Tagged Values (¥ 211 & fi5)
Map:HL7SD:
PlannedStudy.Component2
Map:HL7SD:
PlannedStudy.Preconditionl
Map:Lab:
SubjectAssignment.studySubjectldent
ifier
/Association StudyAgent Study % StudyAgent GRERIE) (%, #IZ
is evaluated by +evaluated +evaluating —0 Study (FRER) 12 L v FM
0..*, unordered, none 1, unordered, none ENn5, % Study GRER) 13, BE
. e s oy \Z—2LL E® StudyAgent (GRS
g PR Ee ] R e,
IC LRl S D T S D +HET % " ’

0. % WP Ly 7oL, IERT 72 Ly 22 L logngtraints (2749)

L Inverse Relation (i¥FHES) : FFAM
ERA
/Association StucyContact Study % StucyContact (FRERIHHEH Y
handles communications for -+communicating +communicated ) 1E, WIS —oo Study (G
1..*, unordered, none 1, unordered, none BR) ~OMERE A T, &

. s L Study (GRER) (X, FIlZ—2L ko
iy AR 1 42 rat Stﬂczcént:i) @fc@ﬁﬁj%m%% 1d
A~ O A AL S HEHG S D HELE & 52T D 40 4 AL X L %

Lx JEFERHT R L, 7L MER G R L, 2L [ °
L Constraints _(7#/#7)
Inverse Relation GFFHRS) : (23
R UBE ey )
IAssociation StudyObjective Study % StudyObjective (FR5x H )
is an aim of +involved +involving X, WIZ—20 Study GAER) @
1..*, unordered, none 1, unordered, none HETh 5, 4 Study (3LER)

. . . X, Wic—2L ko
et R H ) Ea T -
P N s StudyObject AR EBY) D
DODHIHTH D +EEND 5 %uaﬁgéec ive GRABRHBY) DRk
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1> MBS 2R L, 220 BRI R L, 2L
L Constraints _(7#7#9)
Inverse Relation GFFHRE) : &AL
BT
/Association Arm Study % Arm (BE) 1. HiZ—>oD
is a division of +subdividing +subdivided Study (GRER) O—XHThHob, &
0..*, unordered, none 1, unordered, none Study (3t8) 1. B oLl Eo
AN A S
s B bt Arm () lZoElsihs,
DXy THD + A EIT D R SN D Constraints (7/#7)
0.*, AP L, 7220, NEFAHTF7Z2 L, 7oL Inverse Relation GUFEEE) : 124)
L HlSh B
Tagged Values (¥ 211 & f5)
Map:COPPA:
ObservationalStudyProtocol.groupNu
mber
Map:CTOM:
StudyParticipantAssignment.armldent
ifier
/Association StudyOversightAuthority [Study - StudyOversightAuthority (FRERE]
oversees +overseeing +overseen WMER) 1E, HFIC—>d Study
0..*, unordered, none 1, unordered, none (B #EMHT 5, & Study
- e e B 13, FpC 2Ll kD
. R . StudyOversightAuthority (GREREEAR
o HEGS S A EH) (BRSNS
Bt s 5 0.*. JEFEAHTF 2L, ZefpfEfising o °
L L EFRTRL. 2L Constraints (7#/#7)
Inverse Relation GXFHBEE) : I2BE
HEs
Tagged Values (& 27/ & fi)
Map:COPPA:
Interventional StudyProtocol.dataMoni
toringCommittee Appointedindicator
Map:CTOM: Protocol.monitorCode
Map:COPPA:
Observational StudyProtocol.dataMoni
toringCommittee Appointedindicator
Map:COPPA:
StudyProtocol.dataMonitoringCommi
tteeAppointedindicator
/Association Epoch Study %A~ (Epoch) 1%, HWiZ—
is a division of +subdividing +subdivided D Study GRAER) O—X45Th
0..*, unordered, none 1, unordered, none %, % Study (GRER) (%, BRIC—
Y y; \° N :/\
e =y s btse ;?igiﬂ‘/ﬁ (Epoch) 243
D—XGTHD + AT EIT D +ESEI S D N °
0.*, NEFFfHTZ2 L, 720, NEFEFTITZ2 L, 72 L Constraints (Z/77)
L Inverse Relation G¥ifHEE) : 125
B
/Association StudyResource Study % StudyResource (FBRY v —R)
associates a resource to +associating +associated X, HIZ—o0 Study GRBR) 12
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axs ¥

J—2A

¥—5 v b

/—k

i
=

2V Y —RAZBHEIED

0..*, unordered, none

pABR Y ) — A

+EEH S5

0.*, EF-fHFZ2 L., 72
L

1, unordered, none

HEE ST 5D
1. JEFFAHT 72 L,

L

VY =2 %I E 5, 4 Study
B X, B2 ko

StudyResource (FRER U ¥ —X) I
X0V Y —RICEESIT BN D,

Constraints  (#/#7)

Inverse Relation G¥#ABE) : 12Xk
DY Y—REESITHND

IAssociation
describes

i
i

Fﬁlx
=
u‘r
()

StudyRecruitmentStatus

Study

+describing
0..*, unordered, none

BRI
e R

0.%. MEFFfHI 7L, 72
L

+described
1, unordered, none

Bt
b s n g
L MR 7 L

L

4% StudyRecruitmentStatus (FRERZE
IR 1, FIZ—D D Study
(FRER) #5tib4 5, % Study
GRBR) 1%, BRlc—oLl |
StudyRecruitmentStatus (FRERZE4E
L) IZRER S D,

Constraints (#/#7)

Inverse Relation (iiFHBE) : IZFC

R S

Tagged Values (% 2171 fig)

Map:HL7SP: Study.subjectOf2

JAssociation
describes

=
=4

I}

W]
s

<,
=

RPN )

StudyOverallStatus

+describing
1..*, unordered, none

FUBR D R 20 R HE

Study
+described

1, unordered, none

+E0h 9D
1.*, BRI L, 72
L

+El &N B
1. BT L, 72l

% StudyOverallStatus (55 D 4=k
HI72RAE) 1%, HIZ—>? Study
ABR) Z5cik4 %, 4 Study
FHE) X, Fic—2L ko
StudyOverallStatus (FRBR DAY
7RARAE) IZRRR S D,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)
&N B

D IZED

Tagged Values (% 21/ & i)
Map:COPPA:
ObservationalStudyProtocol.primaryC
ompletionDateTypeCode
Map:COPPA:
InterventionalStudyProtocol.primaryC
ompletionDate

Map:COPPA:

Interventional StudyProtocol.primaryC
ompletionDate TypeCode
Map:COPPA:
StudyProtocol.startDate TypeCode
Map:COPPA:

Interventional StudyProtocol.recordVe
rificationDate

Map:COPPA:
ObservationalStudyProtocol.startDate
Map:HL7SP: Study.subjectOf1
Map:COPPA.:
StudyProtocol.primaryCompletionDat
eTypeCode

Map:COPPA:
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axs ¥

J—2A

¥—5 v b

/—k

Observational StudyProtocol.primaryC
ompletionDate

Map:COPPA:
InterventionalStudyProtocol.statusDat
e
Map:COPPA:Interventional StudyProt
ocol.startDate TypeCode
Map:COPPA:
StudyProtocol.primaryCompletionDat
e
Map:COPPA:
ObservationalStudyProtocol.startDate
TypeCode

Map:COPPA: StudyProtocol.startDate

JAssociation
occurs in the context of

PerformedActivity
+contained
0..*, unordered, none

Study
+containing

0..1, unordered, none

- PerformedActivity (5EfE Xi7-
TEED) X, BRI —->o Study (R
) OARPLTE Z 5, 4 Study
(FB) 1%, FRZ—2LL ko

0..*, unordered, none

1, unordered, none

. . S L
%‘ _ —%zm ST IED) '@ PerformedActivity (3Zfii X AL7=1&
DOIRPL T Z 5 +E END +E T B AR A R 2
0.*, MEFFFF 72 L,y 720.1, NEFFMFT 2L, 72 oo
L L Constraints (7#/#7)
Inverse Relation (iAREE) : DIk
LA tefid %
/Association Reference ToStudyResults|Study 4% ReferenceToStudyResults (75
references the results of +referencing +referenced

ARSI X, WIZ—D2? Study
GRER) OfREZRT 5, KR
BRI%, BRI —DL kD

ARG R B
e % - ReferenceToStudyResults (GRERAS F
— HBT 5 =2 S THBSNBEREAT.
DOFEREZRT 5 0.*. EFEfTT 2L, s ans
L LT L, 2L Constraints (7#/#9)
Inverse Relation GYfHBEI) : T
Y e
/Association Study StudyReference % Study GGREBR) 1%, Brlc—2LA
refers to +referencing +referenced b StudyReference (RBR5 | ST
1..*, unordered, none 0..*, unordered, none W) ABBRT 5. &

. i . i StudyReference (FXER5| F SCHR)
i LR B T S =y %ECQOLJLO) Study (&
22T 5 +Z T 5 +ZRIND %ﬁ) IZBIB XS

L* NEFPAHT 22 Ly 7R0.0x, ERAF R L, 7 | - °
L L Constraints (7#/#7)
Inverse Relation G¥FHBE) : (2%
b
/Association StudySite Study - StudySite GRERFEReftiz%) 13,
executes +executing +executed HIZ—o? Study GRER) % FAT
0..*, unordered, none 1, unordered, none +%. % Study (GRER) 1%, BElC

. I - . —->LL_E o StudySite  (FREBR 32 fiti
5pt AR I i it 5% R =) égﬂéﬁéhé -
TS HRATT S R Ik : StudySite (BRI HGHER)

0.*. NEFFAFF 72 L, 7l JEFPAFFZ2 L, 7oL 4. HealthcareFacility (P
L % 7213 Organization (kHf%)
Version 1.0 ©cbisc 27/Jan/2010

195




CDISC Protocol Representation Model

axy ¥ J—R 2= v b /—F
(StudysSite [FBRFEmifzx] & L
T TH Y HealthcareFacility [[Ej
fizk] & L C TRy (2B
Do
Constraints (7#/#9)
Inverse Relation G¥ifHES) : T3
YA
Tagged Values (& 71/ & i)
Map:CTOM:
StudyParticipantAssignment.arm
Identifier
Map:HL7SP: Study.subject
Map:HL7SP: Study.performerl
Map:HL7SP: Study.performer3
Map:CTOM:
StudySite.localProtocolldentifier
Map:Lab:
SubjectAssignment.studySubjectldent
ifier
Generalization ExpandedAccessStyudy |Study
source > target Child Parent
Akl LR 2 R AR
V=R > H—lr v k s o
Generalization Observational Study Study
source > target Child Parent
vkl 22T [FRER
J—RA > —4y |k -+ Bl
Generalization Interventional Study Study
source > target Child Parent
Ak I AR AR
J—RA > —4y |k -+ Bl
Protocol Representation Sub-Domain::Study Attributes
(B EMFEEHXBT VT FAL 2 #g BT
[ElE FAS ,—1
acronym public : B OFRRNAE ] B IEEF DA = v L FE IS L LT
ST k. 102 1E. Women's Health Initiative (kDA =7
L ) F7) 1Zxt LT WHI,
Gl T w7
ST Map:COPPA = 'StudyProtocol.acronym'
Map:COPPA = 'Observational StudyProtocol.acronym'’
Map:COPPA = 'Interventional StudyProtocol.acronym'
Map:CTGOV ="Acronym'
Map:WHO ="'Acronym'
phaseCode public : RBROER S 27 ;n~;< (FH) DIFEZMFEIZT 272912
CD a— REEfE, Bz E 11, 1L L NIA,
. . o s o RBRIEE DA \—nakﬁ—é 4 (Rfl25) BSlcoSh
Zm— A= E AR Bo B E - XRS5 RO o ED T =
CD R S, ORI oDRA D T 2 XA
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5143

AT

/—=h

RHTENDD, B AR MIEAT DB,
5 AEREBR Tk, URAICITME RSN E RS, BED L
IHfEHGREE 2 WERE L L CEmSND, FUMH: —oF
T T O P E O ISIE 3T 2 IH OB MERE 72 H DN
WELHRAN 2 S5 & T A EMN R BIER B LV 27 OfifiH %
HEE LT, YRBEARWLREEZ b BB 2R L LTE
it X 20 2 G FREG R EABR, 55 IAR « BB K & Ze ki & 72139k
STHRRRBR N T S5, 2D ORBRIT, Y%A DALt
RS S PR T BT U ANE LN HRIC LY Ei s h
5HDT, ROMERE X OMAMNERE ) 27 OBKRE
FHT 5720, BLOERBIT DT XY 7 Db D+4573
IRILZ G D7D L 72D, AR L OZ2MICET 5
EINEROUNEZ B E T2, HINbAH 7 = — X 3b BRI
B2 R ES S HITZ 2B E L CARRBIIT O AT
Fhi s, B INHRRO TX 3 THD, # IV KA
DY AT ERE L OEEE AT 2 8M0EHRE55
782, Food and Drug Administration (K[ £ 5k [ 36,5 5
FDA) [T &RE & [FRFIC il GBIV RBROE-OIR
E AR E RO D B D, BV dilE AT
HEVHEMEND Z ERH D,

Map:C3PR = 'Study.phaseCode'

Map:COPPA = 'StudyProtocol.phaseCode'

Map:COPPA = "Interventional StudyProtocol.phaseCode'
Map:COPPA = 'Observational StudyProtocol.phaseCode'
Map:CTGOV = 'Study Design Study Phase'
Map:CTOM = 'Protocol.phaseCode’

Map:WHO = 'Study Type.Phase'

primaryPurposeCode

TEAMa—F

public :
CD

T w7

CD

FRBRISE) OB S B OBH A AEIC T 272Dl a—
FMeE izl Bz IE, BRI LWIaER, EBE o
LWIFRE, 3 LD RIHESC G SRIE 2 Mt 5, TR
B Cld, REBARELTOARWAREENS T+ 5, £
ITRBOFEBEND VT 5 X 0l FikesRyT, oo
IR, HEEL BX I UITFr IR TARAETREE
DEBENEEND ZENRHDH, DWRBRIL, FrE OB
ROBMOT-DD XV LIZRESLTIEEZ RO 57291 &
DESND, 27U —=2 7 BRIT. FE DR BRI
HE 2 iR 3 2 it 72 71k 2 A& 95, Quality of Life (A£G
) Bk (E7-1% Supportive Care [ FpgE] RABk) Tix. 12
ML FBERE ORI AR OB 2 WET 5 Hik e BB T 5,

Map:COPPA = 'StudyProtocol.primaryPurposeCode’

Map:COPPA = 'Observational StudyProtocol.primaryPurposeCode'
Map:COPPA = "Interventional StudyProtocol.primaryPurposeCode'
Map:CTGOV = 'Study Design PrimaryPurpose’

Map:CTGOV = 'InterventionType'

Map:CTOM = 'Protocol.intentCode'

purposeStatement

H 9L

public :
ST

T

ST

FRER O BRI R A TR L7230, 207 4 —/L KT, #

i PRSI 2 RBRO G, bbb, MBRERICEIVEDS

LTz EDMRN TGS D EFIR T D,

T BRBR O A R LW & Lk 3 % StudyObjective (GRER
HEY) E13H72 0 . purposeStatement (HAJSC) TILRBRNFE
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AT

/—h

i SV TWD B 2RI %,

Map:PRM = 'Trial Purpose Summary'

diseaseCode

R —

public :
DSET<CD>

DSET<CD>

T

FREBROER L 22 DIREELARICT 272Dl a— MeEhe
fil, flZ1%. Lupus OL—FR) DY 27 RTZHEH 235
T, BEHINEL LT MEEERE) PEEhTnTh, ¥—
7y hOWEEa— Rid Lupus Ob—7" &) @® SNOMED =2— K
L%,

Map:COPPA = 'ObservationalStudyProtocol.diseaseCode'
Map:COPPA = 'StudyProtocol.diseaseCode'

Map:COPPA = "Interventional StudyProtocol.diseaseCode'
Map:CTGOV = 'Conditions or Focus of Study'
Map:CTOM = 'Protocol.diseaseCode’

targetAnatomicSiteCode

T R RN = — N

public :
DSET<CD>

DSET<CD>

T T

RO FE IR & 70 D MR 2 RIALIE 2 IS 95 7o iz =2 — Rk
SN, BlAIE. B, IR,

Map:COPPA = 'StudyProtocol.targetAnatomicSiteCode’
Map:COPPA =

'Observational StudyProtocol.targetAnatomicSiteCode'
Map:COPPA =

'Interventional StudyProtocol.targetAnatomicSiteCode'

designConfigurationCode

YA A — K

public :
CD

CD

T

BRARARER, ATERRRER CIRIR 7 L — 7 O D 7= DI B % &
iR 2 HIC T 272 0lc a— Me sl filx
IX. Parallel Group Design (fT#ET ¥ 1 ) | Crossover
Design (7 @ ZAA—/3—F %1 ) | Factorial Design (X7
A ) . CohortStudy (=7v— ~#f%E) | Case-control Study
GEBI*BEFSE) . Case-only Study (77— AA > U —HF5E) |
Case-crossover Study (iEf 2 m A A4— N—4Hf4E) | Ecologic
Study (HussktHRIHFZE) . Community Study (HulskfiFse) |
Family-based Study (FIEIZHS S HFZE) 72 &,
B ORERTIX, AR R D16 (F7IXERHR) I
F AT B — DU ORI EA~D T X MM B L
Do

Map:COPPA =
'InterventionalStudyProtocol.designConfigurationCode'
Map:COPPA = 'Observational StudyProtocol.studyModelCode'
Map:CTGOV = "Intervention Model'

Map:CTGOV = 'Observational Study Model'

Map:CTGOV = 'Study Design'

Map:WHO = 'Study Type Study Design Assignment'

studySchematic

R[]

public :
ED

ED

T T

R BERDOTR Y 7 T MDA T IR O
(RSN A PN

Map:COPPA = 'StudyProtocol.studySchematic'
Map:COPPA = 'Interventional StudyProtocol.studySchematic'
Map:COPPA = 'Observational StudyProtocol.studySchematic'

populationDescription

EEH DL

public :
ST

ST

T

RRBRIMINE 2 5 D TR E FEME DO SCRIC K 2 KRBT, AR
T LT DEMIC OV TCRIR T 5,
1 BT IN—THED D,

Map:C3PR = 'Study.type'
Map:COPPA = 'Interventional StudyProtocol.populationDescription’
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AT

/—h

Map:COPPA = 'ObservationalStudyProtocol.populationDescription’
Map:COPPA =

'Observational StudyProtocol.studyPopulationDescription'
Map:COPPA = 'StudyProtocol.populationDescription'
Map:CTGOV = 'Study Population Description'

Map:WHO = 'Health Condition(s) or Problem(s) Studied'

studySubjectTypeCode

BRI = — R

public :
CD

T
CD

BalT % B ORI G RE TR T 5 720l = — FEE -
i, B2 0T, BRRBRTIE. RROMEE Tt N Thb,
i ORBTIE, B (5 b, ~UR) ZALEANRD 5.

