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Brief Description:

Oxford Summer School

- RWDHZE D ETE - EITICHELTEZ Y — /L%
2024 OMOP common data model = /00 2 L THFS,
Real world evidence using the »  Venue: Lady Margaret Hall, Norham
OMOP Common Data Model Gardens, Oxford
17 - 21 June 2024 » AUDIENCE:

Registration is now closed

iuD_ORMS L9

- Pharmacists, clinicians, academics, Industry
(pharmacy or device) etc.

« FACULTY:

- OHDSI UK% U — K 9~ % Botnar Research Centre
(University of Oxford)® X X v 7

- DARWIN EUESEDEEHTY — L DR FE

- Target trial emulation® &5&E % T & % Assistant Prof
Shirley Wang (Harvard Pilgrim)
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Lady Margaret Hall welcomes:

Oxford Summer School 2024 RWE

 Using the OMOP CDM
17t to 215t June 2024
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- FEYHIIEpidemiology & AnalyticsD2F —Licoh -, LLFIZAnalyticskZ7 v 7D
L e
ARyra—Iiv,
ﬁ - 9.00h - Welcome to RWE: why do we care? 7k - 9.15-9.45h- Drug utilisation research: the very basics
- 9.30-10.30h - Real World Data: Primary care, Hospital EHR, Claims data - 9.45-10.30h- New (drug) user cohorts
o (coffee break) - (coffee break)
- 11.00-11.45h - The OMOP CDM - 11.00-11.15h- Confounding by indication
- 11.45-12.15h - Large OMOP initiatives: OHDSI, EHDEN, DARWIN EU® - 11.15-12.00h- Propensity scores, disease risk scores
- 12.15-12.30h - Theme for the week - 12.00-12.30h- Negative control outcomes
- 9.15-10.00h - Study designs: cohorts and case-controls A ) )
W - 10.00-10.30h - Study designs: self-controlled analyses v - 9.30-10.30h- Crash intro to Health Economics
o (coffee break) o (coffee break)
- 11.00-11.30h - Phenotyping step by step - 11.00-11.45h- Target trial emulation [external speaker, Prof Shirley Wang]
- 11.30-12.00h - Phenotyping condition-based cohorts in OMOP - 11.45-12.30h- Results from DUPLICATE [external speaker, Prof Shirley Wang]
- 12.00-12.30h - Phenotyping drug-based cohorts in OMOP
- 9.00-9.45h - Introduction to Machine Learning
7}( - 9.45-10.30h - Introduction to Cluster Analyses
o (coffee break)
- 11.00-11.45h - Descriptive epidemiology: incidence and prevalence
- 11.45-12.30h - Introduction to survival analysis
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Day 1 Day 2
Welcome CodelistGenerator
https://dpa-pde-oxford.quarto.pub/welcome/ https://dpa-pde-oxford.quarto.pub/codelistgenerator/

OMOP and CDMConnector CohortConstructor

https://dpa-pde-oxford.quarto.pub/omop-and-cdmconnector/

https://dpa-pde-oxford.quarto.pub/cohortconstructorss24/

Bespoke programming

https://dpa-pde-oxford.quarto.pub/bespoke-code/

OMOPSketch and database characterisation

https://dpa-pde-oxford.quarto.pub/omopsketch/
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Day 3 Day 4

CohortCharacteristics Part 1 DrugUtilisation
https://dpa-pde-oxford.quarto.pub/cohortcharacteristics-part1 https://dpa-pde-oxford.quarto.pub/drugutilisation
PatientProfiles CohortSurvival
https://dpa-pde-oxford.quarto.pub/patientprofiles-summer-school https://dpa-pde-oxford.quarto.pub/cohortsurvival/

CohortCharacteristics Part 2

https://dpa-pde-oxford.quarto.pub/summarisecharacteristics-summer-school/

IncidencePrevalence

https://dpa-pde-oxford.quarto.pub/incidenceprevalence/
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https://onlinelibrary.wiley.com/doi/10.1002/pds.5717

| {PatientProfiles} D%l

addDemographics()
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# Source:

cdm$sinusitis |>

addDemographics()

table<og 018 _1718807112> [?? x 8]

# Database: DuckDB v@.10.0 [martics@Windows 10 x64:R 4.2.3/C:\Users\martics\AppData\Local\Temp\RtmpaC46NE\file9ac843d33dbf.duckdb]
prior_observation future_ observation

