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= Real-world data/ evidence for the product life cycle in pharmaceuticals
QQ EERTATHAINIZEFEH)ZILT—ILET—2 / TETVADEIH

Phase llb Phase llI Launch Post-launch

Phase |

Pre-clinical

AITER R B PR B ER ABRFEMNOTRE
/ Generate /- Inform study design & patient selection /" Support filing and respond to questions from
hypotheses HABRTHAUOBERTE regulatory authority
RN B ARBFEOHBOBRBIARIE
/" Define drivers of health economic benefit by the analysis . L
/' Deepen disease of healthcare cost and resource use ! dSup|c|)ort LCL\)/I with novel methods (e.g., pediatric
understandin B E B AR R T A o evelopmen
HEEBOBR ERRRRRAA I R ORES FARFEICEBTATF AN TATA N OEIE
/' Evaluate feasibility of using synthetic / Inform HTA
/' Select and
control arms BT
prioritize indication FREREER D A& R B BRE ) MG 2 4 R FRATRRNOTE
ﬁ@ﬁ%@%#ﬂb@ﬁ /" Shape patient engagement &
WEz £ 1+ /- Systematically explore novel trial designs support programs
M-GERRR AR T V12 D RIFIIRER BEXIETNT I LOW%E
/' Differentiate vs. competitors

/" Leverage RWD to inform PRO endpoints

BERETIMNLEAVN-IVRRIVE bR R EDERIE

/' Support label expansion based

/" Inform Access discussions (pricing, reimbursement) -
e v — A on real-world evidence
/" Disease burden, natural course, treatment patterns, and unmet needs /' Post-marketing surveillance
REDODERFRATOCBARE. BEER. TV AV =—XICET HHAE B ERTAE

POC, Proof of Concept; PRO, Patient Reported Outcomes; LCM, Life Cycle Management; HTA, Health Technology Assessment

Hiramatsu K, Barrett A, Miyata Y et al. Current status, challenges, and future perspectives of real-world data and real-world evidence in Japan. Drugs — Real World Outcomes. 2021 % SR D JTIZ{EAL.
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The Observational Medical Outcomes Partnership Common Data Model
\& OMOPHBET—X ETIL

Transform data contained within disparate databases into a
common format (data model) as well as a common representation
(terminologies, vocabularies, coding schemes), and then perform
systematic analyses using a library of standard analytic routines

that have been written based on the common format.
BRBT—HAR—REZHBEI+—TY PO DOHBORRE (AE-Bx-0—TFT41427
AR) ITER. KEIT+—< Y MZEDLKIEBENSTZA4 T3 ) ERAVEERRBS .

K

Evidence can be generated using standardized analytics
tools for data quality and characterization, medical product
safety surveillance, comparative effectiveness, quality of

care, and patient-level predictive modeling.
BENBEITY—ILERVTRERAOMENRRETE S.

Observational Health Data Science and Informatics (OHDSI), available at: https://www.ohdsi.org/data-standardization/ (Accessed on Jan 11, 2025).
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= Federated evidence generation program
3 EERT—ARy FI—VICLBIETVREIR

-
e hacpr]  sessesses —
Claims-based a—
. < Feasibility study
Hospital-based = a—
p =
Administrative e > w- B Natural history
L —
Regional  «eeeeeees > 9., Pharmacoepidemiology
National - > 9., B Pharmacovigilance
IStV eeeeeeenns o> — .
Registry > - Sviileries B Health economics
Electronical ... - rogram
medical record i — prog B Outcome research
. -
Biobanks e > S - ... and more
—
Pediatric = e > w- Cohort library Study package library
e i Cohort A Drug utilization |
Cohort B Characterization
Cohort C Clinical outcomes

Resource utilization
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What are the merits of OMOP-CDM?

OMOPHBET—ARETILIZEDE ST A Yy bHHB?