Map:HL7SP = 'StudyParticipation RMIM'

plannedStudySubjectExperience

HE S U7 AR R O R R

public :
ST

T
ST

TR MMEFTEEREBODR Yy 7 RFEPIED Ry 7 BHE
e _EERBERIRN Yy 7 g BRoR > 7 OIE/F & #
LI

Map:PRM = 'Planned Subject Participation Experience (ICH)'

targetAccrualNumberRange

I tase & il

public :
URG<INT>

T T
URG<INT>

PR CTHAT D TREDWERE D/ - e KB AWM T 2
Ik 2 IR

T EE OMBRAE (FICR/NOMBRERET D) 1T
targetAccrualRange. IVL<INT>.low C, KD R5F:zEAEET
targetAccrualRange.IVL<INT>.high. T 5,

Map:C3PR = 'Study.targetAccrualNumber'

Map:COPPA =

'Observational StudyProtocol.maximumTargetAccrualNumber'
Map:COPPA =

'Interventional StudyProtocol.maximumTargetAccrualNumber'
Map:COPPA = 'Interventional StudyProtocol.targetAccrualNumber'
Map:COPPA = 'StudyProtocol.targetAccrualNumber'

Map:COPPA =

'Observational StudyProtocol.targetAnatomicSiteCode.targetAccrual
Number'

Map:COPPA = 'StudyProtocol.maximumTargetAccrualNumber'
Map:CTGOV = 'Enrollment’

Map:CTOM = 'Protocol.targetAccrualNumber'

Map:WHO = 'Target Sample Size'

periodicTargetAccrualNumber

0 e 8 A B

public :
RTO<INT,PQ>

T v
RTO<INT,PQ>

REE OISR 2 TET DHEERE O/ « BRI Z kI
T HINT A OB, FIE. 14 HORBEREICHONT,
HDHRBRORBRFRAEN 1 H B0 100 DGAE. BlEDS 1%
K100, o RHEPQ TH D, T I TEIL L, HALIXH TH
Do

Map:COPPA = 'StudyProtocol.monthlyTargetAccrualNumber'
Map:COPPA =
'ObservationalStudyProtocol.monthlyTargetAccrualNumber'
Map:COPPA =

'Interventional StudyProtocol.monthlyTargetAccrualNumber'

accrualReportingMethodCode

A MEE=— K

public :
CD

T
CD

BT — & ORBKHEE ~OWME I S D Fik 4
E\Z T D72l = — M S vcfE, B, sea, g,

Map:COPPA = 'StudyProtocol.accrualReportingMethodCode'
Map:COPPA =

'Observational StudyProtocol.accrualReportingMethodCode'
Map:COPPA =
'InterventionalStudyProtocol.accrualReportingMethodCode'
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B ZAT J—h
responsiblePartyCode public : FBR O FEN B R B 2 O FEEOMEZ HMEICT 5729
CD IZa— NMeE 7l BlzIE, Pl E I3 BRIKEE
RN = — K TV w7 Map:COPPA = 'StudyProtocol.responsiblePartyCode'
CD Map:COPPA = 'ObservationalStudyProtocol.responsiblePartyCode'
Map:COPPA = "InterventionalStudyProtocol.responsiblePartyCode'
Map:CTGOV = 'Responsible Party'
participatingOrganizationTypeC |public : RIS & R HI % MUk O RO & RIS 5 =01 o — R
ode CD {b & 7=fl, #x1E. Cancer Center (&> % —) . Clinical
o R . Center (M%) . Consortium (FL[F{A) | Group (7 /L—
SRR FEIE = — R TV w7 7). Intergroup ((EFZ7v—7") . Multi-Center (Zfitig%) .
CD Network (%~ hU—2) | Single Institution (H—fzk)
Map:COPPA = 'StudyProtocol.participatingOrganizationTypeCode'
Map:COPPA =
'Observational StudyProtocol.participatingOrganizationTypeCode'
Map:COPPA =
'Interventional StudyProtocol.participatingOrganizationTypeCode'
participatingCountryCode public : SINE LY TETSH, BELZENT L, ZE LTS
DSET<CD> PAMICT D70l a— MeS vz E,
ZNE = — B T Y v Map:WHO = 'Countries of Recruitment'
DSET<CD>
aeCodingSystem public : FRER DA FERELERIAE A S ND 73— ML AT A,
]
Map:COPPA = 'StudyProtocol. AEcodingSystem'
HEFRa— ML AT L PXT U v Map:COPPA = 'Observational StudyProtocol. AECodingSystem'
1 Map:COPPA = 'InterventionalStudyProtocol. AECodingSystem'
multilnstitutionIndicator public : BN EL O CRIBHCERT 5 L 212571 v ST
BL L E AT D,
- - o ZAUPEESHE S LB o H 0, BRI 3R
SRR N LD AR BE R0, T DICBE LR B,
Map:C3PR = 'Study.multilnstitutionIndicator'
Map:CTOM = 'Protocol.multilnstitutionIndicator'

Tagged Values (& 211 & (&)
. Map:AE = Study.

Map:AE = Study.name.

Map:AE = Study.primaryldentifier.

Map:AE = Study.additionalldentifier.

Map:C3PR = Study.sponsorCode.

Map:C3PR = StudySubject.informedConsentSignedDate.

Map:COPPA = StudyProtocol.

Map:COPPA = InterventionalStudyProtocol.primaryCompletionDate TypeCode.
Map:COPPA = InterventionalStudyProtocol.dataMonitoringCommittee AppointedIndicator.
Map:CTGOV = Protocol.blindedIndicator.

Map:CTOM = StudyParticipantAssignment.armldentifier.

Map:CTOM = Protocol.sponsorCode.

Map:CTOM = Protocol.monitorCode .

Map:HL7SD = PlannedStudy.

Map:HL7SD = StudyCharacteristic.
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Map:HL7SP = Study.performer2.
Map:HL7SP = Study.performerl.
Map:HL7SP = Study.evaluation.
Map:HL7SP = Study.subjectOf1.
Map:HL7SP = PlannedStudy.id.
Map:HL7SP = Study.
Map:HL7SP = PlannedStudy.
Map:HL7SP = Study.subject.
Map:HL7SP = Study.id.
Map:Lab = SubjectAssignment.studySubjectldentifier.
Map:SDTM IG = TA.STUDYID.
Map:SDTM IG = TI.STUDYID.
Map:SDTM IG = AE.STUDYID.
Map:SDTM IG = CM.STUDYID.
Map:SDTM IG = DS.STUDYID.
Map:SDTM IG = EX.STUDYID.
Map:SDTM IG = CO.STUDYID.
Map:SDTM IG = DV.STUDYID.
Map:SDTM IG = DM.STUDYID.
Map:SDTM IG = MH.STUDYID.
Map:SDTM IG = DA.STUDYID.
Map:SDTM IG = TS.STUDYID.
Map:SDTM IG = SU.STUDYID.
Map:SDTM IG = SV.STUDYID.
Map:SDTM IG = SE.STUDYID.
Map:SDTM IG = TV.STUDYID.
Map:SDTM IG = TE.STUDYID.
Map:SDTM IG = VS.STUDYID.
Map:SDTM IG = IE.STUDYID.
Map:SDTM IG = QS.STUDYID.
Map:SDTM IG = LB.STUDYID.
Map:SDTM IG = EG.STUDYID.
Map:SDTM IG = SC.STUDYID.
Map:SDTM IG = PE.STUDYID.

6.69 Protocol Representation Sub-Domain::StudyActivity
(ABREBHEEREY T FA (2 HERED)

public Class:
Study (GRER) 7 VA > O Th % DefinedActivity (FF% S 7-I5E)) .

Bz 1%, BT A > (Study's design) (I EHEDIEE G TV A, MEIZBIT % DefinedActivity
(EFRINTIEE) 1IAZ 7 A% LT Study GRER) 12V v 735,

7 : Study GGRER) IR T Z OIEEN 2SS 2 [0 % OFEXTRY 7R # A X > 27713 PlannedActivity (G S 4172
5@ Tk b,
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Protocol Representation Sub-Domain::StudyActivity Connections

(A EWFEZERTY 7 P AL HGEE) =522 3>)
axy J—2R Z2—7 v b /—h
/Association StudyActivity DefinedActivity % StudyActivity (GREATEE)) 13,

associates a study to

+associating
0..*, unordered, none

+associated
1, unordered, none

12 BR & — > D DefinedActivity
(B S NIED) (Cpd s
%, 4 DefinedActivity (EF&h

associates an activity to

+associating
0..*, unordered, none

+associated
1, unordered, none

ESPES FRR IS ) EFe ST IEE ; .

I o pere s it in s - . B %

BB B S B hisrons L iy ek

(t*\ NEFAF T 22 Ly 28l IERAHT 22 L. 7oL =B 2 RS B 4L

Constraints (#/#7)
Inverse Relation GXFHBEE) : 12X
DRBRIZEESIT b D
Tagged Values (& 7'/ & fi)
Map:Lab:
SubjectAssignment.studySubjectldent
ifier

/Association StudyActivity Study % StudyActivity (GREATEE)) 13,

WICIEEN 2 —> 0 Study (GRER)
WZBE S5, 45 Study GRUER)
1L, FFIZ—2LL E® StudyActivity

B PSR B EER M . e s
—— . T NN B IZE 0 2 RS
R B S LB 2 S s | hn ) SR VR
0.*, EFFfTTF72 L, 220, EFRfHT7Z2 L, 2L °
L Constraints (#/#7)
Inverse Relation GXFHBE) : 12k
DIRENCBEE ST 5D
Tagged Values (% '/ & f8)
Map:HL7SD:
PlannedStudy.Component2
Map:HL7SD:
PlannedStudy.Preconditionl
Map:Lab:
SubjectAssignment.studySubjectldent
ifier
/Association PlannedActivity StudyActivity 4% PlannedActivity (G S AL727E
is a use of +using +used &) X, HIZ—>? StudyActivity
0..*, unordered, none 1, unordered, none GREREE) OfHECh 5, &
. . ., s StudyActivity (GUBRTES)) (X, FF
@ EHE S AT RIS T \Z—2LL_E® PlannedActivity (Ft
0.% WEFFfHF 7R L 2L MEFERFF R L, 2L [ 50
[_/ o
Constraints (7#/#7)
Inverse Relation G¥FHBE) : & L
TEAES
Tagged Values (& 211 & f&)
Map:HL7SD:
PlannedStudy.Component2
Map:HL7SD:
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axs ¥

J—2A

¥—5 v b

/—k

PlannedStudy.Preconditionl
Map:HL7SD: EligibilityCriterion

Protocol Representation Sub-Domain::StudyActivity Attributes
(ABEMFEZEXT V7 F A1 >:StudyActivity (FGRIEE BIE)

Bt AT J—F%
studyFocusIndicator public : TEEIN R CORBOER L 2208 2 EZ T 5,
BL RO 2R CIE, RBRCERERD DU EDIE
TEE L EAEHEHT 5,
SR E S D IS <7 % e
BL

Map:COPPA = 'PlannedEligibilityCriterion.name’

Tagged Values (& Z'ff& (&)

Map:HL7SD = PlannedStudy.Component2.
Map:HL7SD = PlannedStudy.Preconditionl.
Map:HL7SD = EligibilityCriterion.

6.70

(RBREEAEEREY T F A1 2 HBRE)

public Class:

Protocol Representation Sub-Domain::StudyAgent

RERO—E & LTl S 2 £2i3d R S 2 /Wi 2132 O G b,

T BRICRBREEDN H D56

BEH < —2LL LD StudyActivity (

studyFocusedindicator GRER DS DFREE) =Y ThH D,

Protocol Representation Sub-Domain::StudyAgent Connections

ARERTEE)) CRBRE A L.

(RBEMAEERTY 7 FA L HGRE 2522 5)

ke /A Y —2 F—%v k )=l

/Association StudyAgent Study - StudyAgent GRERIE) 13, WiC
is evaluated by +evaluated +evaluating —o0 Study (GXBR) 12 XY FEA

i
&V S D

0..*, unordered, none

+ifl S D

1, unordered, none

A5

S5, % Study BRBR) 1%, FF
\Z—2LL @ StudyAgent (F5R
) ARl 5,

O.% MAFFfHIF 722 Ly 7oLy WA 7Z2 Ly 78 L leongraints (#49)
L Inverse Relation G¥FHEE) : GFAM
45
/Association StudyAgent Product % StudyAgent GRERIE) (%, #IZ
is a function performed by +performed +performing —->@ Product (#45) 12X Y EiE
0..*, unordered, none 1, unordered, none SN AMEETH S, % Product (Bl
. L ) 1, FRlc—2L ko
e BRI 5 Aot (SR e
(£ 0 S S AR T B R S D i % SudvAgent (LK) = LICHHE
0.*, NEFFAFF 72 L, 7l IEFPAFF 2L, 72 L °

L Constraints (#/#7)
Inverse Relation G¥FHBE) : & L
THEHET D
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is a transfer of

3

i
DZITELTHD

WA

nsfer
+transferring
0..*, unordered, none

Fht S AT R A 1)

+transferred
1, unordered, none

IE L

+52 TS

0.*, EFEFHFZR L. 72
L

+ITE SIS
1. BT L, 72l

axyH J—2R ¥—5 v b /J—Fh
JAssociation PerformedProcedure StudyAgent % PerformedProcedure (i X 21
uses +using +used 7= FIE) 1%, BRZ—2LLED
0..*, unordered, none 0..*, unordered, none StudyAgent (FABRZR) % ff I
. - L D, StudyAgent (GRERZK) 1%,
o SN B o T SudvAgent (LK)
(GRS i % i S5 - -
PerformedProcedure (3jii & 7= F
* JEFA T 700.%, AR 7 7
%flhﬁﬁﬁxbxﬁiTltﬁﬁﬁxbxx IE) X%,
Constraints (#/#7)
Inverse Relation G¥FHBE) : CfF
b
JAssociation PerformedStudyAgentTra|StudyAgent - PerformedStudyAgentTransfer

(G S N 7B T IE L)
L. W —>® StudyAgent (GRER
) OZTELTH D, 44
StudyAgent (FRERIK) X, FFlZ—
SLLED
PerformedStudyAgentTransfer (535
SNTEHBREZITIEL) TRTE
b,

Constraints (#/#7)

Inverse Relation G¥fHBI) : T%
JEIND
Protocol Representation Sub-Domain::StudyAgent Attributes
(RABEMTEERG T 7 FA1 2 HGRE BIE)
[EIE3 FAT ) —F
functionCode public : FRBRCHFANN L L5 Il S a2 2T 5 7l =
CD — MM En7-fE, #x1E. Lead Agent (J547#K) . Comparator
. Agent (xfHE%E) | Placebo (77 &7%) | Active Control (3%}
MRE o — N NT Y T W) 7p L
CD K ORBR TN A D - LIFEETH S,
Map:COPPA = 'StudyProduct.leadProductindicator'
Map:CTOM = 'StudyAgent.investigationalIndicator'
statusCode public : BRI Z eI T B 720l a— M h7zfl, iz
CD . RE. AR, KT, BB L,
R — K T Y v Map:COPPA = 'StudyProduct.statusCode’
CD
statusDate public : FRERE OAREE NI S - B ()
TS.DATETIME
) Map:COPPA = 'StudyProduct.statusDateRange'
KHE B S T T Map:CTOM = 'StudyAgent.statusDate'
TS.DATETIME

Tagged Values (& 21 & (&)

Map:COPPA = StudyProduct.
Map:CTOM = StudyAgent.statusDate.
Map:CTOM = AgentOccurrence.lotNumber.
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Map:CTOM = AgentOccurrence.formCode.
Map:CTOM = AgentOccurrence.expirationDate.
Map:CTOM = StudyAgent.investigationalNewDrugldentifier.

