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BBeneHue

Mogaenb rpynnbl MHTErPMPOBAHHOW NpeAMETHOW obnactu GuomeauumHCKux uccnepoBaHuii BRIDG
(Biomedica IResearch Integrated Domain Group) 6bina paspatoraHa B CBA3M C pacTyLuMu rnobanbHbIMKU
3anpocamy OTHOCUTENBHO peLLeHui, NomoraloLmx obecneunts Bonee TECHYIO UHTErPaLMIO AaHHbIX KIIMHNYe-
CKMX MccneaoBaHuin ¢ uHdopmavumen, cobmpaemon MeauUMHCKUMU UHAOPMALIMOHHBIMU CUCTEMAMM, a TaKkKe
WHTErpaumnio MHopMaLMn Ha pasHbIX CTaANAX KIMMHUYECKOro uccnegosaHus. B HacToswee Bpemsa B npouec-
cax cbopa u 06paboTku AaHHbIX, BO3HUKAIOLLMX MPU NPOBEAEHUU KITMHUYECKOTO UCCNEA0BaHUS, UCTONb3YIOT
MHOXECTBO Pa3HbIX TONKOBaHWUA, POPMATOB M TUMOB AAHHbIX, YTO NPENATCTBYET BO3MOXXHOCTM U NOTEHUMany
fonee LMPOKOro COBMECTHOTO NPUMEHEHUS, MHTETPaLMN U PaCNPOCTPAHEHUS AaHHbIX KIIMHUYECKOTO Uccre-
[OBaHUSA, YTO B KOHEYHOM CYETE NPUBOAMT K 3aMEANEHUIO, @ BO MHOMUX Cry4yasXx U K npekpaLleHuto paspa-
OOTKM M BHEAPEHUS] HOBLIX BOCTPEOOBAHHbLIX NEKAapCTB. BHyLuMTENbHbIE 00LEMbI AAHHBIX O MEAULIMHCKUX
3HAHWAX UMW HE CYLUECTBYIOT B 9NEKTPOHHOM BUAE, MOME3HOM ANS AUHAMUYECKU Pa3BUBAIOLIMUXCA CUCTEM
ofbecneyeHns NPUHATUS PELLEHUIA, UMW NPEACTaBMNEHbl B TAKOM SMEKTPOHHOM BUAE, KOTOPbIN MOXET ObiTbh
MCcnonb3oBaH TOJNIbKO OoTAESIbHbIMU YaCTHLIMW CUCTEMaMMU. B03MOXHOCTb MCNONb30BaHUS VIH(bOpMaLMM, 3am-
KHYTOW B CTaTWYHbIX AOKYMEHTAaX U YacTHbIX Dasax AaHHbIX, CMOCOOHA CyLLIECTBEHHO YCKOPUTbL NPOLECChH
KNUHUYECKUX UCCneaoBaHuin. B naeanbHoOM criyyae Ans KPUTUYHBIX AAHHBIX AOMKHbI ObIThb 06ecneYeHbl ux
yTeHue, 4OCTYN M arperupoBaHne ¢ NOMOLLLIO NGOro cpeacTea B Mobon Touke npouecca. Takue cpeacrea
CTaHyT 3P EKTUBHBIM CPEACTBOM KOMMYHUKaLUUK, NPE0A0NEeBaloLLei BCE CyLLECTBYIOLUME rPaHuLbl, U NO3BO-
nat obecneynTb aBTOMAaTM3auuio MHOTMX NPoLUEayp, KOTOPbIE B HACTOSALLEE BPEMS BbIMOMHAIOTCA BPYYHYIO.
YcTpaHeHue AnuTenbHbIX Npoueayp Npeobpas’oBaHus M BBOAA AAHHBLIX, COAEPXALUMXCA B Pa3pO3HEHHbIX
YaCTHbIX XpPaHUNMLax nHpopmaummu, No3sonuno Obl y4eHbIM CHOKYCMPOBATLCH HA HAYYHbIX UCCNEA0BAHUAX
N UHHOBaLUUAX.

,D,J'Iﬂ OCyLleCTBNEHNA BbILLEN3NOXXEHHOIO AaHHbIE KINMUHUYECKUX wccne,u,oeauwﬁ AOJDKHbI CTaTb MALLUUH-
HoOoOpabaTbiBaEMbIMU U CEMAHTUYECKM UHTEpONnepabentHbIMM.

Mogenb BRIDG npeanaraetr noaxos K yCTpaHEeHU0 CEMAHTUYECKON HEO4HO3HAYHOCTU, NPUCYTCTBYIO-
Len B cdhepe KNMHUYECKMX uccrnenoBaHuin. byayyumn moaennio npeaMerHoi obnactu (domain analysis model,
DAM), BRIDG npegHasHauyeHa ans npeactaBrieHus COBMECTHO MCNONb3yEMOW CEMaHTUKU NpeaMETHOM 006-
nacTu KNMHUYECKUX UCCNEAOBAHNI, OCHOBAHHbLIX HA MPOTOKOMAX, U COMYTCTBYIOLLMX PErynaToOpHbIX apTedak-
TOB. MOTPeBHOCTL B HACTOALLEM CTaHAAPTE BO3HWKNA B pesynbraTe peanusauuu pasnuyHbiX NPOeKToB, KOTO-
pble BHECNW CBOW BKMaj B CEMaHTUKY COAEPKaHUS. OTU NPOEKTbl OKYMEHTUPOBAHLI B MOAENU C MOMOLLBIO
MCMONb30BaHUA TEroB B KaXKAOM Kracce u arpubyte (a Takke BO MHOrMX accoumaumsx). 3T Tern naeHTu-
PULMPYIOT NCTOYHUKU SNEMEHTOB MPOEKTOB, U3 KOTOPbIX ObINO BbIBEAEHO MOHATUE UMW HA KOTOPbIE 3NIEMEHT
Obin oTo6paXeH.