OWooNOTUVPEWNR

=
®

-

cohort_definition _id subject_id

more rows

<int>

—

NNNNRRR R

<int>
280
393
2156
2392
3761
4764
97
163
183
338

cohort_start _date cohort_end date

<date>

1995-11-27
1961-11-20
1994-04-03
1932-08-18
1980-08-27
2005-06-11
1952-12-28
2005-12-17
1998-11-061
1974-09-29

<date>

1995-11-27
1961-11-20
1994-04-03
1932-08-18
1980-08-27
2005-06-11
1952-12-28
20085-12-17
1998-11-01
1974-09-29

age
<int>
57

4

29

16

24

36

9

39

24

7

sex
<chr>
Female
Female
Female
Female
Female
Male
Female
Female
Male
Female

<int>
20849
1776
10846
6040
8894
13443
3450
14417
8774
2720

<int>
8590
20869
9118
31618
13821
4827
23983
4588
7440
16285

11
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cdm <- generateConceptCohortSet(

cdm = cdm,

name = "bronchitis",

conceptSet = list(bronchitis = c(258780, 26€139)),

end = 9,

limit = "all"
)
cdm$bronchitis <- cdm$bronchitis |>

addSex() |>

filter(sex == "Male") |>

select(-"sex") |>

compute(name = "bronchitis", temporary = FALSE) |>

recordCohortAttrition("Just Male") |>

addAge() |>

filter(age >= 25) |»

select(-"age") |»>

compute(name = "bronchitis", temporary = FALSE) |>
# A tibble: 4 x 7

cohort_definition_id number_records number_subjects reason_id

<int> <int> <int> <int>

1 1 8232 2546 1
2 1 4115 1245 2
3 1 2235 1039 3
4 1 2235 1839 4

reason

<chr>

Initial qualifying events

Just Male

25 or above

At least 365 days of prior obs..

excluded_records excluded_subjects

<int> <int>
(5] (%]
4117 1301
1880 206
(%] (%]
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estimatelncidence()
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inc <- estimateIncidence(
cdm = cdm,
denominatorTable = "denominator”,
outcomeTable = "outcome”,
interval = c("Months"),
outcomeWashout = c(@, 365),
repeatedEvents = FALSE

)

plot <- plotIncidence(inc,
facet = "denominator_age group”)

13
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IThe European Health Data & Evidence Network (EHDEN) [0
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Providing a new paradigm for the discovery and analysis of health data in Europe by building a
large-scale, federated network of data sources standardised to a common data model (OMOP),
significantly speeding up the generation of reliable evidence.

[ aa more than 100 mill
healt recorde (0 the OMOP COMMUNITY
re Establish & sell-sustaining open Scence
collabaoration in Europe, s |‘::'-'- ting
cademia, industry, requlatons, payers
jevernment, NGO0s and oihers
- comes DUTCOMES EDUCATION
o The establishmant of an EHDEN Academy
webinars and tace-to-face training s8ss5ions
o train all stakehelders

Geographic spread of data partners. The shade of blue indicates
the # of data partners in that country [darker = more)

16
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DARWIN EU® is a federated network of data, expertise and services that supports better
decision-making throughout the product lifecycle by generating reliable evidence from real
world healthcare data

Data Sowrce

EMA,
Sdentifnc Cormmiliess

. European Health
Data Permit Data Space

Authority

Data Source

Data Source

Population-level disease » Prevalence of rare disease/s
Coordination ata Permit epidemiology + Background rates of AESI or DMEs
Center P Patient-level disease epidemiology + Natural history/prognosis

» Current practice/treatment patterns

Drata partier Craka Partner

Population-level DUS + Incidence and prevalence of use of
Direct medicine/s over time
Data Partnars -
D:::::n::t Patient-level DUS » Describing indication/s for drug/s
h + Treatment duration, cumulative use
Cata Parthar
Mata Partner

Data Partnar

X This presentation represents the views of the DARWIN EU® Coordination Centre only and cannot be interpreted as reflecting those of the
European Medicines Agency or the European Medicines Regulatory Network.

Data Partner Standard Analysis Regulatory example

17
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« EHDEN Portalds 70 —%gHL TW 3,
« BHODT—EAR—ZATIRLELIDDT—E2R—X|CEIKRAH>-155ITEIEZ
DT —R/IN— P F—IEE L THEERKIEZ T S 2 & ITATEE,

« EHEDNOR RV Y —ICh>TUWEL THHARLZKETHIZELHLTES (BF
L HAADDSB) .