6.71

Protocol Representation Sub-Domain::StudyContact

(RRERAEERRY T F A/ U HRERELE)

public Class {root}:

ARBRORFE L LTFME it £ i3Iz s A,

Protocol Representation Sub-Domain::StudyContact Connections

(FBREMFEERG V7 F A1 > RREG AL 2722 9)

axy g J—2R F—Fv b /—k

/Association StucyContact ResearchStaff % StucyContact (FREREREFH Y

is a function performed by +performed +performing ) 1%, BRI 14 O ResearchStaff

P
iy

=

&V HEfESNDKETH D

0..*, unordered, none

BRI Y S

+FHEfE SN D

0.*, JEF-FHFZ2 L. 72
L

0..1, unordered, none

WFFEA X > 7

+3N 95

0.1, EFFFHTZ2 L, 72
L

(A2 v 7) [k Efish
HIERETH 5, 4 ResearchStaff

(BFFEA X v 7) 1%, Kpiz—>LL
|- StucyContact (GRBRHHEHH 2
#) L LTHEEET D,
7% : StucyContact (BB FH 2
#) I ResearchStaff (AfF%E A &
7) FEiziZ Person (N) OV
WA D Z LN TE BN, WM
15 Z &g,

Constraints (#/#7)

Inverse Relation G¥FHBE) : & L
THEHET D

IJAssociation

B
-~ DIEAS A LB 2

handles communications for

StucyContact
+communicating

1..*, unordered, none

B E HE Y E
+HEAG T D

1.*, BRI L, 72
L

Study
+communicated

1, unordered, none

FRBR
HERE A2 T D
1. BT L, 7L

% StucyContact (FRBR G2

) 1%, WIS o0 Study GR
BR) ~OuERE A ERT D, &
Study (GRER) 1%, ®ic—2L koD
StucyContact (GREREFEHE M) (T
HE 2 LBE S D,

Constraints (#/#7)

Inverse Relation GifHREE) : (258
U R A W)

Generalization

StudyResearchCoordinato|StucyContact
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source > target Ir Parent

Child
LAk ARBRIT It 2 — 7 ¢ — RRBRGEAR IR Y
VA > K= b A — Bl

%
Generalization StudyInvestigator StucyContact
source > target Child Parent
Ak AR AT BRI R Y
V=R > H— b S k)
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Protocol Representation Sub-Domain::StudyContact Attributes

(FBREMFEERT V7 F A1 2 RBRERGHYE BT

IE1E3

AT

) —F

roleCode

el = —

public :
CD

CD

T

BRSO FAL O R 2 IR T 5720102 — FE S
7M. 51 %1, Study Principal Investigator (=% s BREAT:
#) . Coordinating Investigator (GRERFHIEE(T-#) . Study
Director (FAUB%7 ¢ L7 #—) | Study Chair (FUBRIRE(T:
#) . Public Queries (/B2 =1 —) . Scientific Queries (%}
"~ =Y —) | Scientific Leadership (F}2¢VU —4%—) |

Map:C3PR = 'Studylnvestigator.roleCode'

Map:C3PR = 'StudyPersonnel.roleCode’

Map:COPPA = 'StudyContact.roleCode’

Map:COPPA = 'StudylInvestigator.roleCode'
Map:CTGOV = 'Overall Study Officials - Official's Role'
Map:CTGOV = 'Central Contact'

Map:CTGOV = 'Central Contact Backup'

Map:CTGOV = 'Overall Study Officials'

Map:CTOM = 'HealthcareSiteParticipantRole.roleCode'
Map:CTOM = 'StudylInvestigator.responsibilityRoleCode'
Map:HL7SP = "Investigator.Code'

Map:WHO = 'Contact for Public Queries'

Map:WHO = 'Contact for Scientific Queries - type'
Map:WHO = 'Contact for Public Queries - type'
Map:WHO = 'Contact for Scientific Queries'

primarylndicator

T ELRTRE

public :
BL

BL

T

TN FEEEIIHE 1 ORBUEER Y E N E D 2 WIS
60

Map:COPPA = 'Studylnvestigator.primaryIndicator'
Map:COPPA = 'StudyContact.primaryIndicator'

postalAddress

T {56 55

public :
AD

AD

TV v

LZNEGREASE L EEY/ ke B Y SIS NBES N g A e YR S e A

Map:COPPA = 'Studylnvestigator.postal Address'
Map:COPPA = 'StudyContact.postal Address'
Map:CTGOV = 'Responsible Party - Contact Information’
Map:WHO = 'Contact for Scientific Queries - zip'
Map:WHO = 'Contact for Public Queries - country’
Map:WHO = 'Contact for Public Queries - zip'
Map:WHO = 'Contact for Public Queries - city'
Map:WHO = 'Contact for Scientific Queries - country’
Map:WHO = 'Contact for Scientific Queries - city'
Map:WHO = 'Contact for Public Queries - address'
Map:WHO = 'Contact for Scientific Queries - address'
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B ZAT J—h
telecomAddress public : RS B OEAOEE, 77 v 7 A, BT A&k
BAG<TEL> ET D DIMEMT DT E 213 F DM,
Rl Y TV v Map:COPPA = 'StudyContact.telecomAddress'
BAG<TEL> Map:COPPA = 'StudyInvestigator.telecomAddress'
Map:CTGOV = 'Central Contact - Ext'
Map:CTGOV = 'Responsible Party - Contact Information’
Map:CTGOV = 'Central Contact - Email’
Map:CTGOV = 'Central Contact - Phone'
Map:WHO = 'Contact for Scientific Queries - telephone’
Map:WHO = 'Contact for Public Queries - telephone’
Map:WHO = 'Contact for Public Queries - email’
Map:WHO = 'Contact for Scientific Queries - email'
statusCode public : FREEAE I Y F ORBEZAMICT 2 720Ica— M-
CD i, B2, REE. b #T. BOEL,
UNE T Y w7 Map:C3PR = 'Studylnvestigator.statusCode'
CD Map:COPPA = 'StudyContact.statusCode'
Map:COPPA = 'Studylnvestigator.statusCode'
Map:CTOM = 'StudylInvestigator.statusCode'
Map:HL7SP = 'Investigator.statusCode'
statusDate public : PR FE 2 B AR RB DN S 7u7z AR,
TS.DATETIME
Map:COPPA = 'Studylnvestigator.statusDateRange'
KRR A S T T Map:COPPA = 'StudyContact.statusDateRange'
TS.DATETIME

Tagged Values (& 211 & (&)
Map:COPPA = StudyContact.

6.72 Protocol Representation Sub-Domain::Studylnvestigator
(HREMIFEEREY 7 FA M4 U HRREESE)
public Class {leaf}

Extends: StudyContact. : (#£%% FHGEFAHLE. 1)
RESPHZE . SBREMEF B IR, IRBARO =D ORBRFE MM ER L, ZIMEHE, 17— Fartk
Vb, THUEE, AT, BRI, R L, RRE amaICEE T o0

Constraints  (#/#7)
- Approved Invariant (7&i¥7EA4Z4/F) . |s a Function Performed By Qualifier (f&fifi 112 LV Ehi X 5

HRETHD) .
B9~ 5 Study (FBR) 2% InterventionalStudy (/M AsR) D54, Studylnvestigator GRERF(THE) 1%
HealthcareProvider (EJEFEALE) (28 0 FEfi S L HHERE TR ITITR 57220,
Approved Invariant (7R84 12 4/4) . Is a Function Performed By Exclusive Or (BEftIFRERFIIC L Y
FEhiSNHERETH D) .
StudylInvestigator (GABRE{£#) 13 ResearchStaff (Ff%E 2 % » 7) F7-1% HealthcareProvider (EFFEHL
) OWVWTANCLY ERISNDOEETH D, MTIZKDBEEETITZZRY,
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Protocol Representation Sub-Domain::StudyInvestigator Connections

(ABEMFEERT Y 7 FAL 2 ABREEE =R 9>)

axy g V=R =7 b /—F

IAssociation StudyInvestigator HealthcareProvider % Studylnvestigator (GRERE(T-H)
is a function performed by +performed +performing 1%, B2 144 0 HealthcareProvider

[ESFES

ICE D EESNOIETH D

0..*, unordered, none

AR AT

+E N S AL D

0.* MEFAHF 72 L,
L

0-1, unordered, none (EFARUHE) 1LV EHSND

WERECTd 5, 4% HealthcareProvider

%g%%? (ERRAE) 13, Frc—2Ll L
() i %‘“\\ ==
0.1, WFEFHT R L, 72 ) Etgg;;é%\ét;s_tlgator (AR EAEH)
L/ o

Constraints (7#/#7)
Inverse Relation (¥i+HBS)

THERET D

e L

Tagged Values (& 7'/ & fi)
Map:HL7SP: Investigator

Generalization

source > target

LAk

VA > H—lFy b

StudylInvestigator
Child

BB A

%

StucyContact
Parent
BRI A HH XY
Bl

Protocol Representation Sub-Domain::Studylnvestigator Attributes

(FRBEMFEEXRZ VT F AL 2 RBEEE BT

B

547

/—k

identifier

el

public :
1

T T
I

Studylnvestigator (GREREA(EFE) O A P2 2T 5 EA DR
o

Map:C3PR = 'Investigator.ncildentifier'
Map:COPPA = 'Studylnvestigator.id'
Map:HL7SP = 'Investigator.id'
Map:SDTM IG = 'DM.INVID'

signatureText

ELT XA

public :
ST

T w7
ST

FEXOFTEMNCE 2O £ 72 LR R 2 ol 4 2 R BT
HINEL LT K4,

T BINEDNHE SN HZEITO Act ((TH) ~DBINA %
L. BEETAHAEFEELAS 2 L ICAET A EICLDEL
FETAI~NT AT 4 TIZ L D E4 O,

Map:C3PR = 'Studylnvestigator.signaturelndicator’
Map:C3PR = 'Studylnvestigator.signatureText'
Map:COPPA = 'Studylnvestigator.signatureText'
Map:CTOM = 'StudyInvestigator.signature Text'
Map:CTOM = 'StudyInvestigator.signaturelndicator'

effectiveDateRange

public :
IVL<TS.DATETIME>

[FRBREATE D EENT 5 B RO R,

Map:C3PR = 'Studylnvestigator.startDate'

T w7 Map:C3PR = 'StudyInvestigator.endDate'
H2h 72 B A IVL<TS.DATETIME> |Map:COPPA = 'StudyInvestigator.dateRange'
Map:CTOM = 'StudylInvestigator.stopDate'
Map:CTOM = 'StudyInvestigator.startDate'
Map:HL7SP = 'Investigator.effectiveTime'
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Tagged Values (#2711 Z &)
Map:C3PR = Studylnvestigator.roleCode.
Map:C3PR = Studylnvestigator.statusCode.
Map:COPPA = StudylInvestigator.
Map:CTOM = StudylInvestigator.statusCode.
Map:CTOM = Studylnvestigator.responsibilityRoleCode.
Map:HL7SP = Investigator.statusCode.
Map:HL7SP = Investigator.code.
Map:HL7SP = Investigator.

6.73 Protocol Representation Sub-Domain::StudyLegalSponsor

(RREEHBEERRY T F A1 2 REAREKES)

public Class:
Rtz Bae L, SRBRICIEM 2 BT A2 R osBRik S .

{ﬁJ HALHEEY  (National Cancer Institute [>K[EE S22 AMFSERT] . National Institutes of Health [K[E [E N7 4
Fﬁ] ) SCRMeE (REES)

Constraints (#/#9)
Approved Invariant (Z&#¥F 512 4/#) . Is a Function Performed By Exclusive Or (HEfhAFRFEFNIC
FEis L HHETHD) .
StudyLegalSponsor (VERYFER{KHESE) 1T HealthcareProvider (&%) * 7213 Organization (ki)
DNWTINZE Y FEEESNHHEETH Y . WiHIZ K HHERE TIER 0,

Protocol Representation Sub-Domain::StudyLegalSponsor Connections

(RABEMEEXB VT F AL 2 BHRARKES =% 3>)

axy g J—=R F—Fv b /—h
/Association StudyL egalSponsor Study - StudyLegalSponsor (VA FAER {1k
is responsible for +sponsoring +sponsored HEE) 1, WIZ—o® Study GR
0..*, unordered, none 1, unordered, none ) 1T B A EO, 4 Study (Bt
. N L, BR) 1%, B —oM ko
&?E R O RBR A R StudyLegalSponsor (7:RRRER (K HH
0., MEFFRH 7 L, 721, MERHFZR L, 2L B .
L Constraints (7#/#9)
Inverse Relation G¥FHBEE) : DF
(EORMETH S
/Association PerformedProtocolDeviat [StudyL egalSponsor - PerformedProtocolDeviation (52
is authorized by lion +authorizing fiEn-7ua ha—/Lfil) |
+authorized 1, unordered, none #0120 StudyLegalSponsor (15
0..*, unordered, none WRBRAEE) (TR SND, %
i Sl S 7 b R i;;dy&;egaal#sﬁoisiﬁi?ﬂﬁmﬁ
KR END VLI KT D N L e
i 1S LR AL, L feomedProtocalDeviation (6T
* EFATT L T 7 - i
[/ o
Constraints _(7/#)
Inverse Relation GYifHRH) : 7&GR
ERA
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JAssociation
is a function performed by

i
(CE Y FEhii SN HMETH D

StudyL egalSponsor

HealthcareProvider

+performed
0..1, unordered, none

AR RUBR A
+ 30 S D

+performing
0..1, unordered, none

R HEH

+ NI %

4% StudyLegalSponsor (JERYFRER{K
FEE) X, BRI 140
HealthcareProvider ([ZE#R$E{L#)
IRV FERESNHERETH D, &
HealthcareProvider ([ZE#E$E{L#)
X, HBFIZ—-2® StudyLegalSponsor

L

L

0.1 JEFFAHF 78 Ly 72000 MM A Ly 728 | opnavme ey 1 | it
L L 7. :
Constraints (7/#9)
Inverse Relation G¥tHBI) : & L
THERES D
/Association StudyL egalSponsor Organization % StudyLegalSponsor  (JEERER{K
is a function performed by +performed +performing HEE) 1. Rl —o D
0..*, unordered, none 0..1, unordered, none Organization (%) 1= & v Ffi
4Bk s H H
it iREEE (i T S B T Organization
IC& VRSN AHETHS FEES NS el RRe StudyLegalSponsor (3Bt (&i
0.% MEREfHT 22 L. 70,1, BRI AR L, 72 .

) L LTHERET D,

Constraints (#/#7)
Inverse Relation (GG¥iFHR)

&L

THERET D

Protocol Representation Sub-Domain::StudyLegalSponsor Attributes

(FBREMFEERT V7 F A1 2 BB E BT

J]ea A7 J—h

primaryIndicator public : TR EEE L 1 OERBRIKEEE 2 & 5 a2 kIS
BL é o

EECiECsY T v Map:WHO = 'Primary Sponsor’
BL Map:WHO = 'Secondary Sponsor'

Tagged Values (& 21 & (&)

Map:C3PR = StudySponsor.
Map:HL7SP = Investigator .

6.74 Protocol Representation Sub-Domain::StudyObjective
(RBRERITEERBEY I FA 4 U HEBEMN)
public Class:
BRI SN T — 2 OFTIC KLV [BE 2155 TEOR P2 MICE L <, BBra Ehid 58,
Protocol Representation Sub-Domain::StudyObjective Connections
(ABREMRFIEERTY 7 FAL HBAR =5%223)
v V—2R Z2—7 v b /—F
/Association StudyObjective Study % StudyObjective (X5 H 119)
is an aim of +involved +involving %, #WIZ—20 Study () o
1..*, unordered, none 1, unordered, none HICTH 5, % Study (FRER)
L. L. X, Wiz—2Ll ko
5B FRER H Y [FRER - —p N
a— L e B 9) D
DODHBTH D +EEILD +E e zugﬁcg)g{ectlve (FURERD) 03k
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axyH V=R 2= v b /J—Fh
Lx WEFFAT 22 Ly 2L, BT R L L
L Constraints (#/#7)
Inverse Relation G¥ifHEH) : gk
> H¥fET
/Association StudyOutcomeMeasure  |StudyObijective % StudyOutcomeMeasure  GGRERTE
measures +measuring +measured HIER:) 1. wic—2U ko
1..*, unordered, none 1..*, unordered, none StudyObjective (FABR H 1) % &
i SRR RAEE: R o Do & StyObjective (BIRE
ETS T S S yOutcometemsre. (HBRHE
% * BV . [~
tflﬁﬁﬁﬁﬁbxﬁtflﬁﬁﬁﬁﬁb\ﬁ ) CHIE X LD,
Constraints (7#/#9)
Inverse Relation GFFHBES) (23
SIS

Protocol Representation Sub-Domain::StudyObjective Attributes

(FBREMFEERL VT FAL 2 FBREH  BIE)

i ZAT J—h
primaryIndicator public : IR EEEILEH LORBREMNNE I D EHEICT 5,
BL
Map:SDTM IG = 'TS.TSPARMCD'
FEELR T T
BL
description public : B O E | L AR,
ST
Map:SDTM IG = 'TS.TSPARMCD'
RLI T v
ST

Tagged Values (& 211 & (&)

Map:SDTM IG = TS.TSPARMCD.

6.75

(RREEHEERRY T F A4 BRERAER

public Class:

Protocol Representation Sub-Domain::StudyOutcomeMeasure

KR COEREHOZBOWNE., EHITBEMEICHONT, BESLRKHAO X — 8 LERE, VA7,
B L OBBEOFLR I S5 B CEERBIEE 381805, Tl TR b BEER S5 R ENEE,

Protocol Representation Sub-Domain::StudyOutcomeMeasure Connections

(R EMHEEHXTY 7 P AL HBRERAEY =%223)
axyx =58 Z—Fv b J—F
/Association StudyOutcomeMeasure [StudyObjective - StudyOutcomeMeasure (FABR#E
measures +measuring +measured FOREEE) 1. Elo ol ko
1..*, unordered, none 1..*, unordered, none StudyObjective (B H i) 2 %
. e o E S L o 4+ StudyObjecti B
B BUBEEBEY:  RERAM o eyOnleetve (FERE
HET HRET S HlE S B v <k
BERE \EI
L WUFFT R L xR L, e P maeieasire (LA
L/ L/ 2 o
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axs ¥

J—2R F—Fv b

/—k

Constraints (#/#7)

Inverse Relation (G¥FAR4)

Eshs

A

Protocol Representation Sub-Domain::StudyOutcomeMeasure Attributes

(FBREMFEERT V7 F XA > AGATRINE: B

Bt A7 /—h
name public : FRERG RHE 123 2 R A O SCEIZ K D+, Bl 2
ST £, AER,
R T v Map:COPPA = 'StudyOutcomeMeasure.name'
ST Map:CTGOV = 'Secondary Outcome Measure'
Map:CTGOV = 'Outcome Measure'
typeCode public : FRERE RIEE O 2 IS T D7z oica— M sz
DSET<CD> fif, BIAIE. nfa, ZaME A0E. EFRSEME, SA
. TRATEYT o, FEyEE, FIE,
fEfH o — K T T
DSET<CD> Map:COPPA = 'StudyOutcomeMeasure.typeCode'
Map:CTGOV = 'Study Classification'
Map:CTGOV = 'Safety Issue?'
primaryIndicator public : TR EREETE 1 OB RIS ENE O a2
BL e
ki) T Y Map:COPPA = 'StudyOutcomeMeasure.primaryIndicator’
BL Map:CTGOV = 'Primary Outcome Measure'
timeFrameText public : FRERAE RIE L 2 7l DR, Bl AR, 145,
ST
) Map:COPPA = 'StudyOutcomeMeasure.timeframe’
REEIFET % A B T Map:CTGOV = 'Time Frame'
ST

Tagged Values (& 21 & (&)
Map:COPPA = StudyOutcomeMeasure.

6.76

public Class:

FeE OFERITKRF L, A Hak.