JONONHMTENbHYIO MHPOPMAUMIO O NPOEKTaxX, KOTOpble BHECNW CBOW BKNaj B COAEpPXaHUE MoAenu
BRIDG, moxHo HaiiTu B pasaene «Projects Contributing to the BRIDG Model» (npoekTbl, BHECLLUME BKNaj B
moaenb BRIDG) pykoBoacTBa nonb3oBaTensa MOAENU U B aNEKTPOHHON Tabnuue, onucbiBatoLel otobpaxe-
HUs anemeHToB mogenu BRIDG (cm. http://www.cdisc.org).
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HAUMWOHANBbHBIN CTAHAOAPT POCCUMCKOWN GEAEPALUNMN

MudopmaTtusaums 3aopoBbs
MH®OPMALIMOHHbBIE MOLENN

Mopaenb rpynnbl MHTErPMPOBaHHOM NpeaAMETHON OobnacTu
6uomeauumMHCcKkux uccneaosaHuii (BRIDG)

Health informatics. Information models.
Biomedical Research Integrated Domain Group (BRIDG) Model

Dara BBegenna — 2018—01—01

1 O6nacTb NpUMeHeHuns

B Hacrosillem cTraHaapre OonuMcaH KOMMMEKC MoAEnei, KONMEeKTUBHO HAa3blBAEMbIX MOAENbIO FPymbl
MHTErpMpOBaHHOW MpeaMeTHON obractu GuoMeamumHckux uccnegosanun (BRIDG). 3ToT koMnnekc npea-
Ha3HayeH Ans obecneyeHms pa3paboTkm KOMNLIOTEPHOrO NPOrpaMMHOro obecnevenusi, 6a3 AaHHbIX, XPaHU-
ULy METAAAHHBLIX U CTAHAAPTOB 0OMeHa AaHHbIMKU. OH NOAAEPKUBAET TEXHOMOTUYECKME PELLIEHUS, OPUEH-
TMPOBAHHbLIE HA CEMaHTUYECKYIO (TO €CTb CMBICIIOBYIO) MHTEponepabenbHOCTL B cdepe BuomeanumHCKnx/
KMUHUYECKNX MCCMEA0BaHUN, a Takke UHTeponepabenbHOCTb aTol cdpepbl ¢ MHPOPMALIMOHHBIMU CUCTEMA-
MU 34paBooxpaHeHnss. CeMaHTUKa KIMHUYECKMX UCCNeaoBaHuii NPEeACTaBneHa Kak COBOKYMHOCTL BU3yarsib-
HbIX AuarpaMM, OnuUCbIBalOLLMX OTHOLLEHUS MEXAY AAHHLIMU, ONPEAENEHUs NOHATUN, PA3bACHEHUS U NpU-
Mepbl, UCMONb3yemble B BMOMEONLMHCKUX UCCNEeAOBaHUSIX, OCHOBAHHBLIX Ha MpoTokonax. 3T AguvarpaMmbl
UCMONb3YIOT CUMBOSUKY U rpaMMaTuKy YHUULMPOBAHHOIO sidbika mogenupoBanus UML (Unified Modelling
Language), sTanoHHon uxdopmaumoHHon mogerm HL7 RIM (Reference Information Model), a Takke si3bika
Be6G-oHTOnormin OWL (Web Ontology Language).

HacToALwuin cTaHaapT ONUCLIBAET CBA3W MEXAY KITMHUYECKUM UCCNEA0BaHNEM, OCHOBAHHBIM Ha NPOTO-
Kone, U acCOLMUPOBAHHBIMU C HUM PETYNITOPHBLIMU apTedakTamu, BKIIO4asa JaHHbIE, OpPraHu3aLmm, pecypcebl,
npasuna 1 NpoLeccsl, BOBNeKaemble B HOPMAarnkHy0 OLEHKY MOMb3bl, BAUSHUA Unu apyrux dapmakonormye-
CKMX, hM3MONormyecknx nnm ncuxonornydecknx achekToB NPUMEHEHUA NekapcTea, Npoueaypsbl, npouecca,
MEAULIMHCKOTO U3ENnUs YenoBeKOM, XXUBOTHBIM UIN UHBIM CyObEKTOM NuBo cybCcTaHLMeR, CONPoBOXaaeMO-
ro Bcemn TpebyemMbiMU PErynsaTopHbiMK apredaktaMmu, TpebyemMbiMu ANns NPUMEHEHUSA UNU BbITEKAKOLUMMU
BCMNeACTBME NPUMEHEHUS, BKIOYasa MHOPMAaLMIO, NPeAHA3HAYEHHYI0 ANS NOCTMAPKETUHIOBOW OTYETHOCTM O
HexxenarenbHOM NMoBoYHOM AEeNCTBUM.

2 HopmaTuBHbIE CCbITKU

B HacTosiLem cTaHaapTe MCNosb30BaHbl HOPMATHBHbLIE CCbISIKM Ha crieayoLmue 40KyMeHTbl, Heobxoau-
Mble N1 ero NpUMeHeHus (ans AaTUPOBaHHbIX CCbINOK CrEAyeT UCMONb30BaTh TOMLKO YKa3aHHOE u3gaHue,
[Ansi HefaTUPOBaHHbIX — MOCIeAHee U3gaHne yKkasaHHOro OKYMEHTA, BKKOYas BCE NonpaBku):

ISO/HL7 21731 Health informatics — HL7 version 3 — Reference information model — Release 4
(UHdpopmaTusauus sgoposbs. Bepeusa 3 HL7. StanoHHas uHdopmaLmoHHas moaens. Beinyck 4)

BRIDG Model, UML-Based Comprehensive Model Diagram (Mogene BRIDG. Quarpamma KOMMIEKCHOM
Mogenu Ha ocHose UML)"

D [oKkyMeHT MOXHO 3arpy3unTb no cebinke http:/Aww.cdisc.org/bridg.