X4
—e

lll
x |

o]
— — —— [ D0 e—
- [
L
= s What data Where do | find Assemble the - . Is the Study
Study:Idea is needed ? the data ? Team plocol Feasible?
= |- T c;é’f « N < @)
Publication Dashboard Results Collection Execute Analysis Define Analysis
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Overview Demographics Data Domains Data Provenance Visit Concept Browser About

Data Sources Patients Datasource Types

@ Hospital [l Registry @l Hospital + Lab Resu 4 1/29 p

Countries

@EHDEN 30 193 363M %

Total number of patients per country (only the records that were mapped into OMOP CDM) -

Patients by Country

N of Patients

100M
aom
5004 Meta Data
40M I Show Al entries Search | 193 records...
20m .
acronym name country database_type = number_of_patients = source_release_date cdm_release_date = cdm_version vocabulary_version = execution_date = packag:
a ------——__ P [ e .
\%6 < 6) Q, /2«7_ % g% J“l;. NNRD National Neonatal Research United Hospital 1180103 2021-12-30 v5.3.1 v5.0 16-DEC-21 2022-03-25 102 =
%, % Ss %; %%@ B, B Dat Kingdom
% 2 A %, 2 e, %, bR atabase ingdom
%sba a/e “*’%%%@@f%%% : : :
= DCCG Danish Colorectal Cances Denmark Registry 76849 2021-05-21 2021-05-21 v5.3 vS 2021-06-25 1.0.2
% Group
DDW The Dutch Data Warehouse of  Netherlands Hospital 1834 2020-11-23 2020-12-03 v5.3.1 v5.0 06-NOV-20 2021-03-29 1.02
Amsterdam UMC
ULSM COVID ULSM COVID-19 Portugal Hospital + 9750 2021-02-11 2021-08-25 5.31 1.0 2021-08-27 1.0.2
Primary Care
PSSJD PSSJD Spain Hospital 601107 2021-10-08 2021-10-08 5.3 1 2022-03-02 1.0.2
HIC HIC Data United Hospital + Lab 1910220 2021-01-25 2021-01-27 v5.31 v5.0 06-NOV-20 2021-03-22 1.0.0
Kingdom Results

A—Ay/N30HDEDINBDOT—2Y —X, HEAZAN

19
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Databases / CPRD AURUM

EE Fiﬂge rpri!’lt | DEi‘[EIhESE Dashbaard Demographics  Data Domains  Data Provenance  Observation Period  Visit  Concept Browser  Meta Data
Number of Patients Gender Gender
Hits: 537 Unique Views: 305 Filled: 64.2 % gander number of
409k FEMALE 213k MALE FEMALE
MALE 196k ¥
DATA B AS E D ESC R I PTI 0 N Age at first observation Distribution of age at first observation period
Geographical origin of data Insurance Status st 0
England, United Kingdom Insured 25K] L
50 |
Uninsured £ a
Demaographical extent of data collection ) 8 154 40
e Fublic
_ 10k] 30
"M 11 :
& Nation-wide Other a il || —— \
- £~ > £ 10
Other ‘
Age (U
CPRD AURUM
Socioeconomic status
Database Type

Data continuity )
Year of Birth
Inpatient (hospital) care ® Longitudinal

w Outpatient general practitioner care Cross-sectional

Count

Outpatient specialist care ‘“““‘“ll

4k
Long term;/ skill nursing facility care Reasons to enter or exit the database 2% lIIIIIIIIIIIIIIII“IIIIIlIII||||||||||‘
Pharmacy care ® The subject enters or leaves the practice of a general practitioner ol--emnuntN III“I 5 7 %, % rn
<% > B 7

7
s, s,
d

{%’J éao) ‘]O;&

%,
. ko %
Registry The subject enters or leaves the practice of 2 paediatrician in primary Year
Biobank care
nhnrt

#DBDEHR, BAESKEZHETHE

ZYU
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Demographics ~ DataDomains  Data Provenance ~ Observation Period  Visit ~ Concept Browser  Meta Data

Average number of records per person Total number of records
@ {9 Observation (@) Drug Exposure [ Vistt () Condition (@ Procedure @l 4 172 B
Condtion
Devica

Condition

= _
Visit
Messuament Observation
= _
- s g Visit Type Graph
-
'3
# 500k
Data Density Plot Records per person
Conditon occurence @ Death ®0ean 400k
@ Device Exposure @Drug era @ Drug exposure @Drug era @ Drug exposure ® Measurement @ Observation

