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CPRD

Clinical Practice Research Datalink

Danish Registries

Danish National and Regional Linked Registries and Databases

ED

Emergency Department

ENCePP European Network of Centres for Pharmacoepidemiology and Pharmacovigilance
GePaRD German Pharmacoepidemiological Research Database

GP General Practitioner

HES Hospital Episode Statistics

PHARMO PHARMO Database Network

PPV Positive Predictive Value ([GT£RIHE)

RMP Risk Management Plan ()X EE51H)

SIDIAP Information System for Research in Primary Care

THIN The Health Improvement Network
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https://www.pmda.go.jp/safety/info-services/drugs/items-information/rmp/0001.html
https://www.encepp.eu/encepp/studiesDatabase.jsp
https://www.sentinelinitiative.org/assessments/drugs
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thiazide MNA v v
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Dapagliflozin (A. #ER&EFA3E)

IN)T—3aYy

FAT—% CPRD
=:Y] Dapagliflozin D B HE/FRIFERIE) AV ZHET S
METHA | ah—bTHAY

ISR - -
TS B EHELTY RIAE N EWNSTERIFEH DM o1
RMPATI!) category 3 (Required additional pharmacovigilance activities)
URL https://www.encepp.eu/encepp/viewResource.htm?id=44093
EE FREZMEBRINSE / BERE X (ABRLLIXED VistZzE$ %)
EFE EEI—F/WEI—FTES

[75i%]
7R L LTR2RTyT CE#ZEZHIET S (Direct Validation)

(1 Patient profilesLE 21—

@ GPIZHABEEZZE{TLTHOLE 21—

[#52]

PPV :48.3%(CPRD)

(ENCePPZ& 35\ D FIFAT—A2NDPPV :73.2%(HIRD), 80.0%(Medicare) )
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https://www.encepp.eu/encepp/viewResource.htm?id=44093

Meningococcal B vaccine (J. 79F>)

FRAT—4 THIN

BB HEXEIIVFOOREEZ . TLWVNAEST/BVEFUODNA/NIERIZDOWTERE T 5
METFHAY | gEdBy—xI1)—X
W= 4t m [FUONAZT/BEITONARI RN ER . JNIBRKRIXEBFICTHERBHNEEINT

=2 KOOFUBBEDEREIIEZG
RMPAT3) category 3 (Required additional pharmacovigilance activities)

URL https://www.encepp.eu/encepp/viewResource.htm?id=41061
] [FTORALT / BTV NA / )IIEE
EE-_:.; EEIO—FTEE([TLVNAE T, BVMETULVNRA) .
= EEI—RET—TF X RNT—2TEEZ (II5H)
[A:%] (Direct Validation)
T IOMAL A SAERTEMLTERZHIET S

B. 7\ )—TXAMT—42DFHEETLURLTEAZHIET S (FIFBFENGold Standard)
NT—230 | [#ER]
A. PPV :80.2%(I7LVNAET). 84.3% (BAEITLIVNLA)
B. PPV :100% (EAEIFLINA) . 100% (JI1E5%E)
Sensitivity :96.7% (ZAMEITULNNA) . 83.3% (JII55RE)
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https://www.encepp.eu/encepp/viewResource.htm?id=41061

Intravenous Iron (B. n& Mm&#)

N)TF—23y

FIRBET—4 GePaRD / PHARMO / Danish Registries
H Y FIRBHIDT T IT45F L —DURYETHES S
METHAY | ak—rTHAY
MEE — é_ - — o i -
HER BWJRINREBEINN, REHRSVHTHYET LOBENHLSI L ERIIEET
RMij%j\ U category 1 (Imposed mandatory additional pharmacovigilance activities which are conditions of the marketing authorization)
URL https://www.encepp.eu/encepp/viewResource.htm?id=42909
rE$E TFI45F%—
S REI—F/NEI—F/EF|D—FTEE  (FDADmini Sentinel D FETHEZER)
[5i&]
GePaRD = HILTLE1—TEBZHITFET S (OldenburgfElBt TERE) (Indirect Validation)
T IMAL PHARMO = EZ{tZERLI- L TRFERODERIHZTERBEHIET S (Direct Validation)

Danish Registries = YU — 3N -EREEHRTEA/ZHIET S (Direct Validation)

[#5R]
GePaRD = PPV :62.3%
PHARMO = PPV :NE(IV iron), 100%(IV penicillin)
Danish Registries = PPV :70%
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https://www.encepp.eu/encepp/viewResource.htm?id=42909

Agomelatine (N. 5k 55 3)

N)T—3ay

FIBET—4 SIDIAP / GePaRD / The Swedish prescribed drug register
BB AgomelatineD R4 IEZIZLD AR RV T 5
o METFHFA O7x—bk 754> / Nested Case—ControlTH 1>
MEME n o -
faR B L TYRIA BN ENST-ER EROH SN AT
RMPAT3) category 3 (Required additional pharmacovigilance activities)
URL https://www.encepp.eu/encepp/viewResource.htm?id=39254
iz ] SEFEE (AREET D)
E = AR —FCTEE
[Ai£]
« SIDIAP = LUTF3RATYITEBEFHIELTL (Direct Validation)
T CA (1) Patient profiles L E 21—

Q@ ERDFOELN GFEEZT-ABEHLENR)
@ B EINT-EEELRFOLE 1 —IZ&bHTFE (EERHAER)
e GePaRD (ALIVALEREED#EERFSHR)