N3paHue oduumanbHoe
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3 TepMmuHbI 1 onpeneneHus

B HacToawem craHgapre NpUMEHEHb! CrieayloLmMe TEPMUHbI C COOTBETCTBYIOLUMMUW ONPEAENeHUAMU:

3.1 HexenatenbHoe siBneHuve (adverseevent): HebnaronpusiTHbIM M HenpeABUAEHHLIA NPU3HAK,
CUMNTOM, 3a0OneBaHMe UMM UHAsA peakuusi, BPEMS BO3HUKHOBEHUSI KOTOPbLIX HE WUCKIIIOYAET MPUYUHHO-
CNEeAICTBEHHOW CBSI3U C NPUMEHEHUEM NIEKAPCTBEHHOTO CPEACTBA, MPOLEayPbl UM UHOW Tepanuu 6o ¢ npo-
BeAEHWUEM KINMHUYECKOrO UCCEN0BaHUSl BHE 3aBUCMMOCTU OT HanNMuusi UnNu OTCYTCTBUS TAKON CBA3M.

lpumepbl — Cmepmb, 6011b 6 criuHe, 20J108Has1 6011b, J1Ie204Has1 ambosus, cepOeyHbIl npucmyn.

3.2 aTpubyT (attribute): OnucarenbHoe CBOMCTBO knacca (3.3), 0603Ha4yaemMoe Kak CoaepaLLeecs B knacce.

3.3 knacc (class): MoHuaTue ocoboii BaXXHOCTU, HAaNpUMep obnacTb MHTEpeca.

3.4 mogenb aHanusa npeamMmetHon obnactu (domain analysismodel, DAM): ABcTrpakTHoe npeacras-
JIeHne uHTepecyemon npeameTHon obnacTu, cnyxxawee oCHOBOMW paspaboTkm 6onee HU3KOYPOBHEBbLIX apTe-
haKTOB KOMNBIOTEPHOIO NPOrpaMMHOro obecneveHusi, 6a3 AaHHbIX UNKU CTAHAAPTOB OOMEHa AaHHbIMU.

n puMmedaHue — B naHHoM cnyvyae MHTepecyeMOﬁ npe,qme'rHoﬁ obnacTblo ABnseTcA uccnepgosaHue, Kotopoe
BeAeTCA B COOTBETCTBUU C NPOTOKOSIOM.

3.5 yHuduuympoBaHHbIi A3bIK moaenupoBaHua (unified model linglanguage, UML): CtaHgaprtuso-
BaHHbIN A3bIK MOAENMPOBAHNS 0OLLEro Ha3HA4YeHUsA, UCNONb3yEeMbI ANA ONUCAHUA CeMaHTuYeckux Tpebosa-
HWI K KOHKPETHON NpeaMETHON 0bnacTu.

3.6 asbik Be6-oHTONOrMM (Wweb ontology language, OWL): A3bik, OCHOBAHHbIN HA BEG-TEXHONOMUAX M
NPeaHasHaYeHHbIl 4NA UCMONb30BAHUA B NPUIOXKEHUAX, KOTOPbIM TpebyeTca obpaboTka cogepxaHus WH-
dopmauun.

3.7 A3bik Be6-OHTONOIMI1 — onucarenbHaa noruka (web ontology language, OWL — description logic
OWL-DL): CeMenCTBO A3bIKOB NPeACTaBEHNA 3HAHUI W OHTONOTUYECKUX A3LIKOB, NPpeAHa3HaYEHHbIX ANA
pa3paboTkn OHTONOrN nnu 6as 3HaHWiA.

4 CokpalueHus

CDISC — KoHcopuuym no paspaboTke ctaHaapToB oOMeHa knuHuyeckummn aaHHbimu (Clinical Data
Interc-hange Standards Consortium);

DAM — MOAenb aHanusa npeameTHon obnactu (domain analysis model);

FDA — YnpasneHue no caHMTapHOMY HaA30py 3a Ka4eCTBOM NULLIEBLIX NPOAYKTOB U MEAUKAMEH-
ToB (Food and Drug Administration);

HL7 — Health Level Seven Inc.;

NCI — HauuonaneHbin nHcTutyT paka (National Cancer Institute);

OWL — A3blk BeB6-oHTONOMI (Web ontology language);

OWL-DL — s3bIk BeG-OHTONOrMMIn — onucarernsHas normka (web ontology language — description logic);

RIM — 9TanoHHan uidropmaumoHHas mogens (Reference Information Model);

SCC — KoopauHauunoHHbIn komuTeT No ceMmaHTuke (Semantic Coordination Committee);

UML — yHudnmumupoBsaHHbii A3bik MogenupoBanus (Unified Modelling Language).

5 O630p KoHUenTyanbHoro npeacraeneHus moagenu BRIDG

Mogens BRIDG npeactasnser cobon hopmanbHyl0 Mogenb aHanusa npeamerHon obnacrtu (domain
analysis model, DAM). Takaa moaens obnagaer cneayowyMmM CBOMCTBAMMU:

- npeacTtaBneHue udydaemon obnactu, He 3aBUCSLLEE OT peanusauuu;

- eaMHoo6pa3Hasa UHTepnpeTauusi NOHATUN,

- MCNOMb3OBAHUE TEPMUHOMNOTUU NPEAMETHOIH 0ONacTU, NOHATHOW 3KCNEpTam NMPU YaCTUHHOM WM NOM-
HOM OTCYTCTBMW 3HaHWUM B 06NacT MH(OPMALIMOHHLIX TEXHONOIUM, ABNAIOLMXCA TEM HE MEHEE OCHOBHbLIMU
norpeburenamu moaenu;

- OA4HO3Ha4yHOE TONKOBaHWE onpeaeneHun;

- MCNOMb30BaHWE KOMMNEKCHbIX TUMOB AAaHHbIX, CKOHCTPYUMPOBaHHbIX CNeuManbHO Ans NPEAMETHO 00-
nacru, B Cry4ae HacTosALero craHaapra — B 061acTi KNMHUMECKUX UCTIbITAHWUIA;