© Measursment ® Obsenation ® Observation period
®Procedure occurence @ Visit occurrence

300k
s
s
i 200k
5
100k
0
Concepts per person 1
(=]
- %,
o %,
2
-
w
-
AR
@ i
, == !il o
T T s — =
Disclaimer: for an inif ility not be used without it of lian. The number of patients in

reflects the number of records that were mapped to OMOP CDM. These values may differ from the numbers in

ZDBTHUSAIEEL T — X DF¥
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Concept Browser :
Show 10w entries Search disbetes
concept_id concept_name domain_id drc re
201826 Type 2 diabetes mellitus Condition 278300 275100
201820 Diabetes mellitus Condition 375100 24800
201254 Type 1 diabetes mellitus Condition 39300 39100
376683 MNonproliferative retinopathy due to disbetes mellitus Condition 14500 5700
44808385 Pre-diabetes Condition 4500 4500
4174977 Retinopathy due to diabetes mellitus Condition 21800 3000
4130162 Insulin treated type 2 diabetes mellitus Condition 2500 2500
4024659 Gestational diabates mellitus Condition 2200 2200
4044391 Neuropathy dues to diabetes mellitus Condition 2300 1700
44809658 High risk of diabetes mellitus Condition 1600 1600

ZIEB%#BREREL T&ZYT B L I—F#ZAETE 5 =>FeasibilityiA&
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Domain Filter : t Filter a :
ENTITY TYPE EM?
Measurement - Body mass index x Body mass index (EMI) [Percentile] x Body height x  Body waight x A
APPLY

The concepts browser shows the total number of records [RC) and total number of records including alf descendant (DRC) accross the selected data sources. No exact numbers are provided but
they are rounded up to the nearest multiple of 100,

Concept Browser a :
L AMYPAD  AOU- - ; :
acronym | 2CA-Braga ABUCASIS PNHS SANLUIG AP-HM AZDDB AZG AZMM AmsterdamUMCdb | AssutaSurgical BARDEMA BEDR BIFAF
metric
RC DRC RC DRC RC DRC RC DRC |RC |DRC RC DRC RC DRC RC DRC RC DRC RC DRC RC DRC RC DRC RC
concept_name domain_id
Body height Measurement 817k B17k 4.9k 4.9k 704k 704k
Body mass Measurement 380k 3Bk 74ZM T42ZM |61k | 61k 307k 30.7k 66.4k 66.4k 310k 310k 2.35M  2.35M 59.7h
index
Body mass Measurement
indax (EMI)
[Percentilz]
Body wiight Measurement 37k 317k Gk 61k 308k 308k 69k 69k 1.8B2ZM  1.B2M | 1.47M 1.47M 464k 464k 5.2k 5.2k FOlk  FOIk 705k 705k  8BM

ZIEEH%Z%&%E L CDB#EMAICEZYTALO— F#ZRAETE % =>Feasibilityi&E

23
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+ EMAREFEROERRICZLEZFTMEDO-HDHKZDARWIN EUICEFEL TWS

- RWDZ%{EH L 7=Non-interventional study(NIS) B33 H A4 F5 4 >~ (draft) 22K L T
¥ 1), data quality framework& L TOHDSIDfEHTY — I DfERZ—HIE L TEIFTUW3B,

2. Scope

The scope of this reflection paper is the design, conduct and analysis of NIS using RWD to generate
RWE for regulatory purposes. The use of RWD in the context of CTs, e.g. to provide an external contral
arm for a single arm trial or to serve as a data source to recruit participants for a CT, is out of scope of

this document.

6.5. Data quality frameworks

Sewveral data quality frameworks provide a set of characteristics determining the fitness-for-use of data
(18). While they differ by the number of dimensions and the names given to these dimensions, they do

not diverge substantially. It is therefore recommended:

« To use a data quality framework appropriate to the data source, such as the tool developed by
the Observational Health Data Science and Informatics (OHDSI) network for databases
conforming to the Observational Medical Outcomes Partnership (OMOP) common data model
(19) and make the results available to regulators

EMA. 2024. Reflection paper on use of real-world data in non-interventional studies to generate real-world evidence Draft. Link 25


https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence_en.pdf
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DARWIN EUBIEDRFIARICSINT HRICIRET S

*1. Table of content«

.3.1. Record counts per OMOP CDM table:

