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FDA improves access to reports of adverse drug reactions—FAERS Public Dashboard

Press Announcements
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https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm578105.htm
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Effects/ucm070093.htm
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Reports received by Year and Reporter Region

1.880.808 ]
B Domestic

1.666.908 M Foreign

1718515
1684722

1,466,686 - M Not Specified

1,266,686 4

196,845

1,212,99

1

1,858

974,385

1,666,686

778,814

Sae.ae0

Report Count
668,866

484,549

Gae.080

434,783

4gg.060

268,860

5

"

@ b
B

e

%
& by

0 N i ] A
Y "y "y 5 ¥
-.:t .-ft‘n .-,52 .nlfh nlib

13 : # A5 MR AR A 3 (20174E8 A 31 H RpR TOT —4) (104 /)
Domestic: >K[EN  Foreign: K[E4+  Not Specified : 1~BH

Reports received by Year and Report Seriousness
1,868,800
M Death

1.668.000 o B Non-Serious

1718,515

o
[
L
=
o
w
-

1,466 66806 e W Serious

A196 845

1.288.06680

1,858,363
1

924 385

1,666,660 -

=
860.880 e

Report Count
o}
7

783
484,649

Gae.080

434

4gg.060

268,668

8

N D " N ]
_‘QQ'ID ~ ﬁ?‘\r o Eb‘\ o P_.;‘y k I_LQ:‘V

&

B o] =] A
e " * Y
oD A o o

X4 BEERERISRE R (2017488 A 31 H B A TOF —%) GREL04ER])
Death:3E1=  Non-Serious: JEE®E  Serious: EHE



NIHS 3522 41 R Vol.15 No.26 (2017/12/27)

Reports received by Year and Reporter
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FDA Adverse Events Reporting System (FAERS) Public Dashboard
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 Potential Signals of Serious Risks/New Safety Information Identified from the FDA Adverse
Event Reporting System (FAERS) (FAERS CHEEINI=EHERURT DT F VI T 78k 4k
TH )
https://www.fda.gov/Drugs/GuidanceComplianceReqgulatorylnformation/Surveillance/AdverseDr
ugEffects/ucm082196.htm

* FDA Adverse Event Reporting System (FAERS): Latest Quarterly Data Files (FAERST —#~—
ZIBHIH LT U T e D A7 —5)
https://www.fda.gov/Drugs/GuidanceComplianceRequlatorylnformation/Surveillance/AdverseDr
ugEffects/ucm082193.htm
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Loperamide (Imodium): reports of serious cardiac adverse reactions with high doses of

loperamide associated with abuse or misuse

Drug Safety Update Volume 11, Issue 2, September 2017
WENH :2017/09/26
https://www.gov.uk/drug-safety-update/loperamide-imodium-reports-of-serious-cardiac-adverse-rea

ctions-with-high-doses-of-loperamide-associated-with-abuse-or-misuse

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/647375/DSU-Sept-pd

f.pdf

Loperamide%, ELAIZLY, HAHWNIAEAARBEBER I3 T2 B CIREOTD, mHEE

T EARALZEBE BT, QTIER, My —R R R7 Uk, DMEIRE DL E A~k
PEESITVD,

SO0

OERIEEE~DYE

Loperamide ™ifa B iR FIZ £, BOobpla & Te EE LN E AV M QTHEE, MY —FR K
AT UR, DMEIE72E) RGN TND,

B ORER BB E, FEPIEEEL CTnaloxoneZ ¢ 5- CEHZLICIEBMEHE 1T &
THIE,

Loperamide D {E F £ e 12 Hh <, naloxonedD /E I FHGE XL (L~3IRF[H]) 725, naloxone
DAG G IS LR DA DD, TR OINHIE TS5 6 22 O lEZ
TELJD, BB LD EBBRFHITEERSE=F—FT R&ETH D,
EDEIHEMITOWTHRIBETHDH, FAIMITEE IR, MR RIS &
R TR LWL BE T <& ThHo,

PRI EDOBEN SO NDE FE ST T XT, fLH BRI LA FRIGEE 0, Yellow


https://www.gov.uk/drug-safety-update/loperamide-imodium-reports-of-serious-cardiac-adverse-reactions-with-high-doses-of-loperamide-associated-with-abuse-or-misuse
https://www.gov.uk/drug-safety-update/loperamide-imodium-reports-of-serious-cardiac-adverse-reactions-with-high-doses-of-loperamide-associated-with-abuse-or-misuse
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/647375/DSU-Sept-pdf.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/647375/DSU-Sept-pdf.pdf

NIHS 322 2R Vol.15 No.26 (2017/12/27)

Card A% — LAICHRET 5L,

OLoperamide® R DIVE R B S DLE 22—
LoperamidelZ19704F A BARFES T, BRI B L OVEE MNT U SCEBD L - &
(RS TIRA TR R EMERE N EE 25N TND,
EMAZMEF 2RO B3 #H S 21 B o — LR R, loperamide® LA <33 H LD B E 2V RIB S U
2D FHHE R E OREBI 3198 E ST, AIEFNCIW T, BRI E A &2 s sME L2k
R IE T U ARH ST,
1961DHH3MIT, QTIER E/ziThH—R F A7 b E S, 1H A &EH40~80 mgh b
I K800 mg (HELES N TUVDL A g K EIE16 mg) ECTOMRA R TH -7 HES T \f:o
FEODGHIDHL, 16 THAREATEAR (1 H FE400~600 mg), 151 CREENRI:FE ST BRI AE
I 205 Ik (1 H A £#400~800 mg), 16 TR EWﬁ%(llﬂ FH&:400 mg), 16T »ua%itkﬁlit
(8RR K BB EIRA) S8 ST, 261 T, ODIERFECH EIZOWTEERR2
TBERMPEHIN TR o720, Z2DHH 14 iﬁ%ﬁﬂc‘:ﬁit, B LN E TR KD HE ST
7o
EMAIZE DL E 2 —DfE R, loperamidef i D flil 379~ TloxfL, "M EREALGTL TR
MEDIRITAED AR NI 58 G 250 T2 IO ERF Sz, BB mITIA SCED, HER
HEZBZ TIRA LW EDEEZEDIAA THETSND T E ThHD,