- cnefoBaHue XOpoLuei NpakTuKe MOAEeNUPOBaHUS;

- KOHCTPYMpOBaHWE aHaNUTUKAMU M SKCNepTaMu NpeaMeTHON 06nacTu nyTem A0CTMKEHUA KOHCEHCYCA.
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Mogens BRIDG sBnseTca KOHUENTyasbHOW Mogenbk, Ha 6a3e KOTOPOW MOryT OblTb MOCTPOEHbLI Ae-
TanusmpoBaHHble apTed)akTbl NPOEKTOB KOMMbIOTEPU3OBAHHbLIX CUCTEM. B HacTosilee BpeMs MoOfLesib aHa-
nun3a npegMeTHoi o6nactu cdokycrpoBaHa Ha CTaTUYecKoil ceMaHTUke (CeMaHTUKe AaHHbIX) npegMeTHOW
06/1aCTN KNMHMYECKOro nccnenoBaHns, kotopas otobpaxaeT CTPYKTYpy nHopmaymm, cobupaemoin B 4aHHO
npeamMeTHON 061acTh, 1 OTHOLWEHUA MeXAy CTPYKTYPHbIMU 3nemMeHTamu. MoaTtomy 60nblias YyacTb CEMaHTU-
KM MpegMeTHoW o6nacTu npegctaBneHa B BuAe guarpamm knaccoB Ha a3bike UML.

TepMUH «aHann3» oTpaxaeT TOT hakT, YTO MOAesib CKOHCTpPyMpoBaHa He3aBWCUMOI OT peanu3auuun, To
€CTb CEMaHTMKa MOAenn orpaHuyeHa TeMy anemeHTamun, KOTOopble XapakTepusylT «Npo6/eMHYI0 NPeaMeTHYIO
o6nactb» BTOl (hopme, B KOTOPOI ee MOryT onucaTb akcnepTbl. B mogenu BRIDG ncnosb3oBaHbl Teru, ykasaH-
Hble B KaX[OM Knacce v atpubyTte (a TaKke BO MHOIMX accoumaumsax). 9T Tern UAeHTUMOUUNPYIOT NCTOUYHUKN
3N1eMEHTOB NPOEKTOB, U3 KOTOPbIX Obl/I0 BbIBEAEHO NOHATUE UMW HA KOTOPbIE 3/IEMEHT 6bl/1 OTOOPAXKEH.

Heckonbko npeacTaBfeHuid, NCNOMb30BaHHbLIX B HACTOALLEM CTaHfapTe, COOTBETCTBYIOT MOLeNsAM, 06-
pasywowmm mogens BRIDG. OHM SBNAOTCA HeOTbeMeMOoli YacTbio HacToswero crtaHgaprta. K atum npeg-
CTaB/IEHUAM OTHOCATCA (CM. PUCYHOK 1):

a) kaHOHMYeckoe npefcTaB/ieHVWe B BuAe KOMMaekca Mogeneil Ha asbike UML (guarpamm knaccos),
OMWCbIBAIOLLUX BCO TAPMOHU3UPYEMYIO CEMAHTUKY. DTOT KOMMEKC COCTOUT M3 6ONbLIONK pas3BUTOn Moaenu
Ha fa3blke UML u wecTtn cneuynduyHbix npegcrasneHunii nogAoMeH0B MOAeNu;

b) npeacTasnexnve HL7 B Buge komnnekca mogenein HL7, onucbiBalowWwmx rapMoHM3NpyeMyo ceMaHTuKy
B cooTBeTCcTBMYU C I/ICO/HL7 21731, ncnonb3ysa Of4HO3HAYHbIE KOHCTpPyKUuMnM mogenun RIM;

C) OHTO/MIOrN4Yeckoe npeacTaBfeHne B Buae ogHoro haiina B hopmare OWL, koTopoe npegHasHavyeHo
N5 NPOBEPKN HEMNPOTUBOPEUMBOCTU U CEMAHTUYECKON NPOBEPKM.

r r \

MpeacTaBneHne
B mogenn HL7 RIM

dopmanbHas npueAska K Mogenu
HL7 RIM, npeactasfieHHas B
rpacgmyeckom ctune HL7, Bepcum 3

MNpepactasneHve
Ha A3blke UML

Pa3sutas UML-mogens c
naketamy A5 Kaxgoro

nogaomMeHa ( \
MNpeactaBneHue
Ha s13blke OWL
MonHOCTLIO
aBTOMaTU3npPoOBaHHOE;
[ns BRIDG 3.2, Mogenb, ucnonbyemas gns

MPOBEPKN MPOTUBOPEYMNIA 1
cemMaHTMU4ecKoli NpoBepkM

y y J

PurcyHok 1 — [narpamma, usobpaxaroLlasi MCnosb30oBaHNe HECKOSMbKUX NpeacTasneHuii B BRIDG

6 KaHoOHM4yeckoe npepncrtaB/ieHMe Ha A3blke UML
6.1 Obuiee o6cyxaeHne

KaHoHuyeckum npepcrtaBneHunem mogenu BRIDG cuutaeTcs npegctasrsieHvMe Ha A3blke UML. Anda Bu-
3ya/ibHOro npefcTaB/ieHUss CeMaHTUKM B A3blke UML npepycmoTpeH pafg guarpamm. KaHoHuuyeckoe npeg-
ctaBnenve mogenn BRIDG, npegHasHavyeHHoe A1 BM3yaslbHOrO MpeAcTaBeHUs CEMaHTUKU KIIMHWYECKOro
nccnefoBaHus, B OCHOBHOM MCMNONb3yeT AuMarpaMmbl KNaccoB 1 anarpamMbl 06bEKTOB.