/ Replicating studies across datasets
T—AEIyrEBEWVTHREZBHRTESS

/' Increase international collaboration
BHEDIATHRL—Lav DB ZES

/ Ease data handling and analysis
T—3NIRYDTOBRNBERITHEYES
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Extract, Transform, Load process
E () T (E#) L (B—F) Ja+&X

Person —_—

Standardized clinical data

Visit_occurrence

/
- Visit_detail

\"-—.,_ P
= >{ Condition_occurrence I

— "‘JI Drug_exposure |

14"'] Procedure occurrence I

|
I\

N
\, |

N
—Pl Specimen ] L)I Episode_event I

I Fact_relationship I

Device_exposure |

Measurement

|
Observation |
|

Note

Note_NLP

Episode i

T
—-l Observation_period | \"\\ |
'_:—_———I Care_site |< |

—-I Death | )‘< -
7- Provider |</

=

Standardized health system

*—4 Location |\

Standardized
health economics

Cost

Payer_plan_period

T 1

Observational Health Data Science and Informatics (OHDSI), available at: https://www.ohdsi.org/data-standardization/ (Accessed on Jan 11, 2025).

Standardized vocabularies

1 Concept | <
' [ vocabulay ]},
I
|\| | Concept_class I

I""‘.I Concept_synonym I

j‘{ Concept_relationship I<\

' | Relationship I/

“l Concept_ancestor |

I Source_to_concept_map |

I Drug_strength |

Standardized
derived elements

Condition_era

Drug_era

Dose_era

T

Results schema

Cohort

¢

Cohort_definition

Standardized
metadata

CDM_source

Metadata
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Extract (3fiH)

Data

Transform (ZEih)

—~——g—

Load (A—F)

Data warehouse
(DWH)
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\) Process flow of OMOP-CDM conversion

OMOP-CDMZ#.D i

Custom

concept
OMOP-CDM mapping and Execute ETL
conversion ETL SQL conversion
specification scripts ETLEHBRDEST
COMZE D EHRE HRBELAVET
fwvEY &
SQLRY YT+

Replicate a Running

Generate

simple inspection
example report, quality summary
source dataset assurance statics of CDM
analysis process dataset
LA, i ) A VARG a3y BRI EDNHE S
B SEREIOER

v

Load the new OMOP CDM datasets as new data sources in the ATLAS.
ATLASO#FHRMT—2 Y —RA & LTload (A—FK)
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LOCATION

CARE_SITE

RROVIDER

PERSON

OBSERVATION_PERIOD

DEATH

LOCATION_HISTORY

VISIT_DETAIL

VISIT_OCCURRENCE

CONDITION_OCCURRENCE

CONDITION_ERA

PROCEDURE_OCCURRENCE

DRUG_EXPOSURE

DRUG_ERA

OBSERVATION

MEASUREMENT

DEVICE_EXPOSURE
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= Conversion of Japanese datasets into OMOP-CDM
\F) BRAT—42tvy FOOMOPHBEETILANDLTHR

EHR-based
dataset Drugs
(n =4.9M) P—
Drug name -> ~_
RxNorm concept
Mt & OMOP-
ultiple
disease areas Di ) - CDM
lagnosis name -
SNOMED CT falassl
DPC concept ~
administrative —
/claims Conditions

dataset
(n = 6.0M)
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/ Conditions av#+say
Prioritized subsets were custom-mapped (Condition)

/ Otherwise, ICD-10 4 condition category automated mapping
was used

// Drugs/Device #i/7 /34
/ Prioritized subsets were custom-mapped (Drug/Device)
/ Otherwise, ATC code to RxNorm automated mapping was used

/ Labs #ziE
/ Custom-mapped (200+ labs)

/ Procedures g

/ Custom map added to J&J JMDC data source Japan data
source custom mapping
(Procedure/Measurement/Observation)

// DPC FF1 ppci#gzt1

/ Custom-mapped (Measurement/Observation)

Using standardized OMOP vocabularies

« > C

F»
A 698 followers

(M Overview K Repositories 319 [ Projects 13

5 httpsy//github.com/OHDSI/

o Product Solutions Resources

i Health for all, Hunger for none

Open Source Enterprise Pricing

Observational Health Data Sciences and Informatics

& http//ohdsiorg

Pinned

B CommonDataModel ' Public
Definition and DDLs for the OMOP Common Data Model (CDM)

OHIML  Yyo12 457

B Atlas ' Public

ATLAS is an open source software tool for researchers to conduct
scientific analyses on standardized observational data

JavaScript Yy 277 % 139

B CohortMethod ' Public

An R package for performing new-user cohort studies in an observational
database in the OMOP Common Data Model

OrR e Yo

Observational Health Data Science and Informatics (OHDSI) Github, available at: _https://github.com/OHDSI/ (Accessed on Jan 11, 2025).
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@ Packages A People 1

