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DOyHKLUMOHaIbHbIE CEPBUCH

OueHKa BbinosiHMMocTu/puckos KU

basza naHHbIX BrIO4YatoLLas 6oee 1200 nccnenoBateibCKmnx

LLeHTPOB. PeryadpHoe obHOBIEHME Ba3bl AaHHbIX.

YnpaBsieHue npoeKkramm

bbICTPbIV CTAPT U yrpaBeHne C MOMOLLBIO TMOKOMU

MEeTOA0/10IM MK YNpaBaeHS

YnpaBssieHue gaHHbIMU
[ loAroToBKa njaHa yrnpasaeHns AaHHbIMK, cOOp U

aHa M3 AaHHbIX C Mcnosib3oBaHmeM aV1PK

PerynsatopHas noaaep)<ka

HayuHas aKkcnepTm3a M OLEeHKa peryaaTopHbIX PUCKOB,

[Togava 4ocke 1 NoJsyyYeHre o40bpeHns y peryaatopa.

YnpassieHue nocTaBLUUKaAMU

OTOOpP ¥ yNpaBaeHMe NOCTaBLLUMKaMM, BKIHOYAS

LLeHTpa/bHble 1ab0opPaTOPUM M 3aKYMKYy MaTepmaios.

KNO nonHoro umkia

9O g
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CocTaBsieHue Mel. A,OKYMEeHTauumu

Pa3spaboTKka 1 corsiacoBaHme Co CrOHCOPOM

AOKYMEHTaUMM nccnenosaHums (npotoxkon, A, NC)

MOHUTOPUHI OCHOBaAHHbLIU HA PUCKAX

OnTUMM3aLMS MOXo4a MYTEM COBMELLLEHNS]

LEeHTPa/IM30BaHHOIO W YA IEHHOrO MOHUTOPUHIA

buoctaTnucTuka

PacueT BbIOOPKK, MOArOTOBKA MJ1aHa M OT4YeTa

CTaTHNCTNHECKOTIO aHa/1lM34

YnpaBaeHne Ka4yecTtBoM

AyAWT LEHTPOB W MOArOTOBKA K ayAMTY CMOHCOPA,

COMPOBOYKAEHUE PEryNdTOpHbIX MHcnekumn (FDA, EMEA)

Perncrpauunga npenapartoB

[ 2l-aHanms, noaroTosKka v noaada

DErNCTPALLMOHHOIO 40CHE
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CuHepa>ku B KaszaxctaHe

OnbIT 5/ [NpoekToB

57 NpOEeKTOB, BK/IK0OYas MEXAyHaPOAHbIe 26%
MHOIOLLEHTPOBbLIE MCC/1eA0BaHMS, Il paza

MCCeN0BaHMS 6€30MacHOCTM Noce
aBTopm3aumnm, HNC.

TepaneBTunyeckne 061acTu: OHKO0TKS, HINC
VDOJI0I S, NCUXMATPUA, KapaAno10rms,

Oduc B AamaThl AHbEKIAM 1 ApYTIE.
IV ¢aza '

e e— Oby4venne GCP 1 KOHCyAbTaLMM Mo
C 2007 roaa BOMPOCAM PEryIMPOBaHiA. AYyTCOPCUHT
VCITYT MOHUTOPUHTA.
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IlaHHbIe peasibHOU KIUHUYECKOWU
NPaKTUKU

& O6Luee u pasnnumsa B noaxonax K c60py AaHHbIX B KIMHUYECKUX UCC/IEA0BAHUAX U B peasibHOM NPaKTUKe

Q CtaHpapTbl MeHea)XKMeHTa aaHHbIX B KA n B uccneposanuax RWE/RWD

& Victounukm panHbix B KU n B uccneposannax RWE/RWD
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YT0 nenaercsa B KazaxcraHe
[ lepcnekTuBbI

Q HEVIHTepBeHLI,VIOHHbIe NMPpoOoCneKTmuBHbIE UCC/1e00BaHUA

& PeTpocnekTuBHbIE UCCNEA0BaHUSA C YYaCTMEM Bpayeil

& ViccnepoBaHus ¢ UICNO/Ib30BaHUEM LLEHTPaAJIM30BaHHbIX 633 AaHHbIX
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[Tpob6eMbl cOopa AaHHbIX B MPOCNEKTUBHbLIX U
DEeTPOCNEeKTUBHbIX UCCJZIeA0BaAHUAX