OEETOT—F

gEE O Yellow CardAF—AE, LEEAFEFEZORE L1665 1T TNDLD, ZIHDHRE D
2 <IF1970FARIB L UBOER DE D THY, E/FEME MDD 720, IHIT, EIEL ORI
IR FEFLWEILR DM ESN TODLZEEMHRAITRFL T 5,

166D BH26I Tl ARSI H R A EZE 2 2 HENHESI TS, 1661H1041] Tl
HENFLHE STV o7, HEDRGRSNIZHIPHN Th ol ZENME SN TW D5,
T T T 47F% 2 —FIITONED FER B O WIS BIE L TNV 72D D A Th -T2,

Yellow CardAF—A~DOAGIZFEH SN T 2166 0 LEEA EHL DY L, SEIZESESG
Th Tz, BIEHIDSH 1] X loperamide D & Ak H 23K & L TEED A, 72D DA 3
PR B ENIT T 74 7F% > —DBE L T,

OB EROBFT

IR T — 20D, ZNHDOHF ELSIZOWTENZIZ YO BT IVREIN TS [
MAEOEAICKT ¥ 1V (hERG) Al 52 &12 L0, QTIER B LI OREARNAEL D],
Loperamide 3 isd C i BE D5, NaTF v /LAl 5 2 LI IVREEE MK T L, [REkE

A Yellow Card Scheme: S [E D EIVEH#HET AT 4, 5ELLIZ, https://yellowcard.mhra.gov.uk/ %2,
B patient information leaflet



https://yellowcard.mhra.gov.uk/

NIHS 322 2R Vol.15 No.26 (2017/12/27)

FIZLDREEARD AL D ATREMED B D,

OF &

LoperamidelX & A A AR T, BBREDA A AR ZRIRICHE S L & EmZ2 I 258t
(2, BB LI585 2560, THUZE> T FROIEIREZ S ESE 5, Loperamidel AL
FERIT D ERIEL TR T D,

Loperamide (% 2 ME T #i1 O %} i {5 & i & 95, 9 [E Ti, loperamide (i 5¢ 4 1%
[ “Imodium’ ]) IZOTCHE (1 H A R 12 mg), F5 RO ZEHE (1 H ok H 16 mg) &L Thkae
SHLTCND,

R E
* EMA7B20174E3H 23 A AT TRATSNIZ 2 7T /VIC BT HPRACO &) i
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2
017/03/WC500223722.pdf
- NIHS[E 38 22 21 [EU EMA]Vol.15 No.11(2017/06/01) &,

& EE T ANIHSE K 22 2 MEE R
[EU EMA]Vol.15 No.11(2017/06/01)

IAITER
©Loperamide (m2~~ZIRNEHLYE, Loperamide Hydrochloride, A &4 A Ruls: 2R HIFEE, 1R
FEIEN FEITH B FETEw
KENTORRTINERRE O ML &L, EELLT, EEATHRAIZLAL~2 mgZzl~
N2y EIRE O #e 5, — A THRAUZLE 0.5~1 mgZ1~2[a2 oy Bl 1 5,

10


http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/03/WC500223722.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/03/WC500223722.pdf

NIHS 322 2R Vol.15 No.26 (2017/12/27)

Vol.15(2017) No0.26(12/27) R03

[ &% Health Canada ]

eHealth Canada?’BishL 7 &ML = —D—8& (20174824 1 H ~2017426 A 30H 43)
New Safety Reviews

Safety Reviews

1EF A :2017/10/11

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-rev

iews/new.html

(Web7 74 H :2017/10/16)
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https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/health-pr
oduct-surveillance.html
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https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/health-product-surveillance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/health-product-surveillance.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews.html
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Q201784 A 1~30 B IZthEN - Z 2L B a—C

IRFEA FIiTFEHF /TR kD% BEShERZEERNTEE
Avonex Interferon B-1a PafF—I
Trajenta, Januvia, Janumet, Linagliptin, sitagliptin AIEMEFE RS
Janumet XR, Nesina, Kazano, alogliptin, saxagliptin,
Jentadueto, Onglyza, linagliptin/metformin,
Komboglyze, Oseni, Qtern, alogliptin/metformin,
Glyxambi saxagliptin/metformin,
sitagliptin/metformin alogliptin/
pioglitazone,
saxagliptin/dapagliflozin,
linagliptin/empagliflozin
O20174E3 H 1~31 B IRt n - Lt v a—C
IRFEA FIiTFEHF /TR kD% BEShERZEERNTEER
Gilenya Fingolimod i/ JE
Zydelig Idelalisib HETT M Bk B B e

Q201742 H 1~28 HITBtAE =R &ML B o —C

IRFBA FI-I1T KA 2T R BT BESN-ZEHRNEIE
Effient Prasugrel hydrochloride SR E UG (SCAR) P
Fluconazole Fluconazole EESINESSANON PN w7
Jakavi Ruxolitinib JHEE (JFR2RE)

oLk

A&

D severe cutaneous adverse reaction
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