#

(BREETEERRY T F A4 2 BREGRES)

& % Mk OBE,

Protocol Representation Sub-Domain::StudyOversightAuthority Connections

Protocol Representation Sub-Domain::StudyOversightAuthority

e, [E, EERER VL TOEMEZNIEOE =2V 7 Bl BEHERD

(FRBREMFEERT V7 N A1 > BBREEE =F223)

axRxyH =R 22— b /—h

/Association StudyOversightAuthority [Study - StudyOversightAuthority (FRERES

oversees +overseeing +overseen WHMER) 13, 7 lc—>0 Study
0..*, unordered, none 1, unordered, none (RER) ZEHT 5, 4 Study
e s GABR) 1X., Hplz—oLlE

. Eab kil e ., StudyOversightAuthority (FREREEAH

L LTS o e

Bt 2 0.%, /T2 L, AFrEfEnD o °
L L EFEA R L, 7L Constraints (#/#7)
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axyH V—2

¥—5 v b

/—Fh

Inverse Relation GfifEBE) 2B
tHEns

Tagged Values (& 7'/ & i)
Map:COPPA:
InterventionalStudyProtocol.dataMoni
toringCommittee Appointedindicator
Map:CTOM: Protocol.monitorCode
Map:COPPA:

Observational StudyProtocol.dataMoni
toringCommittee Appointedindicator
Map:COPPA:
StudyProtocol.dataMonitoringCommi
tteeAppointedindicator

JAssociation StudyOversightAuthority

OversightAuthority

is a function performed by +performed

0..*, unordered, none

PR B AR

Bl + I S D

(R FEM SN LHERETH D |0.*, EFFHT7Z2 L, 72
L

+performing
1, unordered, none

EEAMEE
+3N 95
1. BT L, 72l

S StudyOversightAuthority (B
BIMEE) | el
OverS|ghtAuthor|ty (BEHHER) 1
XV FEHESNLERETHD, &
OversightAuthority (B AR

X, BRl—2L ko
StudyOverS|ghtAuthor|ty GREREEAR
ME#) L LCHERET D,

Constraints (#/#7)
Inverse Relation (Gifi+H[g)
THERET D

&L

Tagged Values (¥ 21 & f5)
Map:CTOM: Protocol.monitorCode

Tagged Values (& 21 fE)
Map:COPPA =
Map:CTGOV = Data Monitoring Committee?.
Map:CTGOV = FDA Regulated Intervention?.
Map:CTOM = Protocol.monitorCode .

6.77
(RRRBHEERET I FA Y

public Class {leaf}

Extends: Document. :
FEEOTERE, FNA, FHI,

(W# X&)
i SN St 7/L ST T 4

InterventionalStudyProtocol.FDAregulatedIndicator.

CHRBREBEE)

BEdh, TRt

. BRERERE O A Y

Protocol Representation Sub- Don1anr'StudyProtocolDocurnent

NS 2 N S: (DR

ARV, ODERAOZD R A BT 2 B e A O TENF I A U L 72 3

IR S T . fHER. HEY, . BHE (YA 0 A, MEHEBE, Mz Ed) | 20
L ORBRVE RIS S D (22 L ZRUZR B2y o BRBRET, BT, I JOREBRE OFHEIC OV T HED
SuN DA DR (W E A SRR

HE: 7o b=— (protocol) | &) HFEITHRYIAWVERE b HOERR T, NEDEWREZ RT7=DICHIRT 2
VENRB D, LR ->T, o7 v h=—/L (protocol) & XBIT 5702 TRRBRIEfEFHHE (study

protocol) | &9 FHFEAEIN L7z, BRIDG Ofij/N— 3 > Cld, StudyProtocol (GRERFEEaIMIE) (2iX12 7
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A LMginoTz, Ll StudyProtocol (GRERZFEMiGFHEITE) T SOMlIOEKEZ RL T\, 4EL itz
StudyProtocolDocument (GRER FEhEFIEIE) & Study GRER) 120107,

7% : StudyProtocolDocument (FRB% Ff 18 E) (X, DocumentRelationship (SCEDBAMRNE) DA DBEZ A L

T, [FEBPSCE, EFIHEE (CRF) . #ifil - A&GRSCE. M Y (L ZHICR B0 ARERIC

BE3# 9~ 2 it O AfBLY 72 Document (SCE) L BIE#E$ %, BRIDG DR /N— 7 > Tl StudyProtocol (FRBk 3 fiti 71
#) L Document (i) LIFEKNORBRTH 7=, Lo>L. DocumentRelationship (CCEDBILRME) &< SA
B\ET HOTHENEIRE L,

I : BRIDG |3 %72 Correlative Studies (FAEEHFIE) DOHEREEA 2 fif 2 TV s, EEEBRO
StudyProtocolDocument (FRER FHE 5+ ) & FHRIRFZE D StudyProtocolDocument (GRER FZHEFFHIE) & DD
DocumentRelationship (SCEDOBILRME) 2/t L TRV D 2N TEL LB HND,

Protocol Representation Sub-Domain::StudyProtocolDocument Connections

(FBEMFEEXB V7 F AL 2 RRER i HE 2% 5)

axy 4 V=R 52—y b /—k

IAssociation Study StudyProtocolDocument
is the execution of +instantiating +instantiated
0..*, unordered, none 1, unordered, none

% Study GRER) 1E. WiZ—oD
StudyProtocolDocument (A Bk 3
FHETE) OFTTH DL, &
StudyProtocolDocument (A 5k 32 it
GHEE) X, B oL ko
Study (RER) OFETH D,

[E5BE R [ I Jit 5 ) 2
DFITTHD +l~ 95 +lr S D

0.*, EFfHTF72 L, 7220, BT L, 2L
L Constraints (7#/#7)

Inverse Relation G¥iFAEE) : DFF
ETHD

Tagged Values (% '/ & i)
Map:SDTM IG: TV.STUDYID
Map:CTOM:
Protocol.blindedIndicator
Map:SDTM IG: DM.STUDYID
Map:CTOM:
Protocol.multilnstitutionIndicator
Map:CTOM:
Protocol.targetAccrualNumber
Map:SDTM IG: TA.STUDYID
Map:SDTM IG: DS.STUDYID
Map:SDTM IG: EX.STUDYID
Map:CTOM: Protocol.phaseCode
Map:SDTM IG: SC.STUDYID
Map:SDTM IG: QS.STUDYID
Map:SDTM IG: AE.STUDYID
Map:SDTM IG: DV.STUDYID
Map:SDTM IG: TE.STUDYID
Map:SDTM IG: SV.STUDYID
Map:CTOM: Protocol.intentCode
Map:CTOM: Protocol.monitorCode

Map:SDTM IG:
Map:SDTM IG:
Map:SDTM IG:
Map:SDTM IG:
Map:SDTM IG:
Map:SDTM IG:
Map:SDTM 1G:

Map:SDTM IG:

SE.STUDYID
SU.STUDYID
TL.STUDYID
CM.STUDYID
MH.STUDYID
VS.STUDYID
CO.STUDYID
PE.STUDYID
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axs ¥

J—2A

=7y b J—F

Map:SDTM IG: DA.STUDYID
Map:SDTM IG: TS.STUDYID
Map:SDTM IG: IE.STUDYID
Map:CTOM: Protocol.diseaseCode
Map:SDTM IG: LB.STUDYID
Map:SDTM 1IG: EG.STUDYID

Generalization
source > target

ik
VA > H—lFy b

StudyProtocolDocument |Document

Child

Parent

T

=5
=

Bl

Protocol Representation Sub-Domain::StudyProtocolDocument Attributes

(FBREMFEERT V7 F A1 > A EWGEHE BT

B A /—h
publicTitle public : — AR AT DO SCEOFRRE,
ST
Map:AE = 'Study.name'
NFFE T v Map:C3PR = 'Study.shortTitleText'
ST Map:COPPA = 'StudyProtocol.publicTitle'
Map:COPPA = 'Observational StudyProtocol.publicTitle'
Map:COPPA = "Interventional StudyProtocol.publicTitle'
Map:CTGOV = 'Brief Title'
Map:CTOM = 'Protocol.shortTitleText'
Map:WHO = 'PublicTitle'
publicDescription public : — AR AT O SCEOLEIC L H R,
ST
Map:C3PR = 'Study.precisText'
AT SN T v T Map:COPPA = 'StudyProtocol.publicDescription’
ST Map:COPPA = 'ObservationalStudyProtocol.publicDescription’
Map:COPPA = 'InterventionalStudyProtocol.publicDescription’
Map:CTGOV = 'Brief Summary’
Map:CTOM = 'Protocol.precisText'
scientificDescription public : WAL S URFERT - Hiifae W & IREimR 25t 3L
ST HEOLFEIZ L DB,
PR T Y v Map:COPPA = 'ObservationalStudyProtocol.scientificDescription'
ST Map:COPPA = "InterventionalStudyProtocol.scientificDescription'
Map:COPPA = 'StudyProtocol.scientificDescription’
Map:CTGOV = 'Detailed Description'

Tagged Values (& 21t Z &)

Map:AE = Study.primaryldentifier.
Map:C3PR = Study.longTitleText.
Map:C3PR = Study.consentVersion.

Map:COPPA =

Map:CTOM = ProtocolStatus.statusDate.

Map:CTOM = ProtocolStatus.statusCode.

Map:CTOM = Protocol.descriptionText.

Map:CTOM = Protocol.targetAccrualNumber.

Map:CTOM = Protocol.diseaseCode.
Map:CTOM = Protocol.monitorCode.
Map:CTOM = Protocol.phaseCode.

InterventionalStudyProtocol.identifier.
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6.78

Map:CTOM = Protocol.multilnstitutionindicator.

Map:CTOM = Protocol.documentUri.
Map:CTOM = Protocol.amendmentldentifier.
Map:CTOM = Protocol.amendmentDate.
Map:CTOM = Protocol.navyNCllIdentifier.
Map:CTOM = Protocol.ncildentifier.

Map:CTOM = Protocol.intentCode.

Map:CTOM = Protocol.longTitleText.
Map:CTOM = Protocol.blindedIndicator.
Map:HL7SD = PlannedStudy.setID.

Map:HL7SP = PlannedStudy.id.
Map:Lab = Study.name.
Map:Lab = Study.identifier.
Map:PSC = Study.name.
Map:SDTM IG = SC.STUDYID.
Map:SDTM IG = TS.STUDYID.
Map:SDTM IG = SV.STUDYID.
Map:SDTM IG = AE.STUDYID.
Map:SDTM IG = EG.STUDYID.
Map:SDTM IG = CO.STUDYID.
Map:SDTM IG = TA.STUDYID.
Map:SDTM IG = CM.STUDYID.
Map:SDTM IG = PE.STUDYID.
Map:SDTM IG = EX.STUDYID.
Map:SDTM IG = VS.STUDYID.
Map:SDTM IG = SU.STUDYID.
Map:SDTM IG = LB.STUDYID.
Map:SDTM IG = QS.STUDYID.
Map:SDTM IG = DS.STUDYID.
Map:SDTM IG = SE.STUDYID.
Map:SDTM IG = MH.STUDYID.
Map:SDTM IG = DV.STUDYID.
Map:SDTM IG = TE.STUDYID.
Map:SDTM IG = TL.STUDYID.
Map:SDTM IG = DA.STUDYID.
Map:SDTM IG = TV.STUDYID.
Map:SDTM IG = IE.STUDYID.

Protocol Representation Sub-Domain::StudyReference

(RBRERAEERRY T FA (2 HER3IAXH)

public Class:

AR SN = 1 D S B 5 AR SR O 51,

1 : CT.gov I 3CHRD PubMed @ ID %5 (PMID) F /i3 EmEs| A2 rT2 L 2R LTn5,
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Protocol Representation Sub-Domain::StudyReference Connections

(FABEMFEZERTY 7 P AL BRI X =R 2 9)

axRxyH J—2R 22— v b /—h

/Association Study StudyReference 7% Study GRER) 1%, RRlc—2LL

refers to +referencing +referenced |- StudyReference (XEx7 | ¢
1..*, unordered, none 0..*, unordered, none ) A BT S, &

. . . X StudyReference (X5 F SCk)
B Lo VRS TSR (= yﬁ’lléoui@ Study (&
2T 5 + 2T 5 +ZR NS ) 1C B XD

1> MEFATT 22 L, 7205 AT 2L, 7 - °

L L Constraints (#/#7)
Inverse Relation (ifHBE) : 1%
I

Protocol Representation Sub-Domain::StudyReference Attributes

(FBREMFEFRF V7 F XA > ARG A EIE)

& 1t ZAT J—h
publicationldentifier public : FRER S G I O S BET H AROM B M AL T 5
I DR, il 21F, 10987815 1% MEDLINE TO3 D720
N \ [&4 @ PubMed Identifier (PMID) T& %,
N T T T
I Map:CTGOV = 'MEDLINE Identifier
publicationName public : AR T Y — A & WIS 5 FEE A O LTS L 25
ST 7, 21X, MEDLINE /X PMID10987815 ® Y — AT 5,
N4 N7V w7 Map:PRM = 'PublishedResults title’
ST
universalResourcelocator public : ERRBRICEET S U =71 b (hitpif) DAl B BRI,
URL il 2 1%, _Thttp://www.alzheimers.org/] ,
L= R—PL Y =R = T y 7 Map:CTGOV = 'Links URL'
v URL
citationDescription public : NLM ¢ MEDLINE JEUZ K 5 EFES R,
ST
Map:CTGOV = ‘Citation'
GV [oksun T
ST
linkPageDescription public : Vo7 E8NER—VOLEICLLER, Voo Enit—2
ST ASBRKAEH D Website (7 =7 A b)) F OB
. e . _ DIR— L= ThiX,  [Click here for more information
Vo7 _= v ol ;1\_7 Iz about this study: (ARBRD S S5 RITIZ 242 ) v 27 LT

KEEW) | eForash, BREMG N EL P IRR SN D,

Map:CTGOV = 'Links Description'

Tagged Values (& 21 & (&)

Map:CTGOV = References.
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6.79

(BREEAEERRY T F A VB RY V—R)

public Class:

G, IR, M OSE & s i S5 R & o B,

Protocol Representation Sub-Domain::StudyResource Connections

(ABEWHFEEFRL Y T FALHB Y ) — X g 5)

Protocol Representation Sub-Domain::StudyResource

associates a study to

+associating
0..*, unordered, none

+associated
1, unordered, none

axRxy ¥y Y= =4y b /—Fk
/Association StudyResource Resource % StudyResource (FBRY v —R)

1. #ICEEBR A —> D Resource
(Vy—2R) ([CBHEXES, &
Resource (U YV —2R) %, MHic—

L

e BIR Y — 2 Y v—% : e -
(B i S B S LS BB ffffﬁ? ;“;dg{;;f,“;,‘%‘?i(jﬁﬁ; e
0% NAFFRHIZ Ly 721, MEFFRFZR L, AaL |00 T T
L o
Constraints (7#/#7)
Inverse Relation G¥FHBEE) : 12X
VERBRICEE ST BN D
Tagged Values (& 271/ & i)
Map:CTOM: Protocol.sponsorCode
Map:C3PR: StudyOrganization
/Association StudyResource Study % StudyResource (FBRY v —R)
associates a resource to +associating +associated X, HIZY Y —RZ & >0 Study
0..*, unordered, none 1, unordered, none (ABR) 1Bl S5, % Study
3t R Y —= Eat 7y St(jﬁiséjr\cﬁ%%%ﬁ;%fz i
WV Y —2AEEE IS +EE XD +RBESIT LN D Y0 — 2 ST BS
0.*, NEF-AHFZR L, 72l NEFEfHIT722 L, 72 L °

Constraints (#/#7)

Inverse Relation G#FHBE) 12Xk

DI Y—RCEESTOND

Protocol Representation Sub-Domain::StudyResource Attributes

(AR ERFEERTY 7 FAL AR — X B

A %078 B A

IVL<TS.DATETIME>

T
IVL<TS.DATETIME>

B A7 J—F

primaryIndicator public : IR FEELITFE LORBRY Y —2A0E 5 AT
BL }:)O

TR T Y w7 Map:COPPA = 'StudyResourceProvider.primarylIndicator'
BL

effectiveDateRange public : B Y Y — AN B RO P,

Map:COPPA = 'StudyResourcing.activelndicator'

Tagged Values (& 211 & (&)

Map:C3PR = StudyOrganization.
Map:C3PR = Study.sponsorCode.
Map:CTOM = Protocol.sponsorCode.
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Map:HL7SP = Study.performer2.

6.80 Regulatory Sub-Domain::OversightAuthority
(WY T FA A 2 BERESR)

public Class {root}:
Biak, Hue, E. EERAR LoV TOEYEANITEOET =2 Y 7 Bl BEEMERD & 2 kO %E,

5 21X, Medicines and Healthcare products Regulatory Agency (JeE[E3EF/T : MHRA) | Food and Drug
Administration CK[E# L EZK SR : FDA) . World Health Organization (TS £REEHERS - WHO) | Institutional
Review Board (fisx NEAZES : IRB) | fMlEES. MHEMBZESR L,

Regulatory Sub-Domain::OversightAuthority Connections

Y7 P AL > S =R 3)

axyx J—2R 2—7v b /—F
JAssociation OversightAuthority Organization - OversightAuthority (BERMER)
is a function performed by +performed +performing IX. #1Z—->0 Organization (4
0..1, unordered, none 1, unordered, none Y 12 L0 B S AKRETH
. o %, 4% Organization GHLAR) 1%,
[ Ljﬁ%% —"éﬂﬁ’%;ﬁk H%Eﬂ:*OOQD OversightAut%f\i)rity (s
XV ESNOMWEETH D tEMIND LS The D) i) b LCHRET 2
0.1, AT L, 7ol AT 2L, 72l °
L Constraints (7#7#9)
Inverse Relation G¥fHBEE) : &L
THERET
Tagged Values (% '/ & i)
Map:AE:
IAuthorization.responsibleAuthority
Map:CTOM: Protocol.monitorCode
Map:AE:
IAuthorization.authorizationHolder
/Association StudyOversightAuthority [OversightAuthority - StudyOversightAuthority (FRERE
is a function performed by +performed +performing HIEE) 1. Bl —om
0..*, unordered, none 1, unordered, none OversightAuthority (BSHMER) 12
. LV FERSNDIERETHD, &5
RS (M : Nokoi
bl FE SN e %Veﬁ%g;“jﬁ{gf&“tjy: Ogm’fﬁ*%%>
ICR Y EfE SN HHERETH D o> SAORZ P EMT D YT .
R Hine OL/ SELGARER R ‘El%ﬁggﬁ 7o L. 72 StudyOversightAuthority (BB
o ’ M) & LTHERET B,
Constraints (7#/#9)
Inverse Relation G¥ifHBEd) : &L
THEET D
Tagged Values (¥ 21 & f5)
Map:CTOM: Protocol.monitorCode
Generalization RequlatoryAuthority OversightAuthority
source > target Child Parent
AN St Elo) e s
VA > B =4y b Kl o
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0.*, EFEFHFZ2 L. 72
L