KayecTBO AaHHbIX

* Bbinaparowme AaHHbIe

* [lpoTnBOpPEYUnBbIE AaHHbIE

o danbcudpuKaumna/mmuTauma AaHHbIX

Completeness A
* Hepoctatolwme AaHHbIE
Data
B Quality e
OpraHmnsaunoHHble npobnembl Rules
* broakeTbl Timeless Consistency

* OTCyTCTBME OMbITa YY4aCTHMKOB NpoekTa/OTCcyTCTBUE KeaH S
y4yacTBOBaTb

* [lnoxoe nnaHMpoBaHUe/HeHaaneKallue NHCTPYMEHTbI AU

UCNOTHUTENU
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[loaxoAabl K ynpasaeHUo gaHHbIMU B UcCCnenoBaHUAX
peasibHOU KNIMHNYECKMU NPAKTUKN

Co3paHune NpoToKona (Mporpammbl) uccneaoBaHUA
COBMECTHO CO Cneumnannctamm no MeHeAKMEHTY AaHHbIX
OuEeHKa PUCKOB U CO34aHME N1aHa YyNpaBAeHUA PUCKaMU B
NPOeKTe

BrogKeTupoBaHMe UCXoasa U3 OLUEHKMN PUCKOB

Bbibop Hagnexawmx MHCTPYMeHTOB cbopa AaHHbIX

Bbibop HagnexKalmx MHCTPYMEHTOB KOHTPO/1S1 KAYeCTBa
cobnpaemblx AAHHbIX.

Bbibop HageXHOro NocTaBLLMKA YCAYT
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DNIeKTPOHHOE 31IpaBOOXpaHeHUE B
PecnybankaHcKum ueoiziKQ%ﬁxwaﬁéizxmzscr|y6nMKM KasaxcTaH

OcyuwiecTBadaeT caegyouime suabl AeATeNbHOCTW:

1. opraHm3saumna cbopa, 0b6paboTKK, XpaHEHMA U aHANN3a MEANLMNHCKUX CTAaTUCTUYECKUX AaHHbIX CETU OpraHu3aunin 34paBooxpaHeHmnA, Kaapax 34paBoOOXpPaHEeHUA,
NEeATeNIbHOCTU OpraHn3aUun 3ApaBooOXpPaHEHNA, COCTOAHUN 340POBbA HacesieHUs, NeKapCcTBeEHHOM obecneyeHnn, OCHALLEHHOCTM MeAULUHCKUX OpPraHnU3aLmm
0bopyaoBaHMEM N TEXHUKOW, @ TAKXKe UHbIX AdHHbIX B COOTBETCTBMM C HOPMATMBHbIMW NPaBOBbIMK aKTamn Pecnybankm KasaxctaH B 061acTv 34paBOOXpaHEHUS;

2. y4acTue B KOOPAUHAUMN AeATENbHOCTU CAYXKObl MEAULMHCKON CTaTUCTUKMU;

. GopmupoBaHue eanHoM CUcTembl y4eTa, OTYETHOCTU, CTATUCTUYECKON MHDOPMALLMKM C MPUMEHEHUEM HOBbIX TEXHONOTNI cbopa n 06paboTKu;

4. cbop, 0bpaboTKa, XpaHEHME, aHANINU3 U NpeacTaBAeHne nHdopmauum ansa obecneyeHmna AeaTe/IbHOCTM roCyJapCTBEHHOrO opraHa no onaate MeauLUUHCKUX YCAyr B
nopAagKe, yCTaHOBIEHHOM 3aKoHoAaTenbCcTBOM Pecnybankm Kasaxcran;

5. npeaocTaBAeHne CTaTUCTUYECKUX AAHHbIX FOCYAapCTBEHHbIM OpraHam B 06/1aCTK 34paBoOOXpPaHEHUA B NOPAAKE, YCTAaHOBEHHOM 3aKOHOoAaTeNbCcTBOM Pecnybanku

