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[EU EMA (European Medicines Agency) ]
o HibTTUU L (PRa) K [ Xofigo™ ] (RIS ARIETRIFSK) % abiraterone acetate[ ‘Zytiga’ ] +
prednisone/prednisolone f FIC B3 L7 1B I B T A E e
o VU ZEIT HPRACOE)E—20174F10 H 23~26 H DPRACTE i COERMIT covvvvvnne,

[NZ MEDSAFE (New Zealand Medicines and Medical Devices Safety Authority) ]
e Prescriber Update VVol.38 No.4
O HTHIHID ANBIR— I T = VARA L R T e

INIHS [EIEGZ RN R IIL, RN HREBOUEI O 72 B HERE - [E BRSO RIFEN T EIE LI DS
TEMEREIE - RFL, BEEE I ONAEREMREITEH LD T,

(OO0’ ]oOOOIRYFEICHITDIRFTEL ERL, EFEHFEIFEAEL TMedDRA-IZEHL TV ET,
W55 - HEEDMERR, < DO FLHLIZ-DVTlZhttp://vww.nihs.go.jp/dig/sireport/weekly/tebiki.ntmlz =2 B 720,

KAEREBEZICENDIHERIILTHE LET S IRLTZE N, KIFRBLOARFFRIZI 7SN THB T AREFIHL
T2 BIZEDRE IOV TOFEEITAVDRET O T, T THEIIZEN,

http://www.nihs.go.jp/dig/sireport/index.html—@EnEHKiz=t 5
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[ EUEMA ]

LT U A (2PRa) IR Xofigo™ ] (BTN IR IR EK) % abiraterone acetate[ ‘Zytiga’ ]+
prednisone/prednisolone ff A2 ERE LI 1RRICEE 3 2&E

Warning about use of prostate cancer medicine Xofigo in combination with Zytiga and

prednisone or prednisolone

Referral

1WA H :2017/12/01

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Xofigo/human_refe

rral_prac_000071.jsp&mid=WC0b01ac05805c516f

BAEHEAT P O RER T, kT2 7 A (8Ra) 45 R [ Xofigo’ ] % abiraterone acetate
[ ‘zytiga’ ] + prednisone/prednisolonefif fl {2 LI LI IG R BB W TR T BLOWVEHrOU RS
EHANRSITWS,

SO0

EMAIL, AT IREETRIEESE DAL T VT A (2Ra) 4K [ Xofigo® 1% FWW ST H D BRIR R
BRC, SECBIWVEI T OVAY ERPRESNII20, ZOVAZIZBELHE - REE 1 To T D,

Z DGR FBR I, abiraterone acetate[ ‘Zytiga’ ] + prednisone/prednisolonefif HiZ, [ “Xofigo’ ]
T LR LIBELE T TR (XA % ERELRELZ L QD RIRBRIZIE, EIRRED
FER DR ECHDRINLIE T, BB OHLEHE DALV TS, [ Xofigo™ JILEL
15, SEGMEO BB 2 A T DRI O B TOM ARSI T,

ML= T —2E =2 7 T BENFERBRICHOW T T 1= TR IIENT T, [ Xofigo” 148 HI#E
TOFEL D 27% (B 401 AH 109 N), 7T EARREL 20% (405 AH 82 N) Thol=Z Ll
HENT, BITOFARES, [ Xofigo’ 1EHEE CIIT 7 BRI R TRWIEIVRS T (24%
*xt 7%) .

AR D BE T Xofigo” JofE HIZH kS, BBRIHAANGNTZ T R CTOBFITEER
RSE=F—S TN,

EMALZL, [AEBRO FAEHIRBRERLEBIT, AFATRER MO T —FHMETL, KGRI IS
ToO L Xofigo” ORI RIFRERD KT T EL T AL T 5 T E Thd,

R A - BRET DM T OIS ], 1E RIS 2 119 £SR3 1 [ Xofigo” ]
%[ “Zytiga’ ] + prednisone/prednisolonefif fH 12 E3EL2RW IS ERINZERE T 5,

BifE [ “Xofigo” JIZRDIREZ T TODEBE T, TRIEICOW TR HAUE, 24 E IR
TH2L,


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Xofigo/human_referral_prac_000071.jsp&mid=WC0b01ac05805c516f
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QLT VU A (2Ra) TSR [ Xofigo” 1izoWT

[ “Xofigo” Ji%, AISZARED RN BHERFE OIRFRICHW O, RVEAFRIEEZIZ TS
EETHRBZBDOONT, OV F B L TRIFRE DIERDBFEBLL TWDH03, ol *“%%A@
IR LI TORWEE TOE KRS TND,

[ ‘Xofigo’ 1%, [ ‘Zytiga’ ]+ prednisone/prednisolonef}f FIZ L3R LI=iB# B4 2 TH o
ARBRITIE, TR 72 & OFERD 72V NRE Tl 5 EBMRPUERTSI S T, FEL TE~DEBD G
0, DOALEIRIEEZ T T2 E DRV BEPEAANSLNL TS,