[ Vocabulary-v5.0 ' Public

Build process for the OHDSI Standardized Vocabularies. Currently not
available as independent release

@®PipgsQl  Vr229 ¥ 75

B Cyclops ' Public

Cyclops (Cyclic coordinate descent for logistic, Poisson and survival
analysis) is an R package for performing large scale regularized

[] PatientLevelPrediction ' Public

An R package for performing patient level prediction in an observational
database in the OMOP Common Data Model

@HTML ¥ 189 % %
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Some unique nuances were kept through CDM conversion
HBETILERTLEOIDMBH =17 VR EH

Example 1
Standard Concept: Hemoglobin measurements

Adding attribute to find hemoglobin measurements before, after or during dialysis (for glanular measurement)
ZEAVE T MDA TLYEFEHGAERADRRLECEREBFEROBEZEM (Bl AESTREVEDEIE)

Example 2
Diet expense during hospitalization from does not have a standard concept mapping.

Adding attribute to find diet expense to include additional source concept. (for glanular observation)
BEIVET A GVRBIEE ZEM (Bl : AIRPOBEER)

Example 3
Standard concept: Abnormal results of cardiovascular function studies
Adding attribute to find specific condition records e.g., vectorcardiography abnormal, electro cardiogram

right axis deviation, early repolarization syndrome. (for glanular conditions)
REIVE T MDA TL YFEHLKEOREERZEM (Bl DEERETRHRESN-ER)
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= Not everything went well...

BAYER

3 IARTHABE--BYICELDITTEEC ..

Example data set X

Manually
mapped
~14,000

Matched
by ATC
~10,000

Not found

concept
' i table
Local drug Not included in the R
Latest drug OMOP vocabulary ,
ATC data
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Using ICD-10
for mapping

i Health for all, Hunger for none

Manually or
automatically
mapped
~10,000

Conditions
~30,000

Disease name

Matched
by ICD-
10
~15,000

No ICD-10
found
Too high level or ~5,000
} generic

No standard mapping
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OMOP'd data were used in an actual project
XNy FTOOMOPT—42 MEMA

Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney disease and type 2 diabetes in Japan — a multi-cohort study from the
FOUNTAIN (FinerenOne mUItidatabase NeTwork for evidence generAltioN). J Clin Med. 2024; 13(14): 5107.

Journal of =
. Clinical Medicine mlb\l’y

Article

Early Clinical Experience of Finerenone in People with Chronic
Kidney Disease and Type 2 Diabetes in Japan—A Multi-Cohort
Study from the FOUNTAIN (FinerenOne mUItidatabase
NeTwork for Evidence generAtloN) Platform

Atsuhisa Sato !, Daloha Rodriguez-Molina 2, Kanae Yoshikawa-Ryan 3, Satoshi Yamashita 3{", Suguru Okami 3%,
Fangfang Liu %, Alfredo Farjat 2, Nikolaus G. Oberprieler 2, Csaba P. Kovesdy *(, Keizo Kanasaki °
and David Vizcaya 2

! Department of Nephrology and Hypertension, International University of Health and Welfare Shioya Hospital,
Yaita 329-2145, Japan

Integrated Evidence Generation & Business Innovation, Bayer AG, 13342 Berlin, Germany;
fangfang liu@bayer.com (EL.)

3 Medical Affairs & Pharmacovigilance, Bayer Yakuhin Ltd., Breeze Tower, 2-4-9 Umeda, Kita-ku,
Osaka 530-0001, Japan; satoshi.yamashita@bayer.com (S.Y.)

Division of Nephrology, Department of Medicine, University of Tennessee Health Science Center,
Memphis, TN 38163, USA

Department of Internal Medicine 1, Faculty of Medicine, Shimane University, 89-1 Enya-cho,
[zumo 693-8501, Japan

®  Center for Integrated Kidney Research and Advance, Faculty of Medicine, Shimane University,
89-1 Enya-cho, Izumo 693-8501, Japan

Correspondence: suguru.okami@bayer.com; Tel.: +81-6-6133-7000

check for
updates
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What are the
baseline
characteristics of
patients with
chronic kidney
disease and type 2
diabetes who

initiate finerenone?
T4/ U%FRIBLT=2
EUBEIRTR 2 1 S 12 B i
BEDEEXEDLSIC
moTLBAH?
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=~  Study outline
) HRBE