Ka3axcTaH;

. obecneyeHmne MHGOPMALMOHHOIO B3aMMOAENCTBMA MEKAY YHYAaCTHMKAMM OKa3aHUA MeaAULUHCKOM NOMOLM Ha TeppuTtopumn Pecnybamkm KasaxcraH,

. y4acTMe B MOHUTOPUHIEe COCTOAHMA CTAaTUCTUYECKOTO Y4eTa U OTYETHOCTU MeANLMHCKUX OPraHM3aumm u BbiIbopoyHaa NpoBepKa AOCTOBEPHOCTU AQHHbIX;

. y4acTue B pa3paboTKe nokasaTenem 340p0BbSA HaCceNeHUs;

. OpraHmn3auma paboT No BHeAPEHUIO aBTOMATU3UPOBAHHbIX CUCTEM YNPaBAEHMNA 34PaBOOXPAHEHNEM B PEFMOHAX CTPAHbI

10. obecneyeHune cobaaeHnsa eaAnHON MEeTOA0N0TUN N TEXHONOTUN GOPMUPOBAHUA CYLLECTBYIOWMX Ba3 AaHHbIX B CUCTEME 3[4PaBOOXPAHEHNA, YTBEPKAEHHbIX
YNONHOMOYEHHbIM OpraHomM B 061aCTU 34PaBOOXPaHEHUS;

11.noarotoBKa u Nyb6anKauma aHaAUTUYECKMX 0630POB O COCTOSSHUM 340PO0BbA HAaCce/IeHUA N 34PpaBOOXPAHEHMA CTPAHbI;

12. oKa3aHWe opraHM3auMOHHO-METOANYECKOM MOMOLLKU PermoHam nNo Bonpocam opraHusaumm n GopmMmmpoBaHMA MHPOPMALMUOHHOU MHDPACTPYKTYPbI 34PaBOOXPaHEHUS;

13. y4yacTmne B COBEPLUEHCTBOBAHUN CUCTEMbI YNPABAEHMA Ka4eCTBOM MeANLUHCKOMN MOMOLLLM;

14. pa3paboTKa NnpeanoXeHn No CoOBEPLIEHCTBOBAHUIO MHPOPMALMOHHbBIX CUCTEM 34PaBOOXPAHEHMA, NPAaBUA U CTaHOAPTOB, UCCNeAoBaHUE NepeaoBoro onbitTa, obyyeHue
pabote ¢ MHbopPMaLUNOHHbIMKN cucTtemamu, obecnevyeHne Bsammoaenctemsa C MHGOPMALMOHHBIMU CUCTEMAMU APYTMX rOCYAaPCTBEHHbIX OPraHoB;

15. MOHUTOPUHT AENCTBUM Pa3pPabOTYNKOB MHGOPMALMOHHBLIX CUCTEM, OLLEHKA COOTBETCTBMA NPOEKTHOM U TEXHUYECKOMN AOKYMEHTALUUN CTaHAAPTaM (B TOM yncne
CTaHAapTam MHPopMaLMOHHOM Be3onacHOCTU) MHPOPMALMOHHbBIX CUCTEM, HAXOAALLLMXCA Ha CTaAnKn Pa3pPaboTKU N A0PabOTKU, TECTUPOBAHUE NPOrPAMMHbIX KOMMEKCOB;

16.0praHu3auma paboT no obcnyXKMBaHMO MHPOPMALIMOHHbIX CUCTEM 31PpaBOOXPaHeHUsA, U 6a3 AaHHbIX C Lenblo obecnevyeHuUs
MHPOPMALIMOHHOM Be3onacHOCTU, MOANPUKALUN NHPOPMALMOHHbBIX CUCTEM, CBA3AHHbIX C USMEHEHMAMM B HOPMATUBHbIX

NPaBOBbIX aKTaX U AOMNOJIHEHMAMM PaboUYMX NPOLLECCOB, YTBEPKAEHHbIX YNIOJTHOMOYEHHbIM OPraHOM, aKTyaim3aLuus . z _ h @ O L t h
CNPaBOYHUKOB M KNaccMdUKaToOpPOB. y
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CTaHaapTbl c60pa AaHHbIX B 3/IEKTPOHHbIX MeANLUUHCKUX
cucTtemMax