[ “Xofigo’ 1132013411 H IZEU TGRSz, [ “Xofigo” HZBAL TSBIZFELLIZ FRE A~
ZRTHIL,

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002653/human

med_001692.jsp&mid=WC0b01ac058001d124

OAElDreferral EEX 2oV T

[ “Xofigo’ ] ¥ =—Z, Regulation (EC) N0726/20045205:A12h 0%, BINZEE 2 (EC) D
FEEIZ LB AA ST,

2!%3&4&?%@\5@01EMA@77~<7:H°/“?‘/;<-Uxﬁ%ﬁééé(PRAC) BThHY, L
E2—O5% T#IZPRACIZT —HEOEISE 2179 TE ThD, £D%, PRACOEN & ITL M EHE M Z
B2 (CHMP) Sz &, CHMPﬁxEMA&LT@ﬁﬁ%TﬂM‘éO

Referral e & D f& Rt E L C, ECIC LD REUNN B E TR D 2R S e B E 035 7o
s,

B2ERBRR

2017471 A 14 H fF CHRMHRANLHEI TS 7=Drug Safety Updated H1C, AREIZBI 3D ERENE
FHHEENTL A —ITHOWTHIESILTND,
“Radium-223-dichloride (‘W Xofigo): Increased risk of death and fractures in a randomised clinical
trial with Xofigo used in combination with abiraterone acetate and prednisolone/prednisone”
https://assets.publishing.service.gov.uk/media/5a3143c3e5274a4936ee777a/DHPC-Xofigo-1112.pdf

IAITER

©Radium (?3Ra) dichloride (#5177 2 (?2°Ra) , Radium (?2Ra) chloride, 7= Rl R
TRIRETE, PUBMENEZ A [EN e 0 Vgoh  JE e
*Radium (?°Ra) dichloride/ZINNZRFL Cl372<, ATC/rHAIC L AR

H

A http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content 000150.jsp&mid=WCO0b
01ac05800240d0

B Pharmacovigilance Risk Assessment Committee

€ Committee for Medicinal Products for Human Use
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https://assets.publishing.service.gov.uk/media/5a3143c3e5274a4936ee777a/DHPC-Xofigo-1112.pdf
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©Abiraterone acetate (7E 77 0 R T AT L, TR A kSR { 170-hydroxylase/Ciz.o-lyase
(CYP17) } PR, EEEGUERTSL I e, FUBMIEEE] [EN J85ei sk R 5o v
©Prednisone [RIl'E BB A/ LB HI WSS - 385805
©Prednisolone (7L F=>"1> (JP), {Prednisolone Acetate, 'L K=>"r A7 /L (JP) },
{Prednisolone Sodium Phosphate, 7L K=>"r V) fgx 27 /LF> k74 (P) }, {Prednisolone
Tebutate, 77 N7 K=}, {Prednisolone Valerate Acetate, 7'l N=> 1  FHHfET A
FOUERT AT VY, B REARLVECFIEN T Wik R

Prednisone Prednisolone



NIHS 322 2P Vol.16 No.04 (2018/02/22)

Vol.16 (2018) No0.04(02/22) R02

[ EUEMA ]

o7 FNVIZBET B PRAC OEIFE—2017 4E 10 A 23~26 H® PRAC £ TOERIRS

PRAC recommendations on signals adopted at the 23-26 October 2017 PRAC meeting

Signal management

1HA H :2017/11/09
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/
11/WC500238702.pdf

(Web#8#; H :2017/11/20)
(k)

KFLHFT, 77 —~av v TR URZFHIZE B2 (PRAC) A%, 20174210 H 23~26 0 D34 T
T MTEUCEREL, BRIRLTZ B S O E Ch o,

PRACIZIVEIR SN 7= S 0 il R 1 R HH Ch -T2 A, MAHB R EEEZ OB S 12375,
BRSNS DS L E (RS T HRSGT 72 E) Tho7oG, 7k R 3K (CAP) 6 CiE, PRAC
DEYENFIZOWTERERFDT20, CHMPPIZHE SIS, & EAFEEE (NAP) ECI, B Ng
[ZOWTE AT T 572, CMDhRIZH- SN D, D%, PRACOEIE IZIEST- kA MAH
DD ENIAENS,

PRACIE, %EIZJSEUT, EMAEZITINH EIC LB 28 T 55 6 bd D,

CAPIZDOWTCIE, AFEFOAEKFITIE, PRACOHO R H G O &S IZBALCHMPO £
% (20174F11H 6~9 H) THEGREHELITND, ZOEIEICH LS EMAHIT R I HREGT D728
DOZEH (variation) ZHEH L, Z N ECHMPNFEAT T 5,

NAPZ DWW, M EORIFR Y /R, 7 F/IZEI T 2PRACO & & M ESFSND LD
BEILEEEAD,

OO0

LB RUGT BB I EEML
AElEEE N L,

A Pharmacovigilance Risk Assessment Committee

B marketing authorisation holder (3% i 5E KGR EAS )

C Centrally Authorised Product

D Committee on Medicinal Products for Human Use (& 3 5L, % B £)

E Nationally Authorised Product

F Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human (F8 A2 GE 5 0B L OV #k
FEAFXORE T NV—T)


http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/11/