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201949 A 30 H ~10H 3 H MPRACE# CTRL B HMUGT 238 & S 7237 F /v (durvalumab,
lithium)

PRAC recommendations on signals adopted at the 30 September - 3 October 2019 PRAC

meeting

Signal management

1HA H :2019/10/28

https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-ado

pted-30-september-3-october-2019-prac-meeting_en.pdf
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PRACHMAHBIZ R 1 iz tH OBV S 23~ 72 56, MAHDSEHEZ OBV S ISR 5%, &~
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(CAP) P TIZPRACO &N NA AICHMP (N EHE & B &) E~KR 2R D70 iR S, & [E

T (NAP) FCI3 S NACMDh (FH A RBRE S B L OV RS RO V—7") 6~
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Questions and Answers on signal management

https://www.ema.europa.eu/documents/other/questions-answers-signal-management_en.pdf
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T VTR A 2O BN TS E, [ Imfinzi” JOE HZ KGRI IE T X&ETHD | 2B
Do
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AE L “rare” & U CEIE A ) E A BN 5,

. Lithium (CAPLI%})

OREWL T FNEL TR ESIN-AEESR  EAF R BRSNS

PRACIE, A FHHEZ 2T AR UGS, lithiumE A =3 S OMAHIZ )L, 8501 6
WET DT~ DZEFE (variation) 224 A LANICIE T A X085 LT,

OBl ERUETICEE 285N AE
SMPC® “Undesirable effects” (R LLARWER) OF ER =—E D “Skin and subcutaneous
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eNivolumab[ ‘Opdivo’ ] : A AT By A /LR (CMV) MBI E BRI E /2 IZCMVBTEHEL~D
EEME

Nivolumab (Opdivo): reports of cytomegalovirus (CMV) gastrointestinal infection or

reactivation

Drug Safety Update Volume 13, Issue 3, October 2019

1B H :2019/10/18

https://www.gov.uk/drug-safety-update/nivolumab-opdivo-reports-of-cytomegalovirus-cmv-gastroin

testinal-infection-or-reactivation

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/84
0565/0ct-2019-PDF.pdf
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Nivolumab[ ‘Opdivo W *1’ Ji%, SEXFARNADIBERIZH VDN G0IE T = 7 RA L MH 3K
T 5 C, Nivolumab X, H# ik £ 7= Xipilimumab & O 0f 1% 2 i & 95, Ipilimumab
[“Yervoy’ 16 F72, CMVIETHALE R YCCMV FHE ML E DB A 500 CD (20194F1 A %

A cytomegalovirus

B polymerase chain reaction (§R7%)

C [ “Opdivo’ ] %4 L2 (Summary of Product Characteristics: SmPC) I3 TR YA F &2 R :
https://www.medicines.org.uk/emc/product/6888/smpc



https://www.gov.uk/drug-safety-update/nivolumab-opdivo-reports-of-cytomegalovirus-cmv-gastrointestinal-infection-or-reactivation
https://www.gov.uk/drug-safety-update/nivolumab-opdivo-reports-of-cytomegalovirus-cmv-gastrointestinal-infection-or-reactivation
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/840565/Oct-2019-PDF.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/840565/Oct-2019-PDF.pdf
https://www.medicines.org.uk/emc/product/6888/smpc

NIHS [E3E 5222 ) Vol.17 No.26 (2019/12/24)

T Drug Safety Update*2% 2 [#) , 201947 H FF ;50C, BMEIE E/- X 0F I ICE D
nivolumab~® ¥ O RFEIRER 1T, R4 T430,000 A& LEH B TNDY,

EUIZEV20184-8 A31H £TO AR HEBL N KRBR A E IOV TLE2—2MTbi,
nivolumab HIRFE 52D CMVIE YR £ 72 X CMV FHE L A3 RIB S0 5 B IE 103 il S 42520
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Nivolumab Bl v T DO CMV R YL £ 72 1 XCMV FE AL o B EE 61 20411%, CMVIEYL12 A,
CMVIERGRIN, CMVAZY—=2 753N, BLUCMVIERGR2 N Th-o7o, JEF]DZ<I1E
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LTI, 4FIOFETEHE DD, nivolumabd il FIIZ £ CMV I K IE 2% 35 L OV I LZ
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ONivolumabDE I EED TR KIBRDIRY
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VTR ~ AR (7L —R1E2132) TH-o72h, ERR13% D BE DI H21% CTHEE (/1 —K3)
DIEBFINHAESN TNz, ZIHDERKRERTIX, AEmEE T EFICESER (F'L —R4FE-1%
5 1T SN TV o7,
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I RIS R OE FLUCEE T 280 S 8B # S Cuz) . NivolumabdipilimumabZ F i L7-354
IZh, WEE DA ERISHEZVIFS ([ Opdivo’ JOSMPCCEZ ),
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*1: V¥ (Black triangle) ~—27 D DWW EHK ML, 5L E=FV 7 OxtGibile>TnD, W~ —7
[ZOWTIE, FRRiY b, B ILONIHS & 5 i 22 4 P45 8 [ % MHRA ] Vol.14 No.08
(2016/04/21) RO3% 2 i :
https://www.gov.uk/drug-safety-update/the-black-triangle-scheme-or
http://www.nihs.go.jp/dig/sireport/weekly14/08160421.pdf

% 2: “Ipilimumab (Yervoy): reports of cytomegalovirus (CMV) gastrointestinal infection or
reactivation” [Ipilimumabl “Yervoy’ ] : %A R AT 0w A /L A (CMV) HETE{LE YL £ 72 IZCMV
FHEME LD H ]

https://www.gov.uk/drug-safety-update/ipilimumab-yervoy-reports-of-cytomegalovirus-cmv-ga

strointestinal-infection-or-reactivation
*NIHS[E 35 22 2 Mg # [ £MHRA]Vol.17 No.05 (2019/03/07) R02%: i
http://www.nihs.go.jp/dig/sireport/weekly17/05190307.pdf
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