KaHoHnuyeckoe npeacTtaB/ieHne BKAYaeT 60/blUY0 pa3BUTy0 Moenb Ha A3blike UML u wecTb cneyu-
PMUHbIX NpeacTaBNeHnin NnogaoMeHOB mModenn. Pa3sutas Mofenb fBAseTca 60/bLUOA U COXHOW, NO3TOMY
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Ans obneryeHns AocTyna K aneMeHTam MoAenu 1 NOHMMaHUS STUX 3rIeMeHTOB pa3paboTaHbl NpeacTaBneHus
noaIOMeHoB. 3TH npeacTasneHns 6onee NonHO onucatbl B 6.2. OHM coaepXar CreayloLlme CyLHOCTH:

a) obLuMe aneMeHTI;

0) HexxenaTenbHOe ABMEHME;

C) NpeacTaBneHue NpPoTokona;

d) perynsatopHas nHopmMmauus;

€) CTaTUCTUYECKUI aHanus;

f) npoBeaeHne nccnenoBaHus.

Opyrue nogaomeHbl MOryT 6bITh ONpegeneHbl N0 Mepe HeobXO0AUMOCTH.

6.2 MpeacraeneHus nogaoMeHoB Ha A3bike UML

6.2.1 O6wue anemMeHTbl (COmMmon)

OTOT NOAAOMEH OMUCLIBAET CEMAHTUKY SNMEMEHTOB, SBMSIOLUMXCA 00WmMMK AnA Bcex (Mnu ansa 6onb-
LUMHCTBA) ApYyrMX NoaaoOMEeHoB. Bonbluasi 4acTb ero cogepXaHusi MOXET pacnpOCTPaHATLCA HE TOMbKO Ha
KnuHuveckne mnccnegosanms. OHa OXBaTbIBAET CEMAHTUKY TAKMX CYLLIHOCTEW, Kak Mioau, opraHnsauum, me-
CTOHaXOXAEHUS U Matepuansl.

MogaomeH oBLUMX ANEeMEHTOB HE UMEET Kakon-nmbo cneuuansHON ayauTopum.

6.2.2 HexxenarenbHoe aiBneHue (adverse event)

3TOT NOAAOMEH NOCBALUEH BOonpocaM 6e30nacHOCTU NIOAEN, NEKAPCTB UINU MEAVLMHCKUX udgenui. OH
TaKKe ONUCLIBAET AEATENBHOCTb, CBA3AHHYIO C 9STUMU BONPOCAMM M OCYLLIECTBISAEMYIO BO BPEMSI BbINOSIHEHUSA
NpOTOKOMNa MCCNEAOBAHUS UMW MOCME HEro, HaNpUMepP MOCTMAPKETUMHIOBYIO OTYETHOCTb O HEXenaTerbHbIX
AABNEHUSIX.

MoaaoMeH HexenaTernbHbIX ABMEHWIA PacCYUTaH Ha TEX, KTO y4acCTBYET B AEATENbHOCTU, CBA3AHHON C
BONpocamMu 6e30NacHOCTU, HAaNPUMEP B BONPOCAax 0GHAPY>KEHUS HeXXenaTernbHbIX ABNIEHUN, a Takke B OLIEH-
Ke, NNIaHMPOBAHWK YNPaBMNeHUst PUCKaMmn, OTYETHOCTH.

6.2.3 NpeacTaesneHune npotokona (protocol representation)

3TOT NOAAOMEH OMUCLIBAET XapPaKTEPUCTUKM KITMHUYECKOTO UCCREAOBAHUA, A TAKKE ONMPEeAEneHus u
accoumaumm AeATenbHOCTU, OCYLLECTBNAEMON NPY BbIMOAHEHMU NPOTOKONOB. OH OMUCHLIBAET Takke ponu,
y4yacTByloLUME B 3TOW AEATENbHOCTU.

MoaaoMeH nNpeacTaBneHUs NPOTOKONa paccHUTaH Ha TeX, KTO y4acTBYET B NNAHUPOBAHWUM BbiNONHEHUSI
u B paspaboTke NPOTOKONOB KMUHMYECKUX MCCreaoBaHUi. BonbLLMHCTBO AenoBbixX TpeGoBaHUA UCXOAUT OT
3TUX Nogen.

6.2.4 PerynupoBaHue (regulatory)

3T10T NnoaaomeH paspaboTaH Ha OCHOBE PerncTpaLuoHHOro aocke, Tpedyemoro FDA, HO He orpaHuMynBa-
eTca TpeboBaHUSAMM TONMbLKO 3TOW opraHusaumu. MoaaoMeH peryrmpoBaH1sl paccCiUTaH Ha Tex, KTO y4acTByeT
B CO3JaHUM U PELIEH3NPOBAHUM 3aABOK HA PErMCTPaLMIO, NOAABAEMbIX B PEryNATOPHbIE OpraHbl (B OTnM4ne
OT AOKYMEHTOB Nno 6e30NacHOCTM, KOTOPbIE ONKUCaHbl B NOAA0MEHE HeXenaTenbHbIX IBNEHUit). BonbLUMHCTBO
AenoBbix Tpe6oBaHMI NPOUCTEKAET M3 MOAENN 3asiBOK HA PErnCTPaLMio FliekapCTBEHHbIX CPEeACTB U MEeAULMH-
ckux uspenui (regulated product submission, RPS).

6.2.5 CtaTucTuveckuim aHanus (statistical analysis)

OTOT NOAAOMEH OMUCLIBAET MOHATUSA, OTHOCALLMECA K MIAHMPOBAHMUIO U BbIMOSIHEHMIO CTATUCTUYECKOTO
aHanusa gaHHbIX, COOpaHHbIX B NPOLECCE KIIMHUYECKOrO MCCReaoBaHMs, U CBA3U MeXay 3TUMU AaHHbIMMU.

MogaoMeH CTaTUCTUYECKOro aHanu3a pacCqMTaH Ha TeX, KTO y4aCTBYET B CTaTuCTM4eckon obpabotke
npouecca KMMHUYECKOro MCCneaoBaHus.