ANA 3SNeKTPOHHON MeAUNLMHCKON 3aNnUCK YTBEPXKAEHDbI CTaHAAPTbl, B YaCTHOCTM:

 CraHpgapTHble TPeboBaHMA K INEKTPOHHOU MEeANLIMHCKOM 3annUcK

 CraHpOapTHble TpeboBaHMA K 3INEKTPOHHOMY NAacnopTy 340P0BbA

* KnaccudpukaTtop nabopaTopHbIx nccneaoBaHUM

 CraHpgapTHble TpeboBaHMA K eAMHOMY KNacCUPUKATOPY NEKAPCTBEHHbIX CPEACTB, U3AeNNN MeANLUMNHCKOrO Ha3HAYeHMA, MeAULNHCKON TEXHUKU

MWHMMaNbHbIM HABOP JaHHbBIX 3/IEKTPOHHOW MEeAULMHCKOWM 3arnMCu B OTHOLLEHWU JaHHbIX O MaUMeEHTE, BK/IHOYAET cneayroLlee:

*  NAEHTUPUMKATOP NaUMEHT];

*  UAEHTUPUKATOP OpraHm3aumm 34paBOOXPaAHEHUNS M MeANUMNHCKMUX PAOOTHMKOB;

e KJaCCUMPUKaLMA AMArHOCTUMPYEMOro 3ab601eBaHMS, 3a001€BAHMS MO KOTOPOMY MPOBOANTCSH JIeHeHue, C MCMOJIb30BaHMEM TEPMUHOB M KOJ0B
HOMEHKATYPbl MEXXAYHAPOAHOM CTaTUCTMYECKOM KNnaccuduKkaumm bonesHen v npobaem, CBs3aHHbIX co 3aoposbeM (MKB-10);

* OKasaHHble MeANLMHCKME YCYTU, B TOM YMCae onepaunu, ¢ yKasaHmeM 3abo1eBaHns, COOTBETCTBYHOLLLEIO KaXKAOMY 31eMeHTY DM 3;

* JaHHble 0O MCMOJIb30BAHHbIX Pecypcax, BKAo4Yag noapobHOe onmcaHme NeKapCTBEHHbIX CPEACTB, NpenapaToB KPOBM U M3 MeANLUMHCKOro
Ha3HaYeHWS;

*  UHblE HE KJIMHUYECKME AdaHHblEe

3aLUpTa NepcoHasIbHbIX AaHHbIX

B PK ecTb 3aKOH O mepcoHasibHbIX AaHHbIX M KX 3aLLmTe

(3akoH Pecnybnmkm KazaxctaHd oT 21 mag 2013 rona N 94-V.).

OH pacnpoCTPaHAeTCsd, B TOM YMCNE, Ha JdaHHble, CObMpPaeMble B MeAMLIMHCKMX
MHPOPMALLMOHHbBIX CUCTEMAX.

e-health

~—
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OcobeHHOCTN UCTOYHUKOB AaHHbIX B Ka3axcTaHe

Review of the research databases on population-based Registries of Unified electronic Healthcare system of Kazakhstan (UNEHS):
Possibilities and limitations for epidemiological research and Real-World Evidence

Arnur Gusmanov, Gulnur Zhakhina, Sauran Yerdessov, Yesbolat Sakko, Kamilla Mussina, Aidar Alimbayev, Dmitriy Syssoyev, Antonio Sarria-Santamera, Abduzhappar Gaipov
Department of Medicine, Nazarbayev University School of Medicine

Demographic information of individuals in UNEHS databases.