1. EFEfFF72 L., 7L

axy ¥ V=2 2= v b /—Fh
Generalization OversightCommittee OversightAuthority
source > target Child Parent
L R = = EEEE
V= A > B =0y b -+ Bl
Tagged Values (& 211 & (&)
Map:AE = Authorization.responsibleAuthority.
Map:AE = Authorization.authorizationHolder.
Map:CTOM = Protocol.monitorCode.
6.81 Regulatory Sub-Domain::RegulatoryAssessment
(GREIY T F A A >3RI EEE)
public Class:
B (T & 2 B B O R,
Bl 213, FDA KGR & B4 2 873K & 7o 1325 0 B FE E IR O R,
Regulatory Sub-Domain::RegulatoryAssessment Connections
RV 7 F AL 2 il 2R 2 23 )
axyx J—2R Z—TF v b /—F
/Association RegulatoryAssessment  [RegulatoryAuthority - RegulatoryAssessment (3Rl FE
is performed by +performed +performing ) X, Eiz—o0
0..*, unordered, none 1, unordered, none RegulatoryAuthority (i 5) 12
. B LVERIND, &
B Ll 5l L] 24 )= : w
— TS ST RegulatoryAuth Ll =5 )R
Ik EmEND i <D L E i B egulatoryAuthority - (Kl 24 =)

X, BRI —2L koD
RegulatoryAssessment (i #IFEAT)
I T %

Constraints (#/#7)

Inverse Relation (iFHBE) : FiE

ERA

IJAssociation
is evaluated in

i
XV FHI S D

Submission

+evaluated

1..*, unordered, none
R

Al S 4D

1.x, JEFFfHT 2 L, 72
L

RegulatoryAssessment
+evaluating
0..1, unordered, none

R il B

GRS

0.1, JEFFfHF7Z2 L, 72
L

- Submission (HIEE) (L. FFIZ—

> RegulatoryAssessment (5 il 5

M) Xk VRHMish D, &

RegulatoryAssessment (5 fill 74l
X, #iZ—-2LL ko> Submission
(F5E) Z7HEd 5,

Constraints (7#/#7)
Inverse Relation (¥i+HBS)
ERA

= i
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Regulatory Sub-Domain::RegulatoryAssessment Attributes

(BB 7" A 1 2 R BE)

& 1t ZAT /J—h
identifier public : LI REAT O30 A VE & e S2 g 2 A DRSS, 2T, NDA &
DSET<II> . IND &%, BLA., PMA, 510K 72 &,
GulRe T w7 Map:AE = 'Authorization.approvalld'
DSET<II> Map:COPPA = 'TherapeuticProduct.identifier'
Map:CTOM = 'StudyAgent.investigationalNewDrugldentifier'
assessmentCode public : BRI X D BEE R 2 fIC T 72 0ica— M
CD fifl, FlzIX, EHOBFE T, 22— NI, KR, &#
- R . _ iAK, FEARIE, FRA, HIZIX. JLESIPFE T2 — N
eHifi = — K N7V w7 Available (R 7)) . No longer available (BE1E) . Temporarily
CD not available (—MFAUFIHASF) | Approved for marketing (il
K)o
I —EOHFEE T, FERINZESLS TBEED ) 1TEIZ1T O
HETREAND DL, Thbb, TEE L LR T, FEE
n TERENS)
E RESICBI LT IREEOBATIT RIS L THEE O BIHIREAR
RENDGENDH DD, FIE O CIIME— O IRHIFHL 23 &
Thod, HYOHFET DKGEAIAKR] T, 20HT —F 5%
A7, BT LWERIFEEC T3GR) Sh25EE0H 5,
Map:CTGOV = 'Expanded Access Status'
assessmentDate public : R OFMONKET LB (BF)
TS.DATETIME AR EbERR AR (8H1) AR LRTUT R 67200
§ . M. R A ATH vy (1447)
G ff T me
TS.DATETIME Map:CTGOV = 'Expanded Access Status'
6.82 Study Conduct Sub-Domain::BiologicSpecimen
(BREREREH T KA A v EWigik)
public Class {leaf}
Extends: Material. : (#3E #&. )
WAr, 35k, REBRCTHEHT 70Xl 7=mESmE O—E,

B Z X, I3k D B D IMIERR R,
Constraints (#/#9)

Approved Invariant (A7R7F4FZZ,F) . actualindicator Qualifier (FEEEDFRIE(EAT 1) .

Material.actualindicator (/& O FEEZD+HZ) 1.

LT Y] TRFIEZR 5720,

FHEI S V7 IEENIC R LTI TN | Efii S 72 THENC

Study Conduct Sub-Domain::BiologicSpecimen Connections

(FABER Y7 F X1 2 LYl af292)

aRxyH J—2R 2 —% > b /J—Fh

JAssociation DefinedSpecimenStorage [BiologicSpecimen - DefinedSpecimenStorage (&%

stores +storing +stored SN 13, Bio—o0

0..*, unordered, none 1, unordered, none BiologicSpecimen (E4iifR) % (%

\ 3 S R oy 1 BlologieSpeaimen (%

[E5pEE +HRAET D AR RR A N
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is a function performed by

B

ok 0 E SN BHETH D

+performed
0..*, unordered, none

SR BT

+ I <A D

0.*, EFEFHFZ2 L. 72
L

+performing
0..1, unordered, none

CE R AR

+ I 5

0.1, EFFFHTZ2 L, 72
L

axy X YV —2R 22— v b /—F
w175+ 5 0.*. EFfTHF 2L, BRHEEENSD DefinedSpecimenStorage (E# &h
L 1. JEFET 22 L, 2L [RRIEMRE) CERESRD,
Constraints (#/#7)
Inverse Relation (#fHBE) : T
FSNnb
/Association ExperimentalUnit BiologicSpecimen % ExperimentalUnit (GRER HiA7)

X, WEIZ—-> BiologicSpecimen
(EWiR) 12X FEii S h b i
HECd 5. 75 BiologicSpecimen
(CEMIRRIR) X, FRZ—2Ll ko
ExperimentalUnit GRBRHAL) & L
THERET 2,

7% : ExperimentalUnit (FRERHLAT)
(2%, BiologicEntity (ZE¥=ay%E
&) . BiologicEntityGroup (ZE4#°A
B FEE T L—TF) |
BiologicEntityPart (ZE#)=#H) 32K
D—¥B) . BiologicSpeciment (4=
WRRR) . Product (L5
ProductGroup (#4527 /L—7") 73
0TS,

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERET D

/Association
is a test performed on

PerformedObservation

BiologicSpecimen

+testing
0..*, unordered, none

+tested
0..*, unordered, none

% PerformedObservation (FZfi &
7285 13, FRZ—oLED
BiologicSpecimen (“E#fafk) T%E
SN I2BETHD, &

222

B Feht X AT AR G o .

ey TS T s BiologicS £ =

CEBENSRETHS  RET S s PlologicSpectmen (EMIIL)

* HiF7 7200..% SAR ol
OL: < ML ‘E({'/' IR L, 7 PerformedObservation (5=t S 417

Bleg) I ERS D,
Constraints (7#7#9)
Inverse Relation G¥FHBEE) : HiZ
Fishd
Tagged Values (¥ 211 & f5)
Map:CTOM:
Specimen.volumeUnitOfMeasureCod
e
Map:Lab:
Specimen.commentsFrominvestigator
Map:Lab:
Specimen.commentsFromLaboratory
Map:COPPA.:
ObservationalStudyProtocol.biospeci
menDescription

/Association DefinedSpecimenCollecti BiologicSpecimen - DefinedSpecimenCollection (&

results in on +produced S SRR 13, Hic—o

+producing 1, unordered, none
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axy ¥ V=2 2= v b /—F
0..*, unordered, none @ BiologicSpecimen (A=#H14)
% b 7253, % BiologicSpecimen
[ESBE ER SN BRATRIR AR MR 13, BRZ—oL Eo
Ebibd +HERT D HER SIS DefinedSpecimenCollection (ji23&
0. % NAFATT 72 L, 720, NEFATT 2L, 2L 7= RimE) OETh D,
L
Constraints (#/#9)
Inverse Relation (fHRE) : Of
RThHD
JAssociation BiologicSpecimen PerformedSpecimenCollect |- BiologicSpecimen (ZE##5{4)
is a result of +produced ion X, BFlC—oD
1.*, unordered, none  r+producing PerformedSpecimenCollection (/i
0..1, unordered, none SNERERER) ORERTH 5,
e E s s S it [ PeromedSmeementollection,
PRERTDS HERSID FERT D qui@ E;iologiz;peci;eh '(%$;
1C EFEART 7R L 72&({:1\ NEFFAF T 722 L, 72 RIK) % b7 b
Constraints (7#/#9)
Inverse Relation G¥fHBEE) : &%
=D
Generalization BiologicSpecimen Material
source > target Child Parent
LAk WA LAK=Y
V=R > By b B Bl
Study Conduct Sub-Domain::BiologicSpecimen Attributes
(FGREHY 7 XA 2 LYk BIE)
B ZAT J—h
accessionNumberText public : — & LT LRI L TEZE LI RESIC L 0 EY
ST YT HNDEHFORI T (BT L bRIRICEA TIL2
AY
T IR ARET XA b ST -
ST Map:Lab = 'Specimen.accessionNumber'
conditionCode public : A S B O BRAEDIRIE 2 RSO T2 I T 2720
CD ([Ca— RS, #1Z201E, Hemolyzed (#ifL) . Icteric
et ¢ Y - (M) | Lipemic (JgIGTE) 72 &
CD Map:Lab = 'Specimen.condition’
Map:SDTM IG = 'LB.LBSPCCND'
Tagged Values (& 21 & (&)
. Map:COPPA = ObservationalStudyProtocol.biospecimenDescription.
Map:COPPA = Material.
Map:CTOM = Specimen.volume.
Map:CTOM = Specimen.volumeUnitOfMeasureCode.
Map:Lab = Specimen.identifier.
Map:Lab = Specimen.commentsFromLaboratory.
Map:Lab = Specimen.commentsFrominvestigator.
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6.83

Study Conduct Sub-Domain::PerformedActivity

(BBREHEY I KA U REShT=EE)

public Class {leaf}

Extends: Activity. : (ZZ4E 7%, :)
BN« REEh & 9T L= iEEh,

Bl 213, FFE D StudySubject GRERXFSR) (2 LETED HICEHE L7- CBC (&MLEkEHE)

B 2 1%, H#E D ExperimentalUnit GREREANL) ASPTED HICEM LS A7 Y 22— VIsSE T H LTV BRI,

Constraints (Z#9)

Approved Invariant (& F4FZZ/FE) . |s a Function Performed By Qualifier (f&ffi+12 & v Ffi

INHERETHD) .
Subject (#¢BRE - #)

. StudySubject (FRER*%I%5:)

(BE) 1377 7 AR RN TH 5,
Approved Invariant (ZzEF4425544) . actualindicator Exclusive Or (BRSO FIIE DO PEMBIFHERFD) .
Subject.actualSubjectindicator (#5a#& - MO FEFEOXIGHEREE) =Y (FHF) THoH, HHI R,
Approved Invariant (& 7F4 A1) . Instantiates Exclusive Or (HEANGHERFI &2 R4 5) .
PerformedActivity (i S 72758 (%, DefinedActivity (3% S 7-7EE)) . PlannedActivity (G &

AT iEED)

. ExperimentalUnit (GABRHL(Z) 7> 5 D Association

. ScheduledActivity (R4 ¥ 2 — LSET HIIZIEE) ORFIRTE 5,

Approved Invariant (74 ~Z451#) . Occurs in the Context Of Qualifier ({&fi 1 DIRIL T Z 5) .
PerformedActivity (FZfi S 7-758)) (X, DefinedActivity (F3% S 7-i5E) 2B R9 D5 AICDH
Study GRER) BB 3% (PlannedActivity [FHl] X iL7-15Eh] <° ScheduledActivity [ A7 ¥ = —/L
MALT HNTIEE] TiERw) |
Approved Invariant (AzX7F4FZZ/F) . actualDateRangeQualifier (SERSD H (FHGIH D& 1) .

PerformedObservation.focalDateRange (i S V7= B2 DM D H AT HAPH) DFET 2356, ZHUTHE
—H TRITNIT R B0,
Study Conduct Sub-Domain::PerformedActivity Connections
(FBREMY 7 FAA A EHINEiGE 25X 9)
axyx J—R 2—7v b /—F
/Association PerformedActivity DefinedActivity - PerformedActivity (5EfE Xi7-
instantiates +instantiating +instantiated ITED) 1. B!
0..*, unordered, none 0..1, unordered, none DefinedActivity (3% & 7-i%
. s ; . . 7~ o
i RSNEES ek SR W e 5 B
= - = DefinedActivity (E# I 721k
1 %, NEER: R SRS ) 1% T b Lo
OL:*\ WAL, fﬂtl‘ WA L, 7 PerformedActivity (SEfifi XL7=7%
H) ICK VBRI,
Constraints (#/#9)
Inverse Relation G¥ifHBEE) : 12X
DRSNS
Tagged Values (¥ 211 & f5)
Map:CTOM:
QualitativeEvaluation.anamResultAcc
uracyPercent
Map:CTOM:
QualitativeEvaluation.painindexCode
System
Map:CTOM:
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axs ¥

J—2A

¥—5 v b

J—F

Participant.employmentStatusOtherTe
Xt

Map:CTOM:
QualitativeEvaluation.painindexCode
Map:CTOM:
QualitativeEvaluation.performanceSta
tusCode

Map:CTOM:
Radiation.doseUnitOfMeasureCode
Map:Lab:
LabResult.referenceRangeComments
Map:CTOM:
Procedure.descriptionText

Map:Lab:
LabResult.referenceTextList
Map:CTOM:
Participant.householdincomeCode
Map:CTOM:
Radiation.durationUnitOfMeasureCod
e
Map:CTOM:
QuialitativeEvaluation.menstrual
PatternTypeCode

Map:CTOM:

Substance Administration.type
Map:CTOM: Procedure.type
Map:CTOM:
Radiation.anatomicSiteCode
Map:CTOM:
Radiation.descriptionText
Map:CTOM:
Participant.employmentStatusCode
Map:CTOM:
IAssessment.evaluationDate
Map:CTOM: Radiation.dose
Map:Lab: SubjectAssignment.type
Map:CTOM:
CancerStage.stageCodeSystem
Map:Lab: LabResult.numericResult
Map:CTOM: Radiation.startDate
Map:CTOM: Radiation.type
Map:CTOM: Procedure.name
Map:CTOM: Radiation.stopDate
Map:CTOM:
QualitativeEvaluation.performanceSta
tusCodeSystem

Map:CTOM: CancerStage.stageCode
Map:CTOM:
Radiation.anatomicSiteCodeSystem
Map:Lab: LabResult.textResult
Map:Lab:
LabResult.numericPrecision
Map:Lab:
LabResult.testPerformedDate Time
Map:CTOM: Radiation.durationValue
Map:CTOM:

QualitativeEvaluation.menstruallndic
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axs ¥

J—2A

¥—5 v b

J—F

ator

Map:Lab:
SubjectAssignment.studySubjectident
ifier

Map:CTOM: Radiation.reasonCode
Map:CTOM:
LesionEvaluation.evaluationDate
Map:CTOM:
LesionEvaluation.evaluationCode
Map:Lab:
LabResult.reportedResultStatus
Map:CTOM:
SubstanceAdministration.name
Map:PSC:
StudyParticipantAssignment.startDate
Map:CTOM: Radiation.name
Map:CTOM: Diagnosis.name
Map:CTOM:
QualitativeEvaluation.survivalStatusC
ode

Map:CTOM: Radiation.scheduleText
Map:CTOM:
QualitativeEvaluation.survivalStatusD|
escriptionText

IAssociation
triggers

o
=

K

I D

AdverseEventActionTake

PerformedActivity

n
+triggered
0..*, unordered, none

JLE S N AEFRSR

+triggering
1, unordered, none

Ik S AT 5

+HEE I ND
0.*, JEF-fHF7Z2 L. 72
L

+ERT D
1. BT L, 72l

- AdverseEventActionTaken (WL
SINTHERER) 1L, ®i—o0
PerformedActivity (i & 7%
&) AR T 5, &
PerformedActivity (SEfifi XL7=7%
&) X, FRlc—oLlk
IAdverseEventActionTaken (#Li&E &
NT-BEFR) [FHEIND,

Constraints (#/#7)
Inverse Relation GXFEBE) : (236
EEND

JAssociation
instantiates

[t
il %

PerformedActivity

+instantiating
0..*, unordered, none

FE i S T IEE
R %

0.*, EF-fHF7Z2 L., 72
L

ScheduledActivity

+instantiated
0..1, unordered, none

AV a— B THI

7-iEE

+HIIRE D

0.1, EFFfHTZ2 L, 72
L

% PerformedActivity (i =7z
EE) (X RRZ o0
ScheduledActivity (A7 = — /LA
ST HNTIEE) 2BIRT D, 4
ScheduledActivity (A7 = — /LA
NET HAVICIEE)) 1, RRZ—DU
|- PerformedActivity (55 X4
75 ICL VRS D,