6.2.6 NMpoeeaeHune uccnegoeanus (study conduct)

3TOT noaAOMeH CHOKYCMPOBAH HA TeX BUAAX AEATENLHOCTU, KOTOPbIE OCYLLECTBIAIOTCA B NpoLecce
NpoBeAeHUs1 KIMHUYECKOro UCCNefoBaHNs, a Takke Ha KOHEYHbIX pesynbrarax.

MoaaomeH NpoBeAeHUs KMMHUYECKOTO UCCNEAOBAHMSA pacCHUTaH Ha TEX, KTO y4acTBYET B €ro npoBeae-
HUW. BONbLWMHCTBO HEOBX0AUMBIX TPEOOBaAHUIA MCXOAUT OT 3TUX CMELMANNCTOB.

6.3 Mogenu u npeacraBneHna Ha ocHoBe A3bika UML

Mpeactaesnexnne moaenu BRIDG Ha a3bike UML Bknoyaet B cebsi nonHOE onucaHue Kakaoro knacea,
BKIIOYas onpeaeneHus, atpubyTol, accouuanum, orpaHudeHunst u otobpaxkeHusi. 3To npeacTaBneHne 4ocTyn-
HO B crieaylowmx dopmarax:

- HTML: ana npocMoTpa AaHHbIX B 3TOM dhopmMaTte Heobxoaum UHTEpHET-0003peBartens. [Mpeacraene-
Hue mogenu B popmate HTML BxoauT B cocTae HacTosiLLero ctaHaapra (no cobinke http://bridgmodel.nci.nih.
gov/files/BRIDG_Model_3.2_html/index.htm);
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- cneayowme copmarbl 4OCTYNHbI B nakeTax nyénukauum no ceoinke http://www.cdisc.org/bridg:

1) dpaiin Tuna EAP. 31oT dhopmMar ucnonb3yetca cpeacTtsom mogenuposaHus Enterprise Architect. bec-
nnaTtHylo nporpaMmMy npocMorpa ¢ainos B 3Tom hopMare, NO3BONAOLYI0 NPOCMaTPMBaTh U M3yyarb non-
Hyto mogens BRIDG, moxHO 3arpy3uthb ¢ cauta pupmbl Sparx Systems (http://www.sparxsystems.com.au/);

2) cdhopmar dpaiina Microsoft Word®'): ¢haiin B sTom chopmare renepupyetcs nporpamMmoii Enterprise
Architect ua danna B popmare EAP;

3) dain Tvna XMI. Yutarenu, samHTepecoBaHHbI€ B CEpuanu3oBaHHON, HerpacguMyeckon Bepcum Mo-
Aenu, MOryT BOCNOnbL30BaThes aiinom B hopmate XMI, ABnsiomMcs 4acTblo nakera nyonukauum moaenu
BRIDG. OH coaepxuT npeacraBneHne MoAenu, reHepupyemMoe nporpammon Enterprise Architect B He coBcem
cTaHaapTu3oBaHHOM dopmare o6meHa MeTagaHHbiMK Ha A3bike XML (XML Metadata Interchange, XMI).

MpumeyaHne — CylecTBYIOT onpeaeneHHble Npobnembl ucnonbsoBanns dopmarta XMI. MNMostomy Bepcus
mogenu BRIDG B cpopmate XMI He cunTaeTcst KaHOHUYECKOW.

7 MNMpencraBneHus, oOCHOBaHHblIe Ha mogenu HL7 RIM

7.1 Obwee ob6cyxaeHune

SrtanonHasa uHigopmaumonHasa mogens HL7 RIM npeacraenset coGoli Ype3BbivaiHO abCTpaKTHYIO UH-
dopmaLMOHHYI0 MOAErb «NPeAMETHOI 06nacTn 3apaBooxpaHeHusy. 3Ta npeaMmeTHaa obnacTb MHTEPNpPeTU-
PYETCA LLMPOKO U OXBaTbIBACT TAKUE BUAbI A€ATENbHOCTU, KaK:

- MeaMLMHCKasi MOMOLLb (CTauMoHapHasa u ambynaTtopHas);

- ynpasneHue opraHum3auusiMm 34paBooXpaHeHus;

- BO3MELLUEHUE 3aTpar Ha rne4vyeHue;

- couManbHas NoOMOLLb;

- BETEPUHapHasi NOMOLL;

- TEHOMMKA;

- MEeAUUMHCKasa BU3yanusaums.

B cBa3u co ctonb WMpokuM oxsatom Moaenb RIM ucnonb3yet obwme umena knaccos, atpubyToB u
accouunaumin, KOTopble He BCerga nerko MHTepnpeTUpoBaTh AN KOHKPETHOM npeameTHou obnactu. Kpome
TOro, B Mogenu RIM nNOMHOCTbIO OTCYTCTBYIOT OrpaHUYEHUst U AENOoBble NPaBuUna, NPUMEHsIEMbIE B MOAENSIX,
cneynnyHbIX Ana npeaMeTHbIX obnacrteii. OHa npeaHa3Ha4YeHa CNyXXMTb €4UHbIM 3TArOHHbIM UCTOYHUKOM
CEeMaHTUKMK, KOTOpas MOXET pacrnpoCTpaHsATLCA Ha BCe NpeAMETHble 0bnacTu 3apaBooxpaHeHusl. [ononHu-
TeneHble, Gonee cneunduyHbie Moaenu, NpeaHa3HavYeHHble AN ONMCaHUa peanm3aumn KOMMYHUKALMOHHBIX
uHTepdelicos, cosgaroTca Ha 6asze mogenu RIM ¢ noMoLLbO CTPOrMX NpaBsun BbIBOAA.