/ New user of finerenone Index date: First prescripton
fro m ‘] une 2022_A u g 2023 Exposure assessment window

2022356 AH 152023358 BOMIZ E)c;stg\éisot!?)use of finereone
74* I//T/ODMﬁb‘Eﬁyﬁé*Lf:%% Continuous enroliment in the 12 months

before the prescription of finerenone
(Day -365, -1)

// Pa'“ ent c h aracter | St| CS Inclusion assessment: Diagnosis of CKD and

L. T2D (Day -=, 0)
and clinical outcomes
%%%%tﬁﬁﬁ?ﬁ I‘j] A Ea);ﬁ:r:i(%r;;?:’egfment: Evidence of kidney

Baseline medications
(Day -180, Q)

Baseline conditions (e.g., comorbidity)
(Day -365, 0)

Follow-up window to assess the occurrence of clinical outcomes
Including kidney failure, myocardial infarction, congestive heart
failure and hyperkalemia

(From index date to the end of patient follow-up*)

Time

Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney disease and type 2 diabetes in Japan — a multi-cohort study from the FOUNTAIN (FinerenOne mUIltidatabase
NeTwork for evidence generAltioN). J Clin Med. 2024; 13(14): 5107.
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Flow diagrams of persons included in the study

Persons prescribed with finerenone during the Persons prescribed with finerenone during the
identification period (June 2022—August 2023) identification period (June 2022—August 2023)
in MDYV database in RWD database
n = 1,834 (100%) n =124 (100%)
<12 months continuous enrolment <12 months continuous enrolment
_| 1n the database prior to finerenone _| 1n the database prior to finerenone
“| use,n =215 “| use,n=2§
Without a record of CKD, n =292 Without a record of CKD, n=6
Without a record of T2D, n = 161 Without a record of T2D, n =20
\
Persons with CKD and T2D prescribed with Persons with CKD and T2D prescribed with
finerenone in MDYV database finerenone in RWD database
n=1,166 (63.6%) n=90(72.6%)

> Kidney failure, n =199

v

Kidney failure, n = 28

y \

Persons included 1n the analysis Persons included in the analysis
in MDYV database in RWD database
n =967 (52.7%) n =62 (50%)

Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney disease and type 2 diabetes in Japan — a multi-cohort study from the FOUNTAIN (FinerenOne mUIltidatabase
NeTwork for evidence generAltioN). J Clin Med. 2024; 13(14): 5107.
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BA¢ER 1 - 1 1
&) Characteristics of persons included in the study
MDV RWD Co. MDV RWD Ceo.
(N =967) (N =62) (N =967) (N =62)
Age (years) Charlson Comorbidity Index
Mean & SD 69.5 = 124 724+ 104 Mean * SD 82 + 3.1 102 =35
Median (Q1, Q3) 72(62,79) 74 (67, 80) Median (Q1, Q3) 8 (6, 10) 9 (8-12)
Gender, female, n (%) 264 (27.3) 17 (27.4) Diabetes Complication Severity Index
Index year, n (%) Mean + SD 52+ 18 6.7+ 2.1
2022 101 (10.4) 28 (45.2) Median (Q1, Q3) 5 (4, 6) 6 (5, 8)
2023 866 (89.6) 34 (54.8) Comedications, n (%)
Hemoglobin Alc, % ACEi or ARB 776 (80.3) 50 (80.7)
Median (Q1, Q3) 7.0 (6.4, 8) 7.0 (6.5,7.8) ARB 717 (74.2) 45 (72.6)
Missing, n (%) 827 (85.5) 1(1.6) ARNI 208 (21.5) 10(16.1)
eGFR, mg/min/1.73 m* Calcium-channel blockers 481 (49.7) 30 (48.4)
Mean -+ SD - 434 181 Beta-blockers 297 (30.7) 22(35.5)
Category, n (%) Loop diuretics 218 (22.5) 17 (27.4)
Stage 2 60-89 - 2(32) Thiazide diuretics 45 (4.7) 2(3.2)
gzgi i ‘;’g_gz B z; Eigzg Steroidal MRA 143 (14.8) 5(8.1)
Finerenone dose initiation, n (%) Non-stermdal MRA other than 64 (6.6) 1(1.6)
10 mg 854 (88.3) 58 (93.6) finerenone
20 mg 113 (11.7) 4(6.5) Stat%ns 571 (59.1) 44 (71.0)
Comorbidity, n (%) Antlco'agulayts 153 (15.8) 11 (17.7)
Hypertension 894 (92.5) 59 (95.2) Potassw.lm binders 62 (6.4) 2(3.2)
Hyperlipidemia 568 (58.7) 44 (71.0) SGLT-2i 694 (71.8) 45 (72.6)
Congestive heart failure 577 (59.7) 41 (66.1) GLP-1RA 268 (27.7) 19 (30.7)
Prior hospitalization for heart failure 212 (21.9) 10 (16.1) SGLT-2i or GLP-1 RA 760 (78.6) 48 (77.4)
Coronary heart disease 372 (38.5) 23 (37.1) SGLT-2i and GLP-1 RA 202 (20.9) 16 (25.8)
Peripheral vascular disease 137 (14.2) 14 (22.6) Metformin 322 (33.3) 21 (33.9)
Atrial fibrillation 154 (15.9) 10 (16.1) Dipeptidyl peptidase 4 inhibitors 480 (49.6) 40 (64.5)
Acute coronary syndrome 177 (18.3) 16 (25.8) Sulfonylureas 133 (13.8) 16 (25.8)
Myocardial infarction 87 (9) 8 (12.9) Meglitinides 122 (12.6) 13 (21)
Cerebrovascular disease 215 (22.2) 15 (24.2) Alpha-glucosidase inhibitors 113 (11.7) 4 (6.5)
Neuropathy 198 (20.5) 9 (14.5) Thiazolidinediones 30(3.1) 1(1.6)
Retinopathy 149 (15.4) 9 (14.5) Insulins 295 (30.5) 17 (27.4)

Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney disease and type 2 diabetes in Japan — a multi-cohort study from the FOUNTAIN (FinerenOne mUltidatabase
NeTwork for evidence generAltioN). J Clin Med. 2024; 13(14): 5107.
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=) Qutcomes

Number of Persons Number of Persons Number of Incidence Proportion (per

in Cohort at Risk Events 100 Persons)
MDV
Hyperkalemia 967 832 18 2.16
Hospitalization associated
lejrith hyperkalemia 967 944 0 0
RWD Co.
Hyperkalemia 62 37 1 2.70
Hospitalization associated
lejrith hyperkalemia 62 43 0 0

The median (Q1, Q3) durations of follow-up were 52 (27, 86) and 42 (15, 98) days in the MDV
and RWD Co. databases, respectively.

Due to the short follow-up time, very few cases had cardiovascular or kidney failure outcomes.
HOEBHIROSIC+237 7 b A LOFHRIXHKGEMN > 1=

Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney disease and type 2 diabetes in Japan — a multi-cohort study from the FOUNTAIN (FinerenOne mUltidatabase
NeTwork for evidence generAltioN). J Clin Med. 2024; 13(14): 5107.
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Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney
disease and type 2 diabetes in Japan — a multi-cohort study from the FOUNTAIN (FinerenOne mUItidatabase NeTwork for
evidence generAltioN). J Clin Med. 2024; 13(14): 5107.

Lessons learned

The relatively small sample size as well as the short follow-up
times after finerenone initiation, due to the limited availability of
data after the drug authorization of finerenone in Japan, restricted

the robust estimation of the incidence of clinical outcomes.
LEERBNMRIBE LS O TIL S A XPEVERPMICK3H0H5T—2 1y k

The common data structure based on the OMOP-CDM with
the same analytical protocol ensures the reproducibility of
the analyses conducted across different datasets. Consistent
findings in the baseline characteristics and the incidence of
clinical outcomes support the reliability of the findings
from this study, despite the small-to-moderate sample size

of the study population identified in each dataset.
OMOP-COMICE DS £BOT—2EEL AT A L )LICL S BHEMEDER.
—B LIRBREDMRBEGY D TILYA XGA L, BROBEEEXIFT 5. A

P~
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Federated Data Network (FDN)
EABTF—4 Ry FT—Y

A

/

/

/

Decreasing the time to conduct a study, either through pre-developed analyses, or by
increasing the size of study populations as this shortens the time needed to obtain the
desired sample size. Large sample sizes may facilitate research on rare events, rare

diseases, and less common drug exposures;

HFI YT YA XEB/HEICET IRMEEHET ALTHREORREADRIELEKRTHILICELST HAED
RO DEMEEMRET B, YU TS A RERECTHILT. MBATER. WHEERUHFEY — BRI THVES
REICETHAENRESNDAREMENH D,