[#5XR]
- SIDIAP = PPV :60.0%
» GePaRD = PPV :62.7%

=|QVIA


https://www.encepp.eu/encepp/viewResource.htm?id=39254

Rivaroxaban (B. Hin{e %)

N)T—3>

FIAT—A THIN / GePaRD / PHARMO / The Swedish prescribed drug register
B RivaroxabanD M) RV %9 %
METH A2 | ark—kTH A2 / Nested Case—Control T H (>
MABE | zm RCTAE DEEAIDIEBRASBESNBREMTOT—LE—BL T
RMPAT3) category 1 (Imposed mandatory additional pharmacovigilance activities which are conditions of the marketing authorization)
URL https://www.encepp.eu/encepp/openAttachment/dcl)cuments.otherDocument—1/43221
https://www.encepp.eu/encepp/viewResource htm?id=43192 (43212/43223/43353)
] BEEAMMm / AEEHM / REFED (ARSLITIEMERBNTZET H)
oo ABR®D EfEHI—F (THIN*/GePaRD/Swedish) *THIN[ZZ')—F 3 X b & ¢ patient profilest, S8
e ABEd = /Blfw & 3—F (PHARMO)
[7Fi£]
FYRA L « THIN (Direct Validation)

D IV—TFRAMT—ELUANADLI—RDY =27 ILLE1—TEBEZHETS
@ 7)—TFRANT—2EETLTZaTILE1—TEHAZHET S

« GePaRD (ANIBEHRDIEFEMEZIERAICKERR)

e PHARMO / Swedish (£{THIEDEREZSH)

[#5R]

« THIN = PPV :96.9%(EEZ=/HMM). 70.4%GHILE M) . 64.1%GhRIEZH M)
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https://www.encepp.eu/encepp/openAttachment/documents.otherDocument-1/43221
https://www.encepp.eu/encepp/viewResource.htm?id=43192

Montelukast (R. FiZEE R EEE]

EJ

FIRHAT—4 Sentinel Distributed Database
=g Montelukast® B 3%/ B15/52mMD ' R %EET 5
METHAY | ah—bTHA>
T RS HFILLEELTYRIAB N EWN = IERA LR SN o7
Boxed Warning
SROXB | (hoEHCEY AR TESBIESREITHLVT, Montelukast DAFR T4y AN X% L
SEWATEEE A B D=0 BEEDWarningZ341k)
URL https://www.sentinelinitiative.org/assessments/drugs/singulair—-montelukast
1% B/ B85/ 5205
7oL | EE HEEI—K/NE-FHa—K/EF—FTES

IN)T—3aYy

NA
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https://www.sentinelinitiative.org/assessments/drugs/singulair-montelukast

Apixaban / Dabigatran / Rivaroxaban (B. inln{z3g)

FIFAT—4 Sentinel Distributed Database

HB ZHIZEITAIBRBEEOEELGFEHM R VZEFET 5

METHAY | ak—rFHa2

gt 1 EEIZEOHE (1,050,192 ) IZBITHEELFEHMDORIREL,

e 0.6 GARREE) . 1.7(8IMEE) . 5.0(F1TdEE) /1,000 A EfZo7=

REE
Labeling Change (T ERIEHZEM FHEROMEEESTEXNR)

%%0)&\15‘5 “The risk of clinically significant uterine bleeding, potentially requiring gynecological surgical interventions,
identified with oral anticoagulants including [PRODUCT name] should be assessed in females of
reproductive potential and those with abnormal uterine bleeding.”

URL https://www.sentinelinitiative.org/assessments/drugs/eliquis—apixaban—pradaxa—dabigatran—
and—xarelto—rivaroxaban—2

FE%8 EEGFEHMm

ToMhL | EE REI—K/LE-FHa—K/FEF—FTERE
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https://www.sentinelinitiative.org/assessments/drugs/eliquis-apixaban-pradaxa-dabigatran-and-xarelto-rivaroxaban-2

Hydrochlorothiazide (C. F|FR2E)

SRS

MAT—42

Sentinel Distributed Database

B &Y

Hydrochlorothiazide M IEAS /—I R IENA D) AV %L T S

METHFL

ak—kTH A

EES

Hydrochlorothiazide|dIEAS /—Y R ENADI RV LR EEELNH S
(BFIRELERE. BRS5=20VBAEEFIZENT)

= R D X i

Labeling Change (TFEC(EEHRZEHN0)

Information for Patients:
“Non—melanoma Skin Cancer: Instruct patients taking hydrochlorothiazide to protect skin rom the sun and undergo regular skin cancer screening.

Postmarketing Experience:

Non—melanoma Skin Cancer: Hydrochlorothiazide is associated with an increased risk of non—melanoma skin cancer. In a study conducted in the
Sentinel System, increased risk was predominantly for squamous cell carcinoma (SCC) and in white patients taking large cumulative doses. The
increased risk for SCC in the overall population was approximately 1 additional case per 16,000 patients per year, and for white patients taking a
cumulative dose of greater than or equal to 50,000mg the risk increase was approximately 1 additional SCC case for every 6,700 patients per year.

URL

https://www.sentinelinitiative.org/assessments/drugs/hydrochlorothiazide—0
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125

EAS/—TREIA

)
EF=

FEEI—R/NE - Fiiia—K/EF—FTES
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https://www.sentinelinitiative.org/assessments/drugs/hydrochlorothiazide-0
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