Xots mogene RIM no GornbLueit yactu oTHOCUTENbHO CBOGOAHA OT AeTaneii peanusauuu, oHa He siB-
NAETCA MOAEMbLIO aHan3a npeameTHol obrnacTu, NOCKOMbKY, Kak YNOMUHANOCh, OHA YaCTUYHO BOCMPUHUMA-
€TCA 9KCnepTaMu MepeyvucrneHHbIX Bbille npeaMeTHbIX obnacten (Hanpumep, «rge B mogenu RIM onucana
BaKUMHAUUA?»,«KaK NPEACTaBUTb MOMHOMOYMS MOCTABLUMKA MEAULIMHCKON MOMOLUM?Y, «FA€ HANTU O4HOHYKIe-
OTUAHbLIV NONMMOPU3M?»). Takme BONPOChbI BO3HUKAIOT BCNEACTBUE TOro, YTo Moaens RIM npeacrasnser ce-
MaHTUKy, obLLyI0 AN BCeX NMpeaMeTHbIX obracTteii 3apaBooxpaHeHusi. OgHako HekoTopble yy4acTHukn BRIDG
Tpebytot, uto6bl cemanTuka mogenu BRIDG 6bina npeacraeneHa B coopmate XML-coobuiexuii HL7, Bepcun 3.

Mockoneky npeacraeneHune HL7 saBnseTca npeacTtaBneHMeM CEMAaHTUKM KAHOHMYECKOro mpeacTaBne-
HuA mogenu BRIDG ¢ nomoubio cuHTakcuca HL7, BakHo oGecneuntb CUHXPOHMU3aumMio 06omx aTux npea-
cTaeneHuin. MockonbKy HET CpeacTBa aBTOMaTu4eckon reHepauum moaenein HL7 us mogenun BRIDG, T0 Takoe
npeobpasoBaHue JOMKHO ObITb BbIMOMHEHO BPYYHYIO KBanMuLMpoBaHHbLIMU crieyuanucTamm no paspabortke
moaenen HL7.

7.2 Mogenu, ocHOBaHHble Ha RIM

Mpeacrasnenne mogenu BRIDG, ocHoBaHHoe Ha moaenu RIM, onucaHno B cooteetcTeum ¢ UICO/HL7 21731
B Buae pannos B oopmate JPEG, nonydeHHbIX 13 daiinos copmara VSD (M306pakeHus B popmare Visio®2),
co34aHHbIX ¢ momoLsto nporpammel HL7 Visio tool).

) Mporpamma Microsoft Word ykasaHa kak MpuMep UMeEIOLLErocs MPUroHOr0 KOMMEPYECKOro NpoaykTa. 3Ta MH-
dopmaLmsa NpuBeAEHa TONLKO AN yao6CcTBa YnTaTenei u He o3HavaeT ofobpeHne faHHoOro NpoaykTa co ctopoHsl NCO.

2) Visio — Toproas Mapka nporpaMMbl, paspaboTaHHoii Microsoft. 3Ta MHopMaLms npuBeaeHa ToNbKOo ANs Ya006-
CTBa YuTaTenein u He o3HavaeT ogobpeHne gaHHoON nporpamMmMbl co cTopoHbl MCO.
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Mopenu, ocHoBaHHble Ha RIM, npeacraBneHsl B nakete nybnukauum mogenu BRIDG B Buage chainos
cneaytowmx chopmatos:

- Excel®");

- JPEG;

- HTML.

OpraHu3auus, cornaweHusa 06 umeHax ¢aitnoB U cBeAEeHUA 0 coaepXaHuu moaenei, OCHOBAHHbIX Ha
RIM, npuseaeHbl B aokyMeHTe «BRIDG RIM Representation.pdf» [1].

OtobpaxeHne mogenu Ha sa3bike UML Ha mozenu, ocHoBaHHble Ha RIM, onucaHo B ¢haiine copmara
Excel «BRIDG UML to RIM Mapping.xis» [1].

Xota mogenu HL7 BRIDG npeacraensior cobon «ctaHaaptHoie» mogenu HL7, oHn He npeaHa3HavYeHbl
AN HENOCPeACTBEHHOTO NPUMEHEHUS! B KAYECTBE OCHOBLI CTPYKTYPbl co00LIeHui obMeHa. Ha camom pene
OHU UCNONb3YIOTCA ANA B3aUMOAEWCTBUSA C APYTMMU Fpynnamu komuteta HL7, mogenupyiowmmmn npegMeTHble
obnactu, 6nu3kue Kk BRIDG. 310 no3sonsier 6onee TOMHO BbipaXkaTb cemaHTuky BRIDG B TepMuHax cTaHgap-
ToB HL7 1 nerko Bknio4aTb ee B pasnuyHebie cneuudukaummn ctangapros HL7, ceasaHHble ¢ 06nacTbio npu-
meHeHus BRIDG. MosTtomy aaHHas yacTb MOAENU npeactaeBneHa usobpaxenusmu B opmate JPEG, a He
cxemon unu dannamu B popmarax Visio® unu MIF (Management Information Format).

8 OHTONOrMyeckoe npeacTaBrieHUe Ha OCHoBe s3blka OWL

OHTONnorMyeckoe npeacrasneHue Ha ocHoee Asbika OWL aBnsaeTca TpaHcnaumen cemantuku BRIDG Ha
A3bIK NPeACTaBIeHNA 3HAHWIA, NPeAHA3HAYEHHbIN AN Pa3paboTKM OHTONOMMA.

OgfHa 13 0cHOBHbIX Lenei BRIDG — cnyxutb hOKyCOM OTOOPaXKEHUSA INEMEHTOB AaHHbIX, ONUCAHHBIX
B pasnuyHbIX CTaHgaprax, cneyudukaymsax u peanusauyuax. Asvik OWL npegocraBnseTt pag BO3MOXHOCTEN,
MonesHbIX AN 9TOro0 Npouecca, BKIYas NPOBEPKY TOro, YTO Takue oToOpaXkeHWs He npoTuBopedqar apyr
Aapyry.