= Table 2. The number of records in all clinical data tables @

measurement- 15,072,717< 23,517« 100%-
o O I ] L0 o0 1 L = O drug. exposure 1,483,660 22,478 95.6%:
prosedure_occurrence: 1,296,930 23,484¢ 99.9%:
visit_detaile 1,276,461 23,517+ 100%:
visit_eccurrences 1,276,461 23,517 100%
observation 465,207 19,815- 84.3%:
sendition..occurrence 402,721 23,243 98.8%¢
condition_era 389,2104 23,243 98.8%:
drug_era: 178,000 23,478 95.6%:
3.1. Record counts per OMOP CDM table R 2a1 23,50/ 1003
T o T = YR [T [ - USSR 5¢ zaﬁ;;lm . A A
T 0 TE-3 [y ot oo T Fod=T o = o LT gl 1= =T o 7 20000- ?RW g m' m'
[ACl_relationsnip
4. =T T o T = oo T ‘ episode- e ¢ 2
3.4. 0Ob t Period 7 ised 0 0 0%
cost+ a4 NA« NA:
3.5. Date Range ........................................................................ ., 3¢ 15000 - death- 0 0 0%
. i re: 0¢ 0 0%:
3.6. Day, Month, Year of Birth.......oo 9¢ dose erae ge 0 0%
. - s 10000 - note | iade g g g;"a
4. Vocabulary mappings...cccciccciimsmssissssssssmsssssssssssssssssssssessssssssssssssasesssss L0 3 T B 0 0%
4.1. Mapping Completeness I 0 NA NA
. i location 04 A NA:
B I 1 o = T 5 = 0 NA NA:
metadata~ 04 MNA A
L T Ty = e o= 0T = ¢ Query axecuted in 3.69 sacnnds
4.4. Mapped Codes.........o SRR e & | | [ | | |
1920 1940 1960 1980 2000 2020
Date

4.5. Source to concept map
* 5. Data Quality Dashboard .....ccciciiviiimisriss i s T ragas s s s s sesssass s snssnsssssnnsasns L7
* 6. Drug Exposure DiagnostiCs wrrssisrssrsssasssasnsssnssssssasnnssasiirreegssssssassares 19

* 7. Technical INfrastrUChUre .....ccccie i ssa s ssas s snsasms s sass s sms s nmsnssnmnnssn
I o = ol o =1 N
7.2. System Information
7.3. Vocabulary Query Performance

Table 14. All 6 unmapped observations. Counts are rounded up to the nearest hundred. Values with a
record count <=5 are omitted. @

_# Sourcevalue- | #Records. ___%Records]

1¢ 1191 |Aspirin: 800+ 0.2%:¢

7.4, Applied INAEXES ..o 2+ 29046] |Lisinopril: 500+ 0.1%:
7.5. Achilles QUErY PerformanmCe oo eeeeea e eee e e e e e e e e ean e e aan e enn e enreeaneeanenns 3¢ 7984||Penicillin v« 500+ 0.1%s:
4+ 10831||Sulfamethoxazole / Trimethoprim: 200+ 0.0%¢

Bl 2 TR V' T L= 3 T U I & 5¢ 25037 |cefdinir: 100+ 0.0%:
8.1, Vocabulary table COUNES .. e r st e e s e an e e e 27+ 6¢ 5640 |Ibuprofen: LUL D0

Query executed in 0.01 seconds«
8.2, Vocabulary ConCePt COUNES . vttt vrar e e er s v a s m et e s rn s nannrnan e rrrannnnneans 27¢
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« EUDIRR
- EHDENASSMEZE\WY, T —2Z X4 — (EEEEZE) TOOMOPtE U —F, Ol\/lOPﬂ:@
ERAT— ARV KX — 20 L TxiE, EHDENIZEUBSAT & R B3R A& 1A (EFPIA)
L2HENODEETEZEINTWLS
« PI7
- UVUHR—LTIFRBEEH AL, TRUSTEMIINZEREGKRT —XEBES 2y b7 #— LT
OMOP CDM % £

- 88[E Tl The Federated E-Health Big Data for Evidence Renovation Network (FeederNet)
platformA fF1E L, 5370008 N (BEEH Y, 2022/3Km) OTF—XHEREEEICL
) OMOP CDM1ft & 7=, F 7=, %OD/E\J\IZI%ﬁ/\-@“%admmstratwe claim data(HIRA) %
OMOPCDMAt, & 7=

- US
- NIHA EE T 21i5EEEZ BiIETAll of Us7 07 2 L TIZOMOP CDM%Z 3

- — 5T, FDAA'Y — K3 % Sentinel Common data model$ F7E£ 9 % (designed for claims
data and being expanded for HER data COMOP CDM & W #LaRMEAMEWNE ShHh 1 5)

27



| OMOP CDMEA i
- BX

YuimedibB®Z2B]IRKF EHETHL7 FHIRDS
OMOP CDMAD Z#xavYv—)LZFEW\WZEULEUE DATASET PROVISION

UH—FZ—AELT. RENE - B50HE - REREFOREChE 1307-7LT.