Patients in a Patients receiving

dispensery inhospital Medical organization s } ] ) - . B , : :
follow-up treatment Variable Patients covered by DERI only Patients covered by DRDP only Patients in both DERI and DRDP Kazakhstani population”

ol e (N=2,039,773) (N=1,228,690) (N=1,125.194) (N=12,064,475)
treatment is based on |ICD-10
Registered Medical codes, listed in Decrees Sex, N (%)
medical organization issued by Ministry of Health <
organization providing treatment Female 1,241,959 (60.9%) 791,124 (64.4%) 669,377 (59.5%) 6,345,807 (52.6%)
Male 797,814 (39.1%) 437,566 (35.6%) 455,817 (40.5%) 5,718,668 (47.4%)
Data entry is performed in
physician's account in HIS
Registering the patients’ data into
healthcare information system

Republican Center for Electronic Health

Data processing and reporting
to executive bodies

Data transfer to university for University
research purposes

Researchers access
databases, that are stored in
single server

Data processing for
epidemiological studies

Fig. 1. Process of research database creation based on patients’ admission and registration information.
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Ocob6eHHOCTU UCTOYHUKOB AaHHbIX B Ka3axcTaHe ¢

Table 1
Main data elements and variables in Research Databases based on registries in UNEHS.

Dara elements and
variables

Description

Usage in research

Presence in Databases

Identification numbers
RpnID

CaselD

Provider information
Medical organization
Sending organizadon
Registered organization
Profile of department

Demographic information
Birth date

Sex

Ethnicity

Educational level

Residency
Address

Outcomes

Death date

Outcome of hospital
stay

Identification number for each individual generated by
information system

Identification number for each hospital admission for
inpatient treatment generated by information system

The name of organization providing medical service

The name of organization that sent the patient
Organization, where patient has medical registration
Profile of reating department, i.e. cardiology, hematology,
etc.

Recorded date of birth in DAY/MONTH/YEAR format
Man/Woman
Ethnic identity, i.e. Kazakh, Russian, and so on.

Level of highest finished education, i.e. secondary school,
bachelor, etc.

Type of living area — city or rural village
county, oblast, city of individual

Recorded date of death in DAY/MONTH/YEAR format
Outcome of inpatient hospital stay, such as improvement,

deterioration, without change, transfer and in-hospital death.

Data linkage, duplicates removal

Assessment of medical services by different
medical facilities

Search for risk factors for morbidity and
mortality

Calculation of mortality, case-fatality rates,
identifying the mortality outcome.

© 2023 Synergy Research Group

DRDP, DERI, DAMP

DERI

DRDP, DERI, DAMP
DERI
DERI

DERI
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Ocob6eHHOCTN UCTOYHUKOB AaHHbIX B Ka3axcTaHe g

Diagnoses
Date of diagnosis Date of first diagnosis registration in DAY/MONTH/YEAR Calculation of incidence and prevalence of DRDP, DERI;
format diseases, comorbidities and complications.
ICD-10 code ICD-10 code for main diagnoses, comorbidities and DRDP (ambulatory follow-up), DERI
complications. (inpatient treatment), DAMP;
ICD-10 code text Text description of each diagnosis DERI;
description
Procedures
Date of procedure/ Date of procedure in DAY/MONTH/YEAR format Assessment of provided medical services
surgery effectiveness.
ICD-9 codes The ICD-9 code for procedure
Text description Text description of procedure

Stay in medical organization

hospital Admission date Date of admission in DAY/MONTH/YEAR format Cost and economical evaluation of health
hospital Discharge date Date of discharge in DAY/MONTH/YEAR format services.

Cost of medical services Cost for each hospitalization

Prescription of medication

Dates of prescription Date of drug prescription and distribution in DAY/ MONTH/ Assessment of medication coverage and DAMP
and distribution YEAR format association with the outcome.

INN for a drug International non-proprietary name of drug DAMP

Quantity Prescribed quantity DAMP

Price Unit price and total price of dispensed medicines DAMP

DRDP, Database on Registry of Dispensary patients; DERI, Database on Electronic Registryv on Inpatients; DAMP, Database of Ambulatory Medication Prescriptions;
RpnID, Population registry number; caselD, hospitalization registry number; ICD-10, International Classification of Diseases, Tenth Revision; ICD-9, International

Classification of Diseases, Ninth Revision.; INN, International Non-proprietary Name.

Review of the research databases on population-based Registries of Unified electronic Healthcare system of Kazakhstan (UNEHS): Possibilities and limitations for epidemiological research and Real-World Evidence
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