Mpeacraenenne mogenu Ha s3eike OWL coaepxutca B dhaiine BRIDG.OWL, Bxoasiiem B COCTaB nake-
Ta nybnukaumu mogenu BRIDG. 310t chaitn umeet cpopmat XML, cneunduyHbiin ana assika OWL. Ero MoxHo
npocMaTpuBaTb, UCNONb3ysA cpeacTsa paboTbl C BEG-OHTONOrMAMM, HAaNPUMepP C NOMOLLbIO CBOBOAHO pacnpo-
cTpaHsaemoro pegakropa oHtonoruin Protege Ontology Editor (http://protege.stanford.edu).

9 fpyras gononHutensbHaa i opmaums

9.1 Ucnonb3oBaHue BRIDG

Mopens BRIDG, 6yay4n moaensto aHanusa npeaMeTHon obnactu, MoXeT ObiThb UCMONb30OBaHa U AEl-
CTBUTENBHO UCMOMb3YETCA Pa3fMUHbIMKU NPUNOXKEHUSIMU B CREAYIOLLMX LIeNsax:

- Kak OCHOBa ANA NPOEeKTUpoBaHusi 6asbl AaHHBLIX;

- 3TanoHHas MOAernb ANA NOCTPOEHUS K3eMMNMAPOB KIMHUYECKMX MOAENEN;

- UCTOYHMK CEMaHTUKM MHOpMAaUMK, NpeaHa3HAYEeHHbIN ANS UCMOMb30BaHUSA MHOTUMW NPUKNAAHLIMU
nporpaMMamMmu Unu cUCTeMamu, KOTopbIM HEOBX0AMMO MH(POPMALMOHHOE B3auMOAENCTBHUE.

B pykoBOACTBE NOMb30BaTENSA, YNOMAHYTOM B nogpasaene 9.2, 4aHO AeTanbHOE ONUCAHUE ABYX Bapu-
aHTOB Ucnonb3oBaHua moaenu BRIDG.

9.2 PykoBoacTBO nonb3oBatens no moaenu BRIDG

C pykoBoacTBoM norne3osarend mogenv BRIDG moxHO 03HakoMUTBLCA MO cobinke hitp://iwww.cdisc.org/bridg.
B nakere ny6nukauyum mogenu BRIDG aTo pykoBoacTBo umeet umsi «BRIDG 3.2 User’s Guide.docy.

9.3 MpumMeyaHua K naketTy nyonukauum

OCHOBHYI0 MHbopmaLuio 06 U3MEHEHUSIX, BHECEHHBIX B NpeablayLuMe Bepcun naketa nybnmkauum mo-
Aenu BRIDG, MOXHO nony4utb no cobinke http://www.cdisc.org/bridg.

B nakete nybnukaumm mogenu BRIDG ata uHcpopmauus cogepxutca B daine ¢ umeHem «BRIDG 3.2
Release Notes.doc».

) Mporpamma Excel ykasaHa kak npUMep UMEIOLLIErocs MPUrofiHOrO KOMMEpHUeCcKoro NpoaykTa. 3Ta UHgopMauus
npuBeaeHa ToNbKo ANA yaobcTBa uuTaTenei U He o3HavaeT ogobpeHne faHHoro npogykra co ctopoHsl UCO.
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9.4 Npouecc ynpaeneHua mogensto BRIDG

Boinyck 3.2 moaenu BRIDG paspaGoTtaH 1 CONPOBOXAAETCA rpynnoi y4acTHUKOB, NOMyYnBLLUEN HA3Ba-
Hue KoopamHaumoHHoro komutera no cemaHtuke BRIDG (semantic coordination committee). Cneayowme
BbINyCkn OyayT paspabatbiBaTbCa M COnpoBoXaaTsea paboyen rpynnoin HL7 BRIDG, ncnonb3ys npouecc pas-
paboTku ctaHgaptoB HL7.

9.5 Cnucok nsmeHenumt B mogenu BRIDG

Cnucok nsmeHenun mogenu BRIDG cogepxut nHopmaumio o kaxkaom atpubyTe, Kracce, OTHOLLEHUK
¥ OrpaHU4eHnn Mogenu, KoTopele Obinu Ao0aBneHsbl, yaaneHsl MM NU3MEHEHbI.

B nakete nyGnukauun mogenu BRIDG ara undopmauums cogepxutca B anne ¢ umeHem «BRIDG 3.1
to 3.2 Change List.xIs».

Cnuncok nsmeHeHunn mogenun BRIDG MoxxHO nony4nTb no cebinke http://iwww.cdisc.org/bridg.

Mpunoxexnue JA
(cnpaBouHoe)

CBeOeHUA 0 COOTBETCTBUM CCbISTIOYHbIX MEeXAYHAPOAHbIX CTAaHOAPTOB (AOKYMEHTOB)
HaUMOHamNbHbLIM CTaHgapTaM

Tabnuya OA1

MS)SO:;::q?)HI:EI%C;lI;?ﬂqHaO?a CTeneHb 0O60o3Ha4eHne N HauMeHoBaHue COOTBETCTBYHOLLEero
AyHapon Aapra, COOTBETCTBUS HaLMoHanbHoro cTaHaapTa
AOKYyMeHTa
ISO/HL7 21731 — *
BRIDG Model, UML-Based — *
Comprehensive Model Diagram

* COOTBETCTBYIOLLMIA HaLMOHaNLHEI CTaHAapT oTCyTCTBYeT. [10 ero NPUHSATUS PEKOMEHYEeTCA UCToNb30BaThL Ne-
peBog Ha PyCCKMii A3bIK JaHHOrO MEXYHapOLHOro CTaHjapTa (LOoKyMeHTa).

Bubnuorpadus

[1] Biomedical Research Integrated Domain Group (BRIDG).
http://bridgmodel.nci.nih.gov/download_model/bridg-releases

[2] BRIDG mapping spreadsheet, http://www.cdisc.org
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