F—R1ty MM BESEFSHLP TV T L. BANIESRNEE CRHUT Y —E2TT,
. . ¢ i T2ty RS LA
#XSYuimedi 2024F55140 123145 y o, 6D :
B OMOP CDM {Z¥t#n — R | E=s
POINTT mpessic 07— 708 ! L
Chier. mosroone [ ERe S5 Ao
\1—9 E;k;téﬁggg%jﬁr aen WwR TS AREARE  GEE (@ Retmta
— - . s St S = e erlln :c{u_nn- [ [icoto 2 i 5 R
Yuimedi[IBEAR & ERT — Y OEEBENZERFIRICHITET —IEE bDaH & EHRT XY fise : : o
UCHEMRETVEURZ, AHEREO—BOMRERF. 2023F 115 ([TIThNEEE L T . S EC 121
YH—F - LE AN A -
BRFESCHSVWTCOEBREREITVELE., TOEREREX. =SRIFHEETNE @ F-stybzmBLLLE Eams % 0 w0 =5 - P -
T, THROFTHMBICT—4 ATC 23— F JLACL0 T3 ¢ ot B i B2 7—F0  |fxrER
L/?c_:o I|| %ﬁ*ﬁ']ﬁ( :_ Cﬁ(ﬂﬁg_ﬁ?n —RRE sREE fﬁl_!&fk:ﬂ':l lrad ﬂ:l? La=FID |MEE

HER il . ai wTE

EERANFIIEEXFEATREEHRE L. TOPPANIZEFHILT T —X %
RETHEET —XZ0MOP CDM1L L 7= OMOP(like) CODM 124t

https://prtimes.jp/main/html/rd/p/000000014.000081576.html
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| OMOP 1t o> 5Fffi & % (1/2) i

ova SI—7

* OMOP{EL7=T—2D0omDT—RIZHS Z LA A[HE
* OMOPDOTF—RiBEIZh AR < 4 XTTHE
- RERENLGT -7V elfpl, #vany—, HIPRELE,
= Oncology extension CROOMOP CDMv6.1A ) U —XENBFEELEDZ &; githublrE~ADY v 7 1)
= OHDSI Oncology WG

= DIGICORE/DigiONE: FlatironEURR % B89 (see Mahon, P., Chatzitheofilou, I, Dekker, A. et al. A federated learning
system for precision oncology in Europe: DigiONE. Nat Med 30, 334-337 (2024). https://doi.org/10.1038/s41591-023-02715-8)

« T—Z2mEDOREII T
- BFOT —ZDOMOPILIC L 2 RBFAEDOERIIBEINTLIHDLH D
- T ROBEFHED/T-HDY —IVIFTFET D
= DataQualityDashboard (DQD);(github, DOD output example; paper) ¥Achilles TIE R+ TEME N7z

= Achilles (github, paper, precomputed analysis csv)

« JTDT—X EOMOP{L L 7=7T—% TRWDIHRDIERICEDE L 5 HAHA
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https://ohdsi.github.io/CommonDataModel/oncology.html
https://ohdsi.github.io/OncologyWG/
https://ohdsi.github.io/DataQualityDashboard/
https://data.ohdsi.org/DataQualityDashboardMDCD/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8449628/
https://github.com/OHDSI/Achilles
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5226382/
https://github.com/OHDSI/Achilles/blob/main/inst/csv/achilles/achilles_analysis_details.csv