Constraints (#/#7)
Inverse Relation G#FHBE) 12k
DHIIREID

Tagged Values (& 211 & fd)
Map:PSC:
ScheduledEventState.occurred

JAssociation
takes place in

PerformedActivity

+located

Place
+locating

% PerformedActivity (Fi <7z
IEE)) 1. FRc—>? Place (3}
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axy X J—R 22— v b /—F
0..*, unordered, none 0..1, unordered, none FT) TR Z 5, 4 Place (35AT)
1%, Blc—2l ko
[ESBES ES/ IR/ g Wty V) i} PerformedActivity (S5 S 715
TEZS AT & B LD AT (B < ) OEFTH S,
0.*, NEFFfHF7Z2 L, 720.1, EFFfHF 22 L, 72
L L Constraints (#/#7)
Inverse Relation GFAABE) : D%
T Ch b
Association ProductActionTaken PerformedActivity % ProductActionTaken (#Li&E X
triggers +triggering +triggered 78I X FIZ—o0
0..*, unordered, none 1, unordered, none PerformedActivity (32H & Hu7-i%
\ , . . B) BT 5. &
E@Z_@ w M PerformedActivity (SEfifi XL7=7%
AT D +iB T D A SN D ) 1%, BHT—oLl o
0.% MUFAFZ L, 7ol JRFFFF72 L. AL Product:ActionTaken (ALE S -
L ) CHEREND,
Constraints _(#/#7)
Inverse Relation G¥AHBEE) : (235
mEND
/Association EvaluatedActivity PerformedActivity - EvaluatedActivity (FF =417
evaluates +evaluating +evaluated TEED L. Wl —om
0..*, unordered, none 1, unordered, none PerformedActivity (32Hi & u7-i%
. - . i . H) AR5, %
E'a'é_@ —5{ fill & 407 35 Y —9%7}”3 ST IET) PerformedActivity (St & 721k
AT % 4TS % T S 4L ) 12 15T L0
0.*, NEFFfHF 722 L, 7220, NERAHT7Z2 L, 72 L Evaluat; dActivity (A & 71
L B) 12k 0SB,
Constraints (#/#7)
Inverse Relation G¥AHBE) : 12 &
Y
I/Association PerformedActivity Study - PerformedActivity (£ X u7=
occurs in the context of +contained +containing IEE)) 13, BRI —o0 Study G
0.., unordered, none  0..1, unordered, none ) ORI TR Z B, % Study
\ e . BB 1. BElc—oLl ko
&@f\ M ﬁ PerformedActivity (32 S 7-1%
OIRPL TR Z 5 +E END +E e B O A 5
0.%, NEFAHTF7Z2 L, 720.1, MEFFHTZR L. 72 e
L L Constraints (#/#9)
Inverse Relation (#4HBE) : DIk
T o e B
/Association PerformedActivity PlannedActivity - PerformedActivity (5EfE Xi7-
instantiates +instantiating +instantiated TEE L. Bl o
0..*, unordered, none 0..1, unordered, none PlannedActivity (FHE & 7= 1%
. . ; R , g) ZHRT 5, &
E M M PlannedActivity (Gt S 4L721E
B~ % +HIRT B R S D ) 15 oL Lo
0. %, EFfHFZ2 L, 720.1, EFfHTFZ2 L, 72 Perform‘ed Activity (32K L7 0T
L v ) 12k BRSNS,
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axy ¥ J—R 2= v b /—Fh
Constraints (7#/#9)
Inverse Relation G¥FHBE) : 12X
DBIREND
Generalization PerformedObservation  [PerformedActivity
source > target Child Parent
vkl el S 7o R el S 7= I ED
V=R > By b B Bl
Generalization PerformedActivity Activity Tagged Values (& 21/ & (&)
source > target Child Parent Map:HL7SP: Study.evaluation
ki FEHt S AT i) R
V—A>SHZ—Sy |k il (o
Generalization PerformedAdministrative [PerformedActivity Tagged Values (& 21/ & (&)
source > target Activity Parent Map:HL7SP: Study.evaluation
Child
tAK( Feht S AT iEE EOVE (|FEE S AL IEE)
VA > H—y i) Ei)
%
Generalization PerformedProcedure PerformedActivity
source > target Child Parent
vkl FEhts S A7 FIE FE it S AT )
V—A>H—4Fy |k il Bl
Study Conduct Sub-Domain::PerformedActivity Attributes
(ABEW Y7 FAA 2 ElSIIEZE B
Bt ZAT J—Fh
actualDuration public : V8073 M < 415 IR,
PQ.TIME
IAE:Exclude = "True'
FER D HIH] T Map:CTOM = 'SpecimenAcquisition.durationValue'
PQ.TIME Map:CTOM = 'Procedure.durationValue'
Map:CTOM = 'Imaging.durationUnitOfMeasureCode'
Map:CTOM = 'Surgery.durationValue'
Map:CTOM =
'Substance Administration.durationUnitOfMeasureCode'
Map:CTOM = 'Procedure.durationUnitOfMeasureCode’
Map:CTOM = 'Surgery.durationUnitOfMeasureCode’
Map:CTOM = 'SubstanceAdministration.durationValue'
Map:CTOM = 'Radiation.durationUnitOfMeasureCode’
Map:CTOM = 'Imaging.durationValue'
Map:CTOM = 'Radiation.durationValue'
Map:CTOM = 'Activity.durationValue'
Map:CTOM = 'SpecimenAcquisition.durationUnitOfMeasureCode'
Map:CTOM = "Activity.durationUnitOfMeasureCode'
Map:SDTM 1G = 'EX.EXDUR'
Map:SDTM IG ='SU.SUDUR'
Map:SDTM 1G = 'CM.CMDUR'
actualDateRange public : TR SN T LR T Lz & & £ To RO, iz

FEBR AT

IVL<TS.DATETIME>

T T
IVL<TS.DATETIME>

3, PERE D DRI TRIRS D ARg, BlAIE, ALFRIED 6
1 12 AR RFICBAAG S, IEFICK T3 2,
T ERE IR A Z ORRIMICE O D00 E D D,
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Btk AT —}

FEANTEENZ HET DM LD - Z ORFIFT W OIG B 23 T
NIZDPDPEETH D,

Map:AE = 'AdverseEvent.baselineDate’

Map:AE = 'Productinvestigation.investigationDate'
Map:AE = 'Device.dateDeviceReturnedToManufacturer'
Map:COPPA = 'ObservationalStudyProtocol.recordVerificationDate'
Map:COPPA = 'StudyProtocol.recordVerificationDate'
Map:COPPA = 'Interventional StudyProtocol.recordVerificationDate'
Map:CTGOV = 'RecordVerificationDate'

Map:CTOM = 'Activity.startDate'

Map:CTOM = 'SubstanceAdministration.startDate’
Map:CTOM = 'SpecimenAcquisition.startDate'
Map:CTOM = 'Surgery.startDate'

Map:CTOM = 'Radiation.stopDate'

Map:CTOM = 'Activity.stopDate’

Map:CTOM = 'Imaging.startDate’

Map:CTOM = 'StudyParticipantAssignment.enrollmentAge'
Map:CTOM = 'Procedure.startDate’

Map:CTOM = 'Surgery.stopDate'

Map:CTOM = 'DeathSummary.evaluationDate'
Map:CTOM = 'SpecimenAcquisition.stopDate'
Map:CTOM = 'StudyParticipantAssignment.offStudyDate’
Map:CTOM = 'Procedure.stopDate’

Map:CTOM =
'StudyParticipantAssignment.informedConsentFormSignedDate'
Map:CTOM = 'Imaging.stopDate’

Map:CTOM = 'QualitativeEvaluation.evaluationDate'
Map:CTOM ='AdverseEventTherapy.treatmentDate’'
Map:CTOM = 'SubstanceAdministration.stopDate'
Map:CTOM = 'Assessment.evaluationDate'

Map:Lab = 'Activity.actualStartDate Time'

Map:Lab = 'LabResult.testPerformedDateTime'
Map:Lab = 'Activity.actualEndDate Time'

Map:PSC = 'StudyParticipantAssignment.startDate'
Map:PSC = 'VitalSign.measureTime'

Map:PSC = 'ScheduledEventState.occured'

Map:PSC = 'Occurred.date’

Map:SDTM IG ='SE.SESTDTC'

Map:SDTM IG = 'DM.DMDTC'

Map:SDTM IG ='SC.SCDTC'

Map:SDTM IG = 'DA.DADTC'

Map:SDTM IG ='QS.QSDTC'

Map:SDTM IG = 'PE.PEDTC'

Map:SDTM IG ='CO.CODTC'

Map:SDTM IG ='SU.SUENDTC'

Map:SDTM IG ='VS.VSDTC'

Map:SDTM IG ='SU.SUSTDTC'

Map:SDTM IG ='SV.SVSTDTC'

Map:SDTM IG ='LB.LBDTC'

Map:SDTM IG ='SV.SVENDTC'

Map:SDTM IG = 'EX.EXSTDTC'

Map:SDTM IG = 'EG.EGDTC'

Map:SDTM IG = 'EX.EXENDTC'

Map:SDTM IG = 'SE.SEENDTC'

Map:SDTM IG ='DS.DSSTDTC'

Map:SDTM IG ="IE.IEDTC'
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5143

AT

/—h

Map:SDTM IG ='DS.DSDTC'

Map:SDTM IG = 'CM.CMENDTC'

Map:SDTM IG = 'LB.LBENDTC'

Map:SDTM IG ='CM.CMSTDTC'

Map:WHO = 'Dateof Registration in Primary Registry'
Map:WHO = 'Dateof First Enrollment’

delayDuration

I SIE ]

public :
PQ.TIME

T T

PQ.TIME

LD A Y a—)L X D IRENS BN, X, AEHES
WXV EREN 2 NS4S, delayDuration GEAEHIRM)
X2HTH D,

F o 2, ATV a— LN TCHNTEIEEO B & e
LEMESNIIREIO B E 2T 5 2 LI X 0 EE HYE
Do

AE:Exclude = "True'

missedReason

K I E

public :
DSET<SC>

T T

DSET<SC>

TEEI TON R VRILE TR T 57 %A hEida— R,

vE : Z Ui Study Data Tabulation Model (SDTM) ¢ REASND
BRI T 5, BUE, 02— Mbt v MEIZRW, HL7
T, FATZ I RAEOCTHO RN H D, HLT O—FR
SDTM TE LT 560D FiEGTH D Z & Z R LT
L7 5720 (tracker issue 23158)

Map:AE =
'Productinvestigation.notEvaluatedByManufacturerExplanation'
Map:PSC = 'Canceled'

Map:SDTM IG = 'LB.LBREASND'
Map:SDTM I1G = 'MH.MHREASND'
Map:SDTM IG = 'CM.CMREASND'
Map:SDTM IG = 'QS.QSREASND'
Map:SDTM IG = 'SC.SCREASND'
Map:SDTM IG = 'SU.SUREASND'
Map:SDTM |G = 'PE.PEREASND'
Map:SDTM IG = 'VS.VSREASND'
Map:SDTM IG = 'EG.EGREASND'
Map:SDTM 1G = 'DA.DAREASND'

missedIndicator

K HIFR AR

public :
BL

T v

BL

IGENVT OIS T EREICT 5, BIZIE, YIiX
PerformedActivity (5 72158 NXRPTH D Z & 2 EH
ERAR

Map:AE = 'negationindicator’
Map:AE = 'Productinvestigation.investigationPerformedIndicator'
Map:SDTM IG = 'DA.DASTAT'
Map:SDTM IG = 'QS.QSSTAT'
Map:SDTM IG = 'VS.VSSTAT'
Map:SDTM IG = 'SU.SUSTAT'
Map:SDTM IG = 'EG.EGSTAT'
Map:SDTM IG = 'LB.LBSTAT"
Map:SDTM IG = 'PE.PESTAT'
Map:SDTM IG = 'CM.CMSTAT'
Map:SDTM IG = 'SC.SCSTAT'
Map:SDTM IG = 'MH.MHSTAT'
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B ZAT — bk
statusCode public : %Mént@@]@b& ExAMRIZT Doz a— F‘ﬂ:éht
CcD i, PIZIE, BARRET, BT A 7%4 I NCET B
\ . . if_ EBEME AT (TRT . TIRVIEL) 2»E) .
RIE = — R AR EEE CRIEIE. ZDT A T 7T BAOFIOREE S
CcD m_ﬁxw,;. (£ ILTTHERED B 5 EEHE) T D,
Map:AE = 'PerformedActivity.ongoingPerformancelndicator'
Map:AE = 'Productinvestigation.manufacturerEvaluationStatus'
Map:COPPA = 'Activity.statusCode'
Map:COPPA = 'SubstanceAdministration.statusCode'
Map:CTOM = 'Observation.statusCode'
Map:CTOM = 'ClinicalResult.statusCode'
Map:CTOM = 'Histopathology.statusCode'
Map:HL7SD = 'EligibilityCriterion.statusCode'
Man-l ab ="'l ahTest status’
statusDate public : ILENOIREEN I SN (H)
TS.DATETIME
Map:COPPA = 'Activity.statusDateRange'
MRHE B AT T T Map:COPPA = 'SubstanceAdministration.statusDateRange'
TS.DATETIME

Tagged Values (& 2ft&1E)

Map:AE = SafetyReport.timeReportCompleted.

Map:AE = PerformedActivity.ongoingPerformancelndicator.
Map:AE = PerformedActivity.

Map:CTOM = Radiation.anatomicSiteCodeSystem.

Map:CTOM = QualitativeEvaluation.painindexCode.

Map:CTOM = QualitativeEvaluation.painindexCodeSystem.
Map:CTOM = QualitativeEvaluation.performanceStatusCode.
Map:CTOM = QualitativeEvaluation.anamResultAccuracyPercent.
Map:CTOM = QualitativeEvaluation.survivalStatusCode.
Map:CTOM = Diagnosis.name.

Map:CTOM = Radiation.anatomicSiteCode.

Map:CTOM = Radiation.name.

Map:CTOM = Radiation.descriptionText.

Map:CTOM = Radiation.doseUnitOfMeasureCode.

Map:CTOM = Radiation.durationUnitOfMeasureCode.
Map:CTOM = Radiation.durationValue.

Map:CTOM = QualitativeEvaluation.performanceStatusCodeSystem.
Map:CTOM = QualitativeEvaluation.menstruallndicator.
Map:CTOM = Radiation.type.

Map:CTOM = Radiation.scheduleText.

Map:CTOM = QualitativeEvaluation.menstrualPatternTypeCode.
Map:CTOM = Radiation.stopDate.

Map:CTOM = Imaging.name.

Map:CTOM = Radiation.reasonCode.

Map:CTOM = Imaging.type.

Map:CTOM = CancerStage.stageCodeSystem.

Map:CTOM = CancerStage.stageCode.

Map:CTOM = Imaging.reasonCode.

Map:CTOM = QualitativeEvaluation.survivalStatusDescriptionText.
Map:CTOM = Radiation.startDate.
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Map:Lab = Specimen.commentsFromLaboratory.

Map:Lab = Specimen.commentsFrominvestigator.

Map:Lab = SubjectAssignment.type .
Map:Lab = SubjectAssignment.studySubjectldentifier.
Map:PSC = StudyParticipantAssignment.startDate.
Map:SDTM IG = MH.MHREASND.

6.84

Study Conduct Sub-Domain::ScheduledActivity

(BREEY I FAM VRO a— LA T oM T=EE)

public Class {leaf}

Extends: Activity. : (Z4 /58, )
FFRWTNDOORFICHEE S D Z EDX TSI, EfSNHRFEEITEAMAPEE STV AIES),

BlziE, 2 4 15 HIZFPESN TS X-Ray (X #) 1% [Scheduled (A7 ¥ a— AR Chhiz) | IREEICH D,
HLYarNEORIZX-Ray (XHR) &% T b2 0WGE, X-Ray (X#R) IEHERAT Va2 — A a2 ToHRDN

( Tscheduled (A4 a— LS THNT) | IREEDOFE F.

DiHENT) | IREICE D,

BlzIE, PREINDHEBRKETH,

Constraints (Z/#7)

TEAT) DRENERESND) |

[Canceled (Hx

Approved Invariant (ZzEF4425544) . actualindicator Exclusive Or (BRSO FIIE DO PEMBIFHERFD) .
Subject.actualSubjectindicator (#5a#& - MO FEFEOXIGHERE) =Y (FHF) ThHoH, HHI R,

Study Conduct Sub-Domain::ScheduledActivity Connections

(BBEWY T FAA R P2 — NP TORLEER 2 F2732)
axy ¥ J—2R =5y /—h
IAssociation ScheduledActivity PlannedActivity - ScheduledActivity (27 ¥ = —

instantiates

+instantiating
0..*, unordered, none

+instantiated
1, unordered, none

JLISSET HAVICIEE)) 1, WIT—
> @ PlannedActivity (FHE S u7=
IGE) RIS, &

instantiates

+instantiating
0..*, unordered, none

+instantiated
0..1, unordered, none

ESREH AT T 2 —)VINIET D BHE S LGS o = -y
5. = R AN FomedAcity (P ViR
TS L EFEATRL, 7L SchedufedActivity (AT a—nn
. IRFEAT L % ST B IIER) 12 kY BIRSh
L 5.
Constraints (#/#9)
Inverse Relation G¥ifHBEE) : 12X
VR =
/Association PerformedActivity ScheduledActivity - PerformedActivity (55fE X i7-

TEED) 1. Bl —oo
ScheduledActivity (A% 2 — /L3
LT HAVIIEE) Z2FIRT D, &

@ —iﬁﬁ?ﬂtﬁ@] X?:jl_/vﬁS\jT%ﬂScheduledActivity (Al a—Iuh
'@TJ?J—\‘T%)O +{§'JH<T§) f:{%%ﬁ V—A.,C 6“7’”?5@]) Li Hjﬂ—:&,gou
0.%. NEFFAHT 7 L, 7R &% " - s T
3 e > 01 JEFAT AL 7 |- PerformedActivity (55 X4
o WIS 78 e imsh) 1 kv flREn s,
Constraints (#/#7)
Inverse Relation GYFHBE) : 12k
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axyH J—R ¥—5 v b /J—Fh
DHIREID
Tagged Values (% '/ & f8)
Map:PSC:
ScheduledEventState.occurred

Generalization ScheduledActivity Activity

source > target Child Parent

ikl AT a—)VRITH [EE)

V—A > H—F N IEE) B

%

Study Conduct Sub-Domain::ScheduledActivity Attributes
(BRBEWHY T FAA R P2 — P TORLETER BHE)

B ZAT J—F%
duration public : ENE T EDTEBID R 7Y 2 — LS T ST #iR,
PQ.TIME
Map:PSC = 'Period.startDay’
1] T
PQ.TIME
rangeOfRepetitionsText public : R a2 —)VISNET BTGB & ST D i/ - BRI A
ST WRElZ 3 2 BB o, AEREIE S BIZRMICHI S
. 2
SAE OFPH T % A B TV 7 V£ : ScheduledActivity (A7 Y = —/LIASL T HNZIEE) 13
ST < kb RN, %< T RKEMRET 5,
Map:PSC = 'Period.repetitions'
dateRange public : ALY 2 — VIS T B TZIEEI OIS L O T 0 B Ol
IVL<TS.DATETIME> |,
Y & s 7Rl f\%%étﬁ AfF (8 ’fﬁ) R L2 T NIER 6700
H A WL<TS.DATETIMES [+ HIEFEATH L A4HD .
Map:CTGOV = 'Anticipated Study Completion Date'
Map:PSC = 'ScheduledEventState.scheduled'
Map:PSC = 'Scheduled.date'
Map:PSC = 'ScheduledEvent.date/idealDate'
statusCode public : AT Y a— )VIINET BTGB OREZBEIZ T 572022
CD — MMeshifl, flzd, BERRET, REDTA 7417
. ) L ZBT DR E T2 R (T#6T) . THD LY
K= — R T T L) .
D R, £0TA T4 2 B BIREOBIOEE S
AL BRI (LT iEvTett Do 5Bl Th b,
Map:PSC = 'ScheduledEventState'
statusDate public : THENOIRREFIr S B ()
TS.DATETIME
Map:PSC = 'ScheduledEventState.cancelled'
KHE B S T T
TS.DATETIME

Tagged Values (& 2'ff& (&)

Map:PSC = ScheduledEvent.notes.
Map:PSC = ScheduledEventState.reason.
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Map:PSC = ScheduledEventState.canceled.
Map:PSC = ScheduledEventState.

