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FDA identifies no harmful effects to date with brain retention of gadolinium-based contrast

agents for MRIs; review to continue
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PRAC concludes assessment of gadolinium agents used in body scans and recommends
regulatory actions, including suspension for some marketing authorisations
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H Marketing Authorisation Holder : #i& i 58 /KGR S &

U YBTERY T 711, EudraVigilance 7 —# X — X, EF IR, OBHHERILOEHRE A —=0 7T 4
TSN, EIEGLEFEFERFRENAAT LRSIER T, BRMEMELRDAEMELRHILDE),
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FEAE LV EE L 7= (20154-138.7%) , o> BLHIHEES 6 O 15 #132.1% (FDAD 5201, H AD
PMDA/MHLW?>513f4, Health Canada?>5744:, SwissmedicZ>H11F, WHOB3E) , Z Do
V—AT1.3% TH o7, ITHON TR R O E XX 15% 5 -,

20164E FE DHETE 20154E FE DHEFE
ThhizxtE B 7 (B % | T T (f %
¥ ¥
BELORRS 7T ELCREST 1,748 84.2% 2045 | 86.20%
FTET)
VIS 100 4.8% 90 3.8%
A 180 8.7% 176 7.4%
PRACIZ LW ESENARLAT T F5 L ORE 6 0
[ 48 2.3% 61 2.6%
il 2,076 100.0% 2,372 | 100.0%

T T T 1

0% 20% 40% 60% 80% 100%

a7 TNELTHEES  wzp T=HUY apRAC MELENEAATT « 24T 2 225
N Al o ESENENT AT« Al 2 5

K15: EMAIZEABTERS 7 F VICEE$ AL E 2 — DR RO E

@ PRACIZ X BB HENENLfT1T (Prioritisation) B X OFHE M T o= 7 F LV OBEE

R BRFES AU 7227 /v (Rapporteur (F124 %) F72 i3 Y o R FEIC I E Sz 7+
X T T, FIEFEHT & SENENL AT B8 L OGFEI 2 5 1T 72O PRACIZ £ BV 5,, 2016412
PRACIZ LB JENENL T 36 L ORI M T 7o i E S 7 VO FUL 941 T - 72 (201541%
1021F) , ZDAIEDL 7 F L DHL, AHIZEMAIZ LV IRGESHL, 46113 EIC L RES -
HDOThHoT, WAL, AFERISETE=FV 7 #E, ADR#A, EFICHR, BIOEOMOZR 4N
T —H DAY — =TI I ADRIE ZA ke B =2V T 5T b, O HY —
AELT, 2KD66%75EudraVigilance/ b0 7 —X Tih-7z,
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RMP &1 1 14 (1%) T PASS 1 4 (1%)

ST T FHEE N TR
21 1 (22%)

g PSUR/PSUSAN Tl
9 (10%)

BHDOT7—~abt VI A
15BN PSUR N Cxtlis
30 14 (32%)

Referral i & TEEA
4 14 (4%)

Pl OET 25 11 (27%)

PI, RMP, 33108 DHPC
DYET 1 (1%)

Pl 3510 DHPC DEET
2 1 (2%)

X|16:PRACIZX DY 7 F/VEHE DFE R (9444) (20164F)

P1: product information (55 %)

DHPC : Direct Healthcare Professional Communication (E# ¢ 34 01 @8, R7Z—1L 4 —)
RMP: Risk Management Plan (U 2274 HL3{1))

PASS : Post-Authorisation Safety Study (il 1% 24 PERFSE)

PSUR : Periodic Safety Update Report (& #1i %22 4 M i 3 i i)

PSUSA: PSUR Single Assessment ([fl— & %Ik 3 % & A 9 5 E 3023 5PSUR)

FHS Tz 7 DB D281 (30%) 73, FiLiEH (P1) SGT OB EIZE ST, ZOHIB3ET
1%, BT L MR A~ DR R ZWE 3579, DHPCLZ —O3{THPRACIZEVEN S X
i, M7 F v iTreferral FREE I LOFAT T THY, LTS5 ZPASSIZIVFHIT 5, 111X
RMPELETIZE 7=, 3014 (32%) D7 F AT HOWTUE, il DL MT =20 7 TGt
F43ThHHLHIWT ST, 301 (32%) D7 F /VITE B S TR ThD QUIEIE T 40 —T v
DT FIVFRE, Ik EIOPSUR/PSUSAN TREAf) .

20164FIZPRACIZED 7 )V DB LR AT - Sl M T OB D E SO N,
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2016412 A 31 H Rf s COHEPARIL E 721385 F (PIOLET, referral B X CTrEAM, PSUR/PSUSA
WCRH, 728) 2 FEH-—ERKIE, L (e Ah) p.25~304 %1,
http://www.ema.europa.eu/docs/en GB/document_library/Report/2017/03/WC500224056.pdf

O BE DR R ML EMEER
[EU EMA]Vol.14 No.16 (2016/08/10) , Vol.12 No.12(2014/06/05) , Vol.11 No.18 (2013/08/29)
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