| Achilles Heel DF— 4 F = v 7 &R D

I'{.-r.u 11

(7 3
B Achilles Data Sources «
OHDSI| Sample Database

Achilles Heel Report
Data Qualty Massages
Search: age
Message Type 4 Message
ERROR 406-Distnbution of age by condition_concept_id; min (value=-1) should not beé negative
ERROR 406-Distnbution of age by condiion _concepl_id, mn (value=-10) should nol be negative
ERROR 406-Distnbubion of aga by condibion_concepl_id, mn (value=-12) should nol be negative
ERROR 406-Distnbution of age by condition_concept_id; min (value=-14) should not be negative
ERROR 406-Distnibution of age by condition_concept_id, min (value=-2) should not be negative
ERROR 406-Distnbution of age by condition_concept_id, min (value=-3) should not be negative
ERROR 406-Distnbution of age by condition_concept_id, min (value=-6) should not bé negative
ERROR A06-Distnbution of age by condition_concepl _id, min (value=-8) should not be negative
ERROR 406-Distnbuhion of age by condibon_concepl id, mn (value=-8) should nol be negative
ERROR B06-Distnbution of age by observation_concept_id;, min (value=-1) should not be negatve
ERROR 806-Distnbution of age by observation_concept_id; min (value=-10) should not be negative
ERROR 806-Distnbution of age by observation_concept_id, min (value=-14) should not be negative
ERROR B06-Distnbution of age by obsarvation concept o, mun (value=-2) should nol be negative
ERROR BOG-Distnbution of age by cbsarvabion_concepl s, min (value=-3) should nol ba negative
ERROR B06-Distnbution of age by observation_concept_id; min (value=-8) should not be negative
Showing 1 to 15 of 16 entries (filtered from 44 Copy | CSV | Excel | POF Print Frevious 1 2 Next
total entries)

CHUGAI

ova Y—7

Huser V, DeFalco FJ, Schuemie M, Ryan PB, Shang N, Velez M, Park RW, Boyce RD, Duke J, Khare R, Utidjian L, Bailey C. Multisite Evaluation of a Data Quality Tool for Patient-
Level Clinical Data Sets. EGEMS (Wash DC). 2016 Nov 30;4(1):1239. doi: 10.13063/2327-9214.1239. PMID: 28154833; PMCID: PMC5226382.
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| OMOP1t > 5Ffi & % (2/2) -

ova SI—7

« CohortD¥5EZHERLARZMESTEIZLLH S

- B BIRAE—EBREZFE L2 o 7o BERE & W O —IRIIAGRE LhEbhTuhihnhe b7 2 &AL
RS> THARZIIRT 574 &,

o CohortD¥54HERY —NIs®BL H S
- {CohortCharacteristics} (github)
- {OMOPSketch} : &a>v v 7 r 0 A2 HRT /8y 7 —  (github)(shiny)

- EHDEN Portal : EHDEN® 343 2 0MOP mapped databasesh’ £ & > TWB Ky ak—RFTcaryE7 b
DHEFR
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https://github.com/darwin-eu-dev/CohortCharacteristics
https://github.com/oxford-pharmacoepi/OmopSketch
https://dpa-pde-oxford.shinyapps.io/databaseCharacterisation/

| 2 DBR DREH % -

ova SI—7

- DBIXEESETICRITT S
T —RENEBICHZ T TESDHAOMOP CODMDOF] &

- DBEITELR AN L HD (NIRRT TURAT A, REBEERY>—, A/N—L TWLWBENMEFHE,
T—XE, TI—T 4V, BEICBITDIERZ T 7774 R)

+ DBREITHERI’EL S & T DER
- EMAIZE Z2RWDZEA LNISICBET 2 HA FZ 4 >~
- DB CTER 2 maEET S5 (EFEUSE) . EMA RWD cataloguesZHE %52 |[ZDBE D45 % HLE
- T2AXN T T —2vsTEbR T — &, RICBRREEN AV AT LI EEDOREMMTZERT 5 (L1755 :
https://onlinelibrary.wiley.com/doi/10.1002/pds.5631)

\

I:I

o Varas Korea S
— El INY e el > l:' HM 1QVIA Hospital
7 7J_ [/ Z 7 / = NFHCRD HRA  Hospitcles  HMAR  CUMC CDM  OFIUM-EHR  Premier STARR-OMOP TRDW  VA-OMOI
Jan-Apr Feb-Apr  MarApr  Feb-May Feb-Dec  Feb-Oct Feb-Oct  Feb-Aug  FebMay  FebMay  Febun
(n=304) (n=7599) (n=2544) (n=2886) (n=7353) (n=77853) (n=3877) (n=156787) (n=744) (n=328) (n=10951)
Hydroxychloroquine ., M, ~ 2. (6. o b, b _. » -
Dexamethasone — — 2% gy = .zm ‘ 32y .2sx .mm ﬁm - .24%
Azithromycin = 53 o~ 4 -y b, ’.m; 'm. ’m. B gy ‘ ‘a:x
Tocilizumab o [ . = = o . <
Ritonavir m tg% ’m e " 5
EMA. 2024. Reflection paper on use of real-world data in non-interventional studies to - I

generate real-world evidence Draft. Link A BrateUtibe of 2l BM. 2091
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https://catalogues.ema.europa.eu/search?f%5B0%5D=content_type%3Adarwin_data_source
https://onlinelibrary.wiley.com/doi/10.1002/pds.5631
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence_en.pdf

| v b7 — O RROFHES -~

« EHDENIZEIFB %y 7 —J KT, %F‘“k%%ﬁ%?ﬁ‘foo)mﬁﬁt:i%ﬁ

RbHY, BROFTERZHEHKT 5 L3 BEREHIFI—FT 1 7IC

SIMTE L,

BRbEfamICLhrEFINE L\%)
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Software Tools — OHDS| (WA WA Y — )LD DemoA BN 3)

Reich C, Ryan PB, Stang PE, Rocca M. Evaluation of alternative standardized
terminologies for medical conditions within a network of observational healthcare
databases. J Biomed Inform. 2012 Aug;45(4):689-96. doi: 10.1016/j.jbi.2012.05.002.
Epub 2012 Jun 7. PMID: 22683994. (BB~ v E >V 7 IC DWW T D)

HADES (R/Xvw 4 —<Bf) Dgithub

- Schuemie M, Reps J, Black A, et al. Health-Analytics Data to Evidence Suite (HADES): Open-
Source Software for Observational Research Studies in health technology and informatics. 2024
Jan 25:310:966-970.

- Schuemie MJ, Cepeda MS, Suchard MA, et al. How Confident Are We About Observational
Findings in Health Care: A Benchmark Study Harvard Data Science Review, 2(1).

EHDEN Academy (BREB ICIRIUA L IT NI A7 Y 77y Y Y F N S E-learning)



https://www.ohdsi.org/software-tools/
https://ohdsi.github.io/Hades/packages.html
https://ebooks.iospress.nl/doi/10.3233/SHTI231108
https://ebooks.iospress.nl/doi/10.3233/SHTI231108
https://hdsr.mitpress.mit.edu/pub/fxz7kr65
https://hdsr.mitpress.mit.edu/pub/fxz7kr65
https://academy.ehden.eu/

(%) EMA RWD catalogues

Clinical Practice Research Datalink

First published: 01/02/2024

Last updated: 08/07/2024

(E.irth registrv) (Hospital discharge records) Cother) (F’rimar\;\«r care medical records)

Administrative details

Page content

Administrative details
Contact details

Data source regions and
languages

Data source establishment

Data elements collected Quantitative descriptors

Download

Data flows and managemeant

Administrative details

PURI

Data source ID
Name of data source
Data source acronym
Data holder

Data source type

Data source type, other

Main financial support

Care setting

https://redirect.ema.europa.eu/resource/30008

30008

Clinical Practice Research Datalink

CPRD

Medicines and Healthcare products Regulatory Agency (MHRA)
Birth registry

Hospital discharge records

Other

Primary care medical records

Variety of linked datasets are available.

Funding by own institution
Funding from industry or contract research

Hospital inpatient care

Hospital outpatient care

Other

Primary care - GP, community pharmacist level

Search | HMA-EMA Catalogues of real-world data sources and studies (europa.eu)
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IEE A% < DBLLERICEH

tails Data elements collected Quantitative descriptors Data flows and management

The data source contains the following information

it
-ontains the Disease information Yes
tion Does the data source collect

information with a focus on a specific
disease? This might be a patient
registry or other similar initiatives.

Rare diseases Yes
Are rare diseases captured? In the

European Union a rare disease is ocne

that affects no more than 5 people in
10,000.

Pregnancy and/or neonates Yes
Does the data source collect

information on pregnant women

and/or neconatal subpopulation (under

28 days of age)?

Hospital admission and/or Yes
discharge
ICU admission Yes

Is information on intensive care unit
admission available?

Cause of death Captured
Cause of death vocabulary ICD-10
Other
Cause of death vocabulary, other Medcode ID's
Prescriptions of medicines Captured
Prescriptions vocabulary other
Prescriptions vocabulary, other Prodcode ID's
Dispensing of medicines Captured
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https://catalogues.ema.europa.eu/search?f%5B0%5D=content_type%3Adarwin_data_source
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