6.85

Study Conduct Sub-Domain::StudyOverallStatus

(FEBREEY T F A4 U RBROLEHTRE)

public Class:
HER DR A 7R IED LR,

7

MR R ZRIE 2R TE D55,

Study Conduct Sub-Domain::StudyOverallStatusConnections
(FBEHY 7 FAA 2 RBRDOLLEH L NLE =

R rg )

EERORBRO 2R DRE L EH T L5601 H 5,

axs ¥

Y —2R

¥—7 v bk

J—F

IAssociation
describes

5=
4

I}

W]
s

<,
=

RBUNG BVA)

StudyOverallStatus

+describing
1..*, unordered, none

PR D AR 720 R TE

Study
+described

1, unordered, none

it 5
L. WERAT 722 L
L

+El &N B
. BT L, 2L

4 StudyOverallStatus (FA5R D4 (&
H724KR8) 1E, #IZ—->® Study
FBR) A4 %, 4 Study
GRER) 13, Fio—oU ko
StudyOverallStatus (FX5R D 4= (1)

7RfRAE) ISR E LD,

Constraints (#/#7)

Inverse Relation (iiFHBE) : IZFC

R S

Tagged Values (% 2171 fig)

Map:COPPA.:
ObservationalStudyProtocol.primaryC|
ompletionDateTypeCode
Map:COPPA:

Interventional StudyProtocol.primaryC
ompletionDate

Map:COPPA:
InterventionalStudyProtocol.primaryC
ompletionDateTypeCode
Map:COPPA.:

StudyProtocol.startDate TypeCode
Map:COPPA:
InterventionalStudyProtocol.recordVe
rificationDate

Map:COPPA:
ObservationalStudyProtocol.startDate
Map:HL7SP: Study.subjectOf1
Map:COPPA:
StudyProtocol.primaryCompletionDat
eTypeCode

Map:COPPA:
ObservationalStudyProtocol.primaryC|
ompletionDate

Map:COPPA:
InterventionalStudyProtocol.statusDat
e
Map:COPPA:

InterventionalStudyProtocol.startDate
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axs ¥

J—2A

=7y b J—F

TypeCode

Map:COPPA:
StudyProtocol.primaryCompletionDat
e
Map:COPPA:
ObservationalStudyProtocol.startDate
TypeCode

Map:COPPA.: StudyProtocol.startDate)

Study Conduct Sub-Domain::StudyOverallStatusAttributes
(FBEHY T FA A 2 FBRDLEH L KE  BIE)

B ZAT J—h
studyStoppedReasonCode public : WFFER 72 Pl E 713 T S ey (P, #& T, B ko
CD IR L) ZfEICT 572Dl a— MES 2 fE,
PR B = — T Y w7 Map:COPPA = 'StudyOverallStatus.studyStoppedReasonCode'
CD Map:CTGOV = "Why Study Stopped'
anticipatedindicator public : PR ORI ZDREBHEE TE 50 E 5 D E WIS T 5,
BL It : BRIDG SCC i%, BROIRAZSIRAEE & D K 5 1ZE
. DO FHEN— )V EBGT 5 FE T, anticipatedindicator (F48
FARIRE Nt B ASEIIT S 2 Lic LTz,
Map:COPPA = "InterventionalStudyProtocol.startDate TypeCode'
Map:COPPA = 'StudyProtocol.primaryCompletionDate TypeCode'
Map:COPPA =
'Observational StudyProtocol.primaryCompletionDate TypeCode'
Map:COPPA = 'ObservationalStudyProtocol.startDate TypeCode'
Map:COPPA = 'StudyProtocol.startDate TypeCode'
Map:COPPA =
'Interventional StudyProtocol.primaryCompletionDate TypeCode'
Map:COPPA = 'StudyOverallStatus.anticipatedindicator'
comment public : [FRER D RIRH IR EBIC S W TBINOFER,
ST
Map:COPPA = 'StudyOverallStatus.commentText'
2 A b T T
ST
statusCode public : [FRBR D ERHY 2R RE 2 IATEIC 45 72012 2 — MBS LT i,
CD %5l 21X, InReview (8% ) . Approved (GKF) . Active (3&
- ) L @) . Closed to Accrual (Z£E£#T) | Closed to Accrual and
RIE=— R 7Y 7 Intervention (3E4£35 L OYP A& T) . Temporary Closed to
CD Accrual (ZE4E—Wf{E1E) | Temporary Closed to Accrual and
Intervention (3£4£3 X OYN A—M§{=1l) | Disapproved (FE&
%) . Withdrawn (Bt 9 <°®) | Administratively complete (&
BAET) o
Map:COPPA = 'StudyOverallStatus.statusCode'
statusDate public : RO 2RI IIREAS T S = B (RF)
TS.DATETIME AR EbERR AR (8H1) ARk LRTUT e 67200
DI G T ) T
F— < W, R EEATH X (1441 .
TS.DATETIME Map:COPPA = 'Interventional StudyProtocol.statusDate’
Map:COPPA =
'Observational StudyProtocol.primaryCompletionDate'
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5143

AT /—h

Map:COPPA =
Map:COPPA =
Map:COPPA =
Map:COPPA =
Map:COPPA =
'Interventional StudyProtocol.primaryCompletionDate’
Map:CTGOV =
Map:CTGOV =
Map:CTGOV =
Map:CTGOV =
Map:CTGOV =

‘StudyProtocol.primaryCompletionDate’
'ObservationalStudyProtocol.startDate'
'StudyProtocol.startDate'
‘StudyOverallStatus.statusDate'

'AnticipatedStudyCompletionDate’
‘ActualPrimaryCompletionDate’
'StudyStartDate’
'AnticipatedPrimaryCompletionDate'
‘Actual StudyCompletionDate’

Tagged Values (& 21 & (&)

Map:COPPA = ObservationalStudyProtocol.startDate.
Map:COPPA = ObservationalStudyProtocol.primaryCompletionDate.
Map:COPPA = StudyOverallStatus.

Map:COPPA =

Interventional StudyProtocol.recordVerificationDate.

Map:COPPA = ObservationalStudyProtocol.startDate TypeCode.

Map:COPPA =
Map:COPPA =

InterventionalStudyProtocol.statusDate.
InterventionalStudyProtocol.startDate TypeCode.

Map:COPPA = ObservationalStudyProtocol.primaryCompletionDate TypeCode.

Map:COPPA =
Map:COPPA =
Map:HL7SP = Study.su
Map:HL7SP = Study.su

6.86

public Class:
W72 StudySubject (FAER%I52)
B~ DA ERIR DL,

bjectOf2.
bjectOf1.

CHREBRESERR)

(R 5 Jt - e

Study Conduct Sub-Domain::StudyRecruitmentStatusConnections

InterventionalStudyProtocol.primaryCompletionDate TypeCode.
InterventionalStudyProtocol.primaryCompletionDate.

Study Conduct Sub- Domain"StudyRecruitmentStatus
(HEBREEY T RAS Y

FOBRFIMRAEIC IS SIS NI S) OFERE LU

(RGEHS T F A1 RBEFLERE 250> 9>)
axyx Y —2R 2—7v b /J—h
JAssociation studyRecruitmentStatus  |Study ES StudyRecruitmentStatus (GREBAZE
describes +describing +described AR Z—0 Study
0..*, unordered, none 1, unordered, none (BRER) pﬂiﬁ‘éo % Study
. . . . RER) 1L, RRic—o2L ko
B BB SEI st (8) &, Fric—oLLL
Eaves B e StudyRecruitmentStatus (FABRZE4E
B UNG ) +RLik 9D Rt S D ) 1Sk S D
* MEFERHT 22 L.y 7ol MEFERHT AR L, 7oL ! °
L Constraints (7/#7)
Inverse Relation (G¥FHES) : 1270
BN W)
Tagged Values (% 271/ & i)
Map:HL7SP: Study.subjectOf2
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Study Conduct Sub-Domain::StudyRecruitmentStatusAttributes
(FBEMHY 7 F A1 2 FAGBEERE B

Bk FAS ,—1
statusCode public : AR D AR DL % B e | ﬁ‘é 71 Za— NMeahiofi, filz
CD L SEEBRAGET, FEEET. MR %V“éﬁ'#\ AT, SR
o s B BT, W KT H&DJ}:&JO
REE o — | TV w7
CD Map:COPPA = 'StudyRecruitmentStatus.statusCode'
Map:CTGOV = 'RecruitmentStatus'
Map:CTGOV = 'OverallRecruitmentStatus'
Map:WHO = 'RecruitmentStatus'
statusDate public : ARV S - B (FF)
TS.DATETIME AR EbERR AR (8H1) ZFHE LRTILUT R 6720
. 2N, FEEEEATH KW (14470 o
MRHE B AT T w7 "
TS.DATETIME Map:COPPA = 'StudyRecruitmentStatus.statusDate'

Tagged Values (& 211 & (&)

Map:COPPA = StudyRecruitmentStatus.

6.87

(HEBREBEY T ALY
public Class:
BRI ) A T 9 D Mk

Study Conduct Sub-Domain::StudySite

P BRSE MM ER)

Bl 2 1%, StudySubject GGRER*SR) & #ild 2 sk, ?i?i I% Investigator (FRER (L) Ofizk,

1 - fiEx T Ok F L O Study ID

Constraints (Z/#7)

Approved Invariant (AR AFZEELE)
FEhiSnHHETH D) .

StudySite (FR5R 5 fi i 5%

(RBRID) L OB EICETA2 A D (tracker issue 23154)

I HealthcareFacility (ZE#EHiaX) F7-1% Organization (k) (

Is a Function Performed By Exclusive Or (HEfthBO54

FFIC LY

K0 FEf S

NoHHRETH Y (StudySite [FRBREMifEzE] & L TOMRE T v HealthcareFacility [E%m %] TidAe

V) TS K D KRE

AETAIAN

Study Conduct Sub-Domain::StudySite Connections

(ABEMHS T F A1 2 RBEMHR 27 5>)
axRxy ¥y J—2R =4y b /—F
/Association StudySiteContact StudySite & StudySiteContact (%ﬁ%ﬁ%}j’@}}’@?ﬁ
handles communications for +communicating +communicated LA ) Z—o0
0..*, unordered, none 1, unordered, none StudySite (.ﬁ(%ﬁ%ﬁmﬁm L)~
. . s b b LR StudySite (G
P BB AL (BRI il ) L Sudyste LR
~ DK % T B # B A RS AT,
L . StudySiteContact (FABR I it fiti 5% 18
D LT 22 Ly 72U L ey - s 2 P 5 2
0., MEFFFHF 72 L. 72 A ¥ ’
L Constraints (7#/#9)
Invariant (NZESefF) - IS 2
SLER S 15
Tagged Values (& 21 & f#)
Map:HL7SP: Study.performer3
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0..*, unordered, none

axy ¥ J—R 2= v b /—F

JAssociation PerformedAdministrative [StudySite - PerformedAdministrativeActivity

is performed at Activity +locating (FEfE S8 FoES) 11,
+located 0..1, unordered, none

FEIZ—-> 0D StudySite  (FABR I Hi b
R%) THEMiENDH, £ StudySite
(FRBRIFMfEER) 1%, RElc—2LL

(33t
WEIDETHNnS

0..*, unordered, none

kB 5

+HE D Y CTHNnD

0.*, EFEFHFZR L, 72
L

1, unordered, none

+E| Y YT B
1. BT T2 L., 7L

N =g e VT BB =R R S
Ff—% . i o e W B OR nﬁiﬁ.ﬁi;@mmﬂ I Performed AdministrativeActivity
T S D £ + 35T % (< e e, . e
LmFEENS 0.1 EERG L, 2 | HESTUCER LOEE) 2%
0.%, WEFFAHH7 L. 7L iy 5.
L Constraints (#/#7)
Inverse Relation (AHBEE) : i
ERE)
IAssociation OversightCommittee StudySite % OversightCommittee (E5fHZH
oversees +overseeing +assigning 2) 1%, B —o Ll Eo StudySite
0..*, unordered, none 1, unordered, none GRERERNR) 2EHT5, &
. S A S A S
o i 2 B S i SuaySie UL B
B % BT 7 B SRS = o100 OversightCommittee
(BAHEESR) [CEHIND,
0.*, NEFFfHF7Z2 L, 7Z20.%, EFFfHF 22 L, 72
L L Constraints _(7#/#7)
Inverse Relation GUiFHBY) : 12BE
b
/Association StudySubject StudySite % StudySubject GRERXFE:) 13,
is assigned to +assigned +assigning 12— StudySite (BRI K i

%) IZHID Y THnD, &
StudySite (GRERFEMfiR) 1L, BF
\Z—2LL k@ StudySubject (GRBA
KI5 BEID Y THENLSGTTH
%

Constraints (7#/#7)

Inverse Relation G¥iFEREE) : (2H|
DUBTHNDEHEFTTHD

Tagged Values (& 211 & f&)

Map:C3PR:
StudySubject.informedConsentSigned
Date

Map:Lab:
SubjectAssignment.studySubjectldent
ifier

Map:SDTM IG: DM.RFENDTC
Map:SDTM I1G: DM.RFSTDTC
Map:HL7SP: Study.subject
Map:CTOM:
StudyParticipantAssignment.armlident

ifier
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Bt
LRV ERShHHEETH D

0..*, unordered, none

I 5 ft i 5

+ I <A D

0.*, EF-FHFZ2 L., 72
L

0..1, unordered, none

LR

+ I 5

0.1, EFFFHTZ2 L, 72
L

axyH J—R Z2—5 v b /—h
/Association StudySite Organization % StudySite GRUBRSEMMY) 13,
is a function performed by +performed +performing |2 —-> Organization (FHLfk)

IRV FEESNHHERETH D, &
Organization (fHA%) 1%, FflZ—>
LA E o StudySite  (RRER S H %)
& LTHERET 2,

7 : StudySite (FRUR I i fEz)

I%. HealthcareFacility (ZE#Efiz%)
%7213 Organization GiH#k) ([
H4%  (StudySite [ FR5R 3 ft it
Px] L LTTHY
HealthcareFacility [E#fEix] & L
TTIEZRWY) |

Constraints (#/#7)

Inverse Relation G#FHBE) : & L

THERET D

Tagged Values (& 211 & f&)

Map:SDTM IG: DM.COUNTRY

B
XD EfSNDEETH D

0..*, unordered, none

+ 30 XA D
0.*, JEFfHF 2L, 72
L

0..1, unordered, none

+3 N9 5
0.1, EFFfHTZ2 L, 72
L

/Association StudySiteOversightStatus [StudySite - StudySiteOversightStatus (FRER
describes +describing +described EHE R BRI 1. Wl —D
0..*, unordered, none 1, unordered, none @ StudySite GURIEMME) 15
VIR ite (345
B BB ) e B Swdyste (0
e k7 SR S fi R SMME) (%, Bl B L0
B o StudySiteOversightStatus (A5 5 it
BN ) 0.%, JNEFATF 72 L, etk S D BRI Gk <
L LT A L, AL ORRRBRED TR SIS,
Constraints (#/#7)
Inverse Relation G¥FHES) : IZFE
D=V W)
Tagged Values (& 7'/ & )
Map:C3PR:
StudySite.irbApprovalDate
/Association StudySite HealthcareFacility % StudySite (GUERERiMER) 13,
is a function performed by +performed +performing [f (2 —-> HealthcareFacility (=

Elitak) &0 i S S HEET
5, 4 HealthcareFacility (=%
figk) 1X. FFlc—oLl ko
StudySite (GRERFEMifizz) & LT
e 2,

3 - StudySite (FRER SE ifi %)

I%. HealthcareFacility (5 it %
% 7213 Organization (R D
ER UL AECTN

Constraints (#/#7)

Inverse Relation G¥iFERE) : &L

THERES
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axy g J—2A Zl=gry Ip =k

/Association StudySite Study - StudySite GRERFEREftiz%) 13,

executes +executing +executed HIZ—o? Study GRER) % FEAT
0..*, unordered, none 1, unordered, none %, % Study (BRER) (3. BEIC

. I . —OLL O StudySite  (FABR S fi it

FopE R FEfi S % PR e é%ﬁéﬁ’bé R

s A RIS I - StudySite. (BUBRSEHEHEL)
0. MEFFfTF7a Ly 7ol MAFPATT R Ly 8L |y HealthcareFacility (P fiia
v N ¢

% 7213 Organization (kHf%)
(StudySite [FERFEMEMER] & L
T T Y HealthcareFacility [P
figx] & L CTidARwy) (CBE
Do

Constraints (#/#7)

Inverse Relation G¥iFEBH) : T

fTEhsd

Tagged Values (& 217 & fd)

Map:CTOM:
StudyParticipantAssignment.armldent
ifier

Map:HL7SP: Study.subject
Map:HL7SP: Study.performerl
Map:HL7SP: Study.performer3
Map:CTOM:
StudySite.localProtocolldentifier
Map:Lab:
SubjectAssignment.studySubjectldent
ifier

Study Conduct Sub-Domain::StudySite Attributes
(FBEM Y7 F A1 2 R EMBR  SBIE)

Btk AT —F
identifier public : RRBR S M5 DI B M 2 R+ 5 A DL
I
) Map:HL7SP = 'StudySite.id'
Gk Bl Ty T Map:SDTM IG = 'DM.SITEID'
1l
leadIndicator public : FRERICEE A RO T EE AN E 2 02T 5, #
BL Sh o B DFiHEE o Z — MR E S W sk R T
N R I, BN F B & FEE S D ATRetED B D,
TEHERE Ty
BL Map:C3PR = 'StudySite.roleCode'
Map:CTOM = 'StudySite.roleCode'
targetAccrualNumberRange public : Z ORI SR IE R O W BB R E 1B D i
URG<INT> VN B RO WIS T DR O HE,
Sef G256 A iR T Y Map:C3PR = 'StudySite.targetAccrualNumber'
URG<INT> Map:COPPA = 'StudyParticipation.targetAccrualNumber'
Map:CTOM = 'StudySite.targetAccrualNumber'
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B ZAT — bk
accrualStatusCode public : fﬁm@uﬁﬁf BN ERE DGR % L C BN O RE % B
CD MeIZ T Doz a— Mz fi, Bz, SEh, %+
. £ 51
etk ¢ [ I, a#aﬁ%%qw\ SRR,
CD Map:COPPA = 'StudySiteAccrualStatus.statusCode'
accrualStatusDate public : FEARI I S =B ()
TS.DATETIME T b7 bR AR (8HT) AR LA iEie b
DI & T \ T
P < 2, FREZEATH LW (14471)
TS.DATETIME Map:COPPA = 'StudySiteAccrualStatus.statusCode'
dateRange public : g DRRER~DOSMBAE & 44T 2 BHEIZ T 5 B RFD#iH,
IVL<TS.DATETIME> [7: : /b7p< L b 5222 BAE (8HT) Z R0 LTz beun
. N, FEMEEATH LW (1441 .
NT U T
R A IVL<TS.DATETIME> |\ap:C3PR = 'StudySite.endDate'
Map:C3PR = 'StudySite.startDate'
Map:COPPA = 'StudyParticipation.dateRange'
Map:CTGOV = 'StudySite.startDate'
Map:CTOM = 'StudySite.stopDate'
statusCode public : B/ @Jkﬁ%ﬁﬂﬁﬁ IT B el a— RibE i,
CD (20, PREE. Ehi, KT, BV L, #ZIE. In Review
" . o (#F& ) . Approved (KGB) . Active (J&Eh 1) | Closed to
RIE = — R 7Y 7 Accrual (B4E#T) . Closed to Accrual and Intervention (3%4E
CcD BLOMARKT) . Temporary Closed to Accrual (ZEE &
1l-) . Temporary Closed to Accrual and Intervention (GE£IS XY
- AN—B§E 1) | Disapproved (FEZA&GR) . Withdrawn (Et Y <0
») . Administratively complete (EFERH&T) .
Map:COPPA = 'StudyParticipation.statusCode'
Map:CTOM = 'StudySite.statusCode'
statusDate public : m“%ﬁ;;}}mm SOAREN MM E N B () |
TS.DATETIME AR EbERR AN (8H1) AR LRTIUTR 67200
§ iE G T \ T
F— < W, R EEATH X (1441 .
TS.DATETIME Map:COPPA = 'StudyParticipation.statusDateRange'
Map:CTOM = 'StudySite.irbApprovalDate'

Tagged Values (& 271 fE)
Map:C3PR = StudySite.irbApprovalDate.
Map:COPPA = StudyParticipation.
Map:CTGOV = Facility.

