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Potential Signals of Serious Risks/New Safety Information Identified by the FDA Adverse
Event Reporting System (FAERS): January - March 2017

Surveillance
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https://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Surveillance/AdverseDrug
Effects/ucm565425.htm
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A FDA Adverse Event Reporting System
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B Risk Evaluation and Mitigation Strategy
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metformin hydrochloride) 527,
& 1

e Invokamet XR (canagliflozin/
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P Drug reaction with Eosinophilia and Systemic Symptoms (4 BREREE N 2 By iEAR %49 S SOS)
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Safety monitoring of medicines, Referral procedures (Annual Report 2016)

Annual Report 2016
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A Pharmacovigilance Risk Assessment Committee
B adverse drug reaction


http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500227334
http://www.ema.europa.eu/ema/pages/includes/document/open_document.jsp?webContentId=WC500227334
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B EEASM)HDCAPD ADRE4:
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C centrally authorised product
D nationally authorised product
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E routine pharmacovigilance activity
F package leaflet
G summary of product characteristics
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*risk management plan (VA2 HEE1H)  **Direct Healthcare Professional Communication
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B 57 —2%EHLIcbDOTHY, YikEIinE AW T To7e T R COERKRBRO T — 203X
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H periodic safety update report
I marketing authorisation holder
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el o% 6, Zhe NEMRY 2 EVER Tl O — il FHiE ) (PSUSA) ILIFES,

F PSURB I UPSUSAD

2013 2014 2015 2016
PSUR stand-aloneX (CAP®D %) 430 426 470 511
PSUSA (CAPX X TUNAP) 6 45 27 16
PSUSA (NAP®D #) 0 0 136 264
& &t 436 471 633 791

e 2016417, PSURF L TUPSUSAD A 12, &5, PRACIZ 7911 D& 5 54T~ 7= (2015412 bt
~R25%DHENN) , 25%DHENNTE, NAPPIZOD A STV A ZhAk 5 OFE— 7l (20154E0°0
BHAE) DI NI 5T~ 728 T b, ZID320164F 1252 T L= 22l 033% L4 F4& 5B T
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%% : PRACIZ X APSUR I X TNPSUSAD SFAh i 5

2013 2014 2015 2016
BLIRHMERF 360 383 500 637
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HR 58 D — e 11 0 0 0 0
FAGREOIEL 0 0 0 0
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J periodic safety update single assessment

K X MEMMCI_EHEINS PSUR 1F, 1 © 1 ORRET —HZI2h &SN LT 3 TH 5 (Guideline on good

pharmacovigilance practices (GVP) Module VII X¥) (FRiE)
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FAETEOY CEREMEHL COBIEEGORKT 4o MIBET 28T — X2 IUET 5729, 5
H DS MIZ B 56{EDPAESACHMPNIZ LWMAHIZFRE S~

OIRFEH LD BT H
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LHTEDRROHN TN D, EMAIE, ZHUHDOBIHIHEEICOWTEURIK TR T 28150305, 21
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DY =T HANTHRRIND,

ZEMOBERIZIVRFESPIESh /G0 ETH ()

20144F 20154 20164F
132 160 118
@ Referral Ffrx

Referral Bt &1L, DR EMEFINIRET A NIARY  RTUANDBENHLEE, $D
UNEESE SO IZBAL O E ] TR AT 5 5 I W HID, ReferrallZds T,
EMAMEUAZREL T, HDREDEIR FILEIRG 7 7 AT AR EH RN 2 E i 550
PEEZ 2T, RAEBICEURIRICHE SN D8I 21T, 20k, MINZEBRITE->T, /oM

L post-authorisation safety study
M post-authorisation efficacy study
N Committee for Medicinal Products for Human Use (B E3E L Z B £)
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[EU EMA]Vol.14 No.15(2016/0728), Vol.11 No.11(2013/05/23), Vol.08 No.18 (2010/09/02)
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