Multi-database studies may provide additional knowledge on whether a drug safety issue

exists in different populations or across countries and thereby may reveal causes of

differential drug effects, inform the generalizability of results, the consistency of information
and the impact of biases on estimates;

BHOT—AHAN—RZRAW-RAER. BEGAKEXFEOHTEEROREM LOMENFEETIHNENETLE
MOMEFIRELSD, Tz, BMOKHMRICE > TEMCENELIERMNBALMNZSNDAREENH D121 THL FER
D—AZLATREME. BHRO—EMRUHEEBEAD/NAT7ANHEICRIFTEZEICOVTOIEREIRMT A 5kMELH 5.
Heterogeneity of treatment options and utilization patterns across institutions,
communities or countries may allow for a more complete understanding of the effect of
individual medicines; and

BEERREUVEEROFRERNEEERE. tigF - IEOM TR —THAHIZLITEI T . HLXODEERDOI
REFYSELRICEMBTHIENERDITREMENH S,

Involvement of experts from various countries addressing terminologies, coding in
databases and research practices provides opportunities to increase consistency of
results of pharmacoepidemiological studies.

BAREOEMRNASNL. BFME. T—4~—R2B[HB—Fib. HEDTSIFRIZONTHHL, BT 5
LT, BRIESAEORED—EHEBOLNBARENEAHS.

)' ICH

i Health for all, Hunger for none

armonisation for better health

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED GUIDELINE

General Principles on Plan, Design and Analysis of
Pharmacoepidemiological Studies That Utilize Real-World
Data for Safety Assessment of Medicines

Mi14

Draft version
Endorsed on 21 May 2024
Currently under public consuliation

At Step 2 of the ICH Process, a consensus draft text or guideline, agreed by the
appropriate ICH Expert Working Group, is transmitied by the ICH Assembly 1o the
regulatory authorities of the ICH regions for internal and external consuliation,
according to national or regional procedures.

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH). General Principles on Plan, Design and Analysis of Pharmacoepidemiological Studies That Utilize Real-World Data for
Safety Assessment of Medicines. Available at: chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https://database.ich.org/sites/default/files/ICH_M14_Step3_DraftGuideline_2024 0521.pdf (accessed on January 16, 2025).

20 Suguru Okami /// OHDSI Japan Evening Conference /// February 2025




MIEEAEN=IEES

A Chinese ancient poems that read “LL//I/ 2t /& A [FX" is
used for disaster aids between Japan and China.

It means no matter where we live, wind and moon
connects us under the same sky.

Study package owner

OMOP data conversion expert
Epidemiologist

Project leader (initiator)

Jan-24 May-24 Jul-24 Aug-24

“Analysis and interpretation, 'Submission Accept!
manuscript writing

‘OMOP-CDM data conversion

Sato A, Molina-Rodoriguez D, Yoshikawa-Rayan K, et al. Early clinical experience of finerenone in people with chronic kidney disease and type 2 diabetes in
Japan — a multi-cohort study from the FOUNTAIN (FinerenOne mUltidatabase NeTwork for evidence generAltioN). J Clin Med. 2024; 13(14): 5107.
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In this contemporary study,
we report on the early
clinical use of finerenone
in real-world settings, just
after drug authorization in
Japan.
ARERDEHADREERKR TORE
AREEHS

This study provides new
population-based insights,
adding to the previously
reported case series in
persons with CKD stage 4
and treated with
finerenone, with a broad
range of individuals with
CKD and T2D included in
the study.
NFETITHRESA TS —
AN —=XITMA CILEEER
UG RE T RS
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Bottom line
e

// OMOP conversion takes a certain amount of time and effort.
OMOPZE#(ZIZHAEEENDHBEI I+ —FET 3.

/ By putting into practice, we realized unique values of OMOP.
EHELTHAHIETOMOPLELTIEDEEIZER DI EMNH T -.
/ Reproducibility IR
/ Federated data network & & TF—2RykT—%5
/ New ways of working and collaboration #if-#@EALa5RL—a>

/It may be possible to create more value by utilizing a disease portfolio
perspective rather than a project by itself.
TPz OMER KYEREGEBR— LI A DRATERTHIEICE O TIUMEEZEAH T IENTEDS
MELAALY.
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