Map:CTOM = StudysSite.localProtocolldentifier.
Map:CTOM = StudyParticipantAssignment.armldentifier.

Map:HL7SP = Study.subject.

Map:HL7SP = SubjectProtectionApproval.
Map:HL7SP = StudySite.

Map:HL7SP = Study.performer3.
Map:HL7SP = Study.performerl.
Map:PSC = StudysSite.

Map:SDTM IG = DM.COUNTRY.
Map:SDTM IG = DM.RFENDTC.
Map:SDTM IG = DM.RFSTDTC.
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6.88

Study Conduct Sub-Domain::StudySiteContact

(FRBREWY T KA« HEBRERERRERIELE)

public Class {root}:

ARSI R DI & L TIE & 1R £ 721332 1 e A,

Study Conduct Sub-Domain::StudySiteContact Connections

(RBEMY 7 FAA > BB EMHREGHLGE T F25)
axyH J—R F—Fv b /—Fh
/Association StudySiteContact StudySite X StudySiteContact (GRS 5 fi 3¢

handles communications for

+communicating
0..*, unordered, none

+communicated
1, unordered, none

BAGHYSE) (X, W —o0
StudySite (FRERFEMMEER) ~0DE
& A LY %5, 45 StudySite (RRUER

ESREH AR FE R As a2y BB R ) 1. Bl —oL ko
O & AL % ﬁ ) B 2T 2 StudySiteContact (FRR 5 it it 53¢ 14
+HELE T 5 1. EFFFHT72 L, 72l gl ) | A AL X L %
0.%, WEFFfHF72 L, 72 A " :
L Constraints (7#1#7)
Invariant (RZESRfF) @ ICHFE %
JLEE XN D
Tagged Values (¥ 211 & f5)
Map:HL7SP: Study.performer3
/Association StudySiteContact ResearchStaff 4% StudySiteContact (G5 52 i fii %

is a function performed by

et
XD EfSNDEETH D

+performed
0..1, unordered, none

+performing
0..*, unordered, none

0.1, EFFfHFZ2 L. 72
L

BB I i i A T Y WFEA X v T
223 + 325
+5EHE S AL D 0.*, NIEFFfTIT72 L, 72

L

ARSI X, KR 14D

ResearchStaff (5t A % » 7) I

LV EEINDIEETHD, &

ResearchStaff (fff5E A2 % » 7)

X, HFIZ—-2® StudySiteContact
(BRI M FEAS Y E) & L

THERET 5,

Constraints (7#/#7)

Inverse Relation G¥iFERE) : &L

HEET S

Generalization
source > target

StudySitelnvestigator

StudySiteContact

Child

Parent

Tagged Values (& 211 & fd)

Map:HL7SP: Study.performer3
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Study Conduct Sub-Domain::StudySiteContact Attributes
(FBREM Y 7 F A1 . R E WM ER S E BT

Bk FAS ,—1
roleCode public : GBR FE e A L 2 OB O R A WM T S 7o dic =
CD — NL& 47, 1% 1, Principal Investigator (=5 aBR 5T
PR < ) . Sub Investigator (RABRZFHF) | Facility (fi) o
CD Map:COPPA = 'StudySitelnvestigator.roleCode'
Map:COPPA = 'StudyParticipationContact.roleCode'
Map:CTGOV = 'Facility Contact Backup'
primaryIndicator public : TR EZEETE 1 ORI EE L FH N E D
BL T 5,
BEC:%iepid T Y v Map:COPPA = 'StudySitelnvestigator.primaryIndicator’
BL Map:COPPA = 'StudyParticipationContact.primaryIndicator'
postalAddress public : AR St i S LA A X I A B T S ) e A S 72 1S
AD fifi 3~ % 38A& 5,
{5 50 T v Map:COPPA = 'StudySitelnvestigator.postalAddress'
AD Map:COPPA = 'StudyParticipationContact.postal Address'
telecomAddress public : FRER T OEASHE M DEAA OB, 77 v 7 A A
BAG<TEL> — IV EREET DOIERT 25T F 7 ;UC%O)IEU\O
CRRUAEE S N7V w7 Map:COPPA = 'StudyParticipationContact.telecomAddress'
BAG<TEL> Map:COPPA = 'StudySitelnvestigator.telecomAddress'
Map:CTGOV = 'Facility Contact - Phone'
Map:CTGOV = 'Facility Contact - Email’
Map:CTGOV = 'Facility Contact - Ext'
statusCode public : [PRBR JE i BB AR HE 2 2 O MR BE & BAREIC T D 72 Dic = — Nk
CD SNTE, BIZE, PREE. AR, KT, BViHL,
UN R T Y w7 Map:COPPA = 'StudySitelnvestigator.statusCode'
CD Map:COPPA = 'StudyParticipationContact.statusCode'
statusDate public : [FRBR St BB HE 2 OWRIEDSHIE S e B (RF)
TS.DATETIME e L bR AR (8HT) ZF#LATIER S 20
3 E N < N =
A RS 2, R ZEATH W (14471)
TS.DATETIME

Map:COPPA = 'StudyParticipationContact.statusDateRange'
Map:COPPA = 'StudySitelnvestigator.statusDateRange'

Tagged Values (& 21 & (&)
Map:COPPA = StudyParticipationContact.

Map:CTGOV = Facility Contact.
Map:HL7SP = Study.performer3.

6.89 Study Conduct Sub- Domain"StudySiteInvestigator

TR 2 2 HRIC

(BREEYITRAS Y

public Class {leaf}
Extends: StudySiteContact. :

nﬁﬁijﬁjﬁﬁgnﬁﬁ_ﬁ{E%)

(HH ABEMZESHLE. )
IRB7¥K 0)7125?)0)@@%71:7 ha— LR BINEREE AT —A Rarer b,
a5 ek SR i i 5% DO BF IR,

—ZUEE, AT &
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Constraints (#/#9)

Approved Invariant (iR AFEZRLE)

HRETHD) .

BiE 9% Study (FR5&) 2% InterventionalStudy (41 A&Wﬁ) Thid
AR ETA) 13 HealthcareProvider (EFRRHLE) |
Approved Invariant (7%

AN RRIE)

i SNOWEETH D) .

StudySitelnvestigator (75 52 i i 7% 2Bk 5 1E#)

Is a Function Performed By Qualifier ({&ffi -2 kv FEhi S5
. StudySitelnvestigator (FAB5R 3 fiti
LV EITEINBHEE TR T NIE R B,
Is a Function Performed By Exclusive Or (BEfthAIEHERFNIC

% ResearchStaff (WFZEAx %~ 7)) F£7-1%

HealthcareProvider (FEFEFEMLFE) OWVWTAMNIC LD Eii SN HHEETH V. W7 X HHEETILR W,
Study Conduct Sub-Domain::StudySitelnvestigator Connections
(ABEM ST F A1 2 BB EMHRARELE X2 5)
axyx J—2R 2—7v b /—F
Association StudySitelnvestigator HealthcareProvider - StudySitelnvestigator (A5 3Zfi
is a function performed by +performed +performing MR ETE) 1. B 140

B
XD EfSNDEETH D

0..*, unordered, none

AR S i i ¢ VR 5 A

0..1, unordered, none

R A

#

+ I <A D

0.*, EFEFHFZR L, 72
L

+3 N T 5
1. WEFEfT TR L, 7
L

HealthcareProvider (/&L E)
I ERESNDEETH D, &
HealthcareProvider (/&L E)
X, FERlz—oL Eo
StudySitelnvestigator (FA5R 52 i fiti
BB E(LE) & L T#RET 2,

Constraints (7#/#7)

Inverse Relation G¥FABE) : & L

THERET D

Generalization

source > target

Ak

VA > H—NFy k

StudySitelnvestigator StudySiteContact

Child Parent

iR S fte it e SR BR BT [Pk S St fe S A 2
o il

%

Tagged Values (& 217 & fd)

Map:HL7SP: Study.performer3

Tagged Values (& 271 fE)

Map:C3PR = HealthcareSitelnvestigator.statusDate.

Map:C3PR = HealthcareSitelnvestigator.statusCode.
Map:COPPA = StudySitelnvestigator.statusCode.
Map:COPPA = StudySitelnvestigator.primarylIndicator.
Map:COPPA = StudySitelnvestigator.
Map:COPPA = StudySitelnvestigator.telecomAddress.
Map:COPPA = StudySitelnvestigator.statusDateRange.
Map:COPPA = StudySitelnvestigator.roleCode.
Map:COPPA = StudySitelnvestigator.postal Address.

Map:CTGOV =

Map:HL7SP = Study.performer3.
Map:SDTM IG = DM.INVNAM.

6.90

nfﬁ%ﬁﬁﬂ'j R A Q4.

public Class:
BRI Z BRI X DR E DOk

B HRBRORFED LR

Investigators (at the protocol location).

Study Conduct Sub-Domain::StudySiteOversightStatus
PLER R M s BT 1R K )
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PlZIE, R S nE, fEH - R $EH - KGR,

FEH - SebR, $EH - AT SRHAEL

Study Conduct Sub-Domain (FBEEH 77" F A1 >~) ::StudySiteOversightStatus (F8 s et 0r)

Connections (ZRZ 3 >)

IZED Y THND

+HI DB THND

0.*, NEFFAHF 72 L, 721, EFfFT22 L, 2L

L

ax A Y — A 2=k J =k
/Association StudySiteOversightStatus (OversightCommittee % StudySiteOversightStatus (F5k
5P FBR I B AR DL R E B S SRt A R B AR L) 1R, HIZ o

+EID M TS @ OversightCommittee (BtREE
) WE Y THEND, K
OversightCommittee (FtHZEE 2
X, Hex —opLl ko
StudySiteOversightStatus (75 5 fiti
ik B kL) Z2EI 0 BT o,
Constraints (ffill#7)

Invariant (F& &) :HID YK TS

JAssociation
B
Lk %

StudySiteOversightStatus [StudySite

- StudySiteOversightStatus (FA5&

e S it i e R (IR e (IR S it 7 SRR AR 1, L —o
+RLik 9% Rt S D O StudySite GRUERSENlia) % i

0.*, EFEfTHFZ22 L, 720, NEFEATITZ2 L, 7oL

L

k9%, 4 StudySite (GRS Kt
%) X, Rfx —DLL ko
StudySiteOversightStatus (A5 5 fii
M ax B AR (R S LD,
Constraints (f#7)

WFEES  lCR E D

Tagged Values (% 7' & i)
Map:C3PR:
StudySite.irbApprovalDate

Study Conduct Sub-Domain (EBEH V7 F .41 >) ::StudySiteOversightStatus (F88 LM iR E L)

Attributes (BHE)

e 547 ="

reviewBoardApprovalNumber public (/X7'V v ERBREMFHEEOARICH LEALZESICLVFEV Y THR
Text ) 7) 2 CFH,

HELEBRKRETTFA D 5T

Map:CTGOV = 'Board Approval Number'

reviewBoardApprovalStatusCod
e

AL B RAGRIRIL 2 — B

public (/X7 v
7)
CD

feitis LOBES 2 FAZBROHMOREZ AT 572
WIZa— RMeEh 7o, R S 2 - REL 12
- RGE. PR - bR, FRM - AT, R

Map:CTGOV = 'Board Approval Status'

reviewBoardApprovalDate

public (/X7 v

Institutional Rebies Board (s NHEAEZES : IRB) 2% T

A& B KGR H 7) OB EFEEFEO R A LA (F) . & &IKTYH
TS.DATETIME SER7e HAE (8H1) ZEHE LT iude ooy, RN E £
T L (1440
Map:C3PR = 'StudySite.irbApprovalDate'
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7.0 RAL L UREE. BERTOHE, RRER

7.1 ¥EFIZE8 3 5 CDISCHDAREEIR

AREUE 2 RS L ONESF T 256, FidrEIC K> TRES N TV D EYOFEANLEIZ R D AR H D, A
FEHEDNBRICEB W TIE, BED B D WD D35REB L W2 D B HEDTFE £ 7213 4 EIC W T h, Wb
B LEB L2V, CDISC (CDISC Board of Directorsz & #e) (%, AIEHEDFIE I - TT A B AW
LT D AREMED & D FFFRE R OFFE, 2 DN, ®5 L 72 DRFEF £ T2 IR RFRa R ORI 2 4 M L O O
FAEOFENIZOWT, —UIFETEZADR,

7.2 KB K UREL

AIEEEORRFE OABIRE 1T, YBRE (72X OMREAN) ICKHHEBMOFRERIZBWT, 2O LR D
R0 T, WIZHIETLHENEEZRY, RS XOENT L b0 LT 5, T72bb, (a) FBRE. M
1RE DEEMOFTEHEE R T 5 TR COFERIE F 72 13RI BV T, X TORE T 1 & 2 & Y345
FIZEL 20D LHEICHE G T HMEREZRFFEIIRAET D, (b)) Z ZITHUE SN Yk BERF IS L Dk,
TKERE L OVKFEORENCTHIBRIZ 22, (0) MakEBRIE. W/ D E#R, BIEROAENRE B O YE £ 7213
ZTNHOFEREICZEH, TOERMELIT EBICBNT, ARY V—THESNEZNE L FETHBME2HIRE 7
FEEE) TA BV ABBEEZELSEDL O TIEHRL, 2o, 2O L) RER, B OEREE 7= 135281
RKLT, ZORFEIT BT, () Y—A2Aa— R NEXTORIREIIEAm,. i) IREEIEY Z1ER
THHRMTDT A & A (CDISC Intellectual Property Policy [LA T AR U 2 —] [O® 7 v a A2 THIE S
NTWDHOEERS) | 26NT (i) HErColidfi ( [RY—) O'Z v a3, 5ABLUM2THES N
TWDHLDOERL) Z#FRTDH, BMORHIREITEHEZHEY T4 B AREEELIEDLIHLOTH AR,
ZEURE L, EEOBRE ET-13FDMDIEEDZEIZL > TITONT-EIRD ., (EEOEE. BEhRomE, &
EIROIEREE 72132 N 5O FIEIC, B EIT BN T, RV v—] O&7 a2 931F%sniz7
AV AREEECSEDAEEMENH D Z LICRSTWTEGA. S BHRE 132 DN % CDISC President|Zi#H<°
MIZEHEI L, CDISC Presidentl:Z DN %3 X TORURE ITHL/THEET 52 L &35,

7.3 BRI/ REEE

TRCOBREL., WONEEZRHT D, T7habb, R —] o7 ald3illEINTWEILD%E
BrE . TRTOEERS L ORI OEHRE L & NSRS L O ER OEEEICKT T 5 T X CoEEIE, Bl
RO FEFERMS I, R, BORM), 1B, 20D FEEZRDLT., —HIOEEZEb2nsEoTHy, B
%% . fRFEA. CDISC President, CDISC Board of Directors}s J. TNCDISClZ. Ty, HERIDIFRENE, HEH
M E 7T B~ EYEICH T DR . W D%, R EZITE EHROERE, SMnoAE 5%
DD ND 72 DARFE S B RAIC SRS D,

7.4 BEESTOFHIR

W B Ea . CDISCE-IEF 0 dh 6 5% E  (CDISC Board of Directors, CDISC President, CDISC A ¥
7. CDISCA v =% EM, ZHILICRE SR X, odH 6D 2FEELIFFMBRIIH L, ARY v—F
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T BEBE D ST SO HETEL S D02 5RO K, FHMS 0K, EHEA, A, PR,
i RE)EIIRHIOEFICHONT S, £ OLEZ D YLAFE O RIS HOWTHEANZEMZZ T T e E D
b B B RNETR, REEETIIMOER DN & 5 0G 2T, —UEEEzADRVLDET D,

¥ : CDISC Intellectual Property Policy(3LA F TRIRTX 5,
http://www.cdisc.org/about/bylaws pdfs/CDISCIPPolicy-FINAL.pdf

8.0 f{I8%

18 A - BE>CR

CDISC F7E4E <http://cdisc.org/glossary/index.html> BRIDGHEZE <http://cdisc.org/standards/bridg.htmI>
HL77 — Z 7Y <http://www.hl7.org/v3ballot/html/welcome/environment/index.htm>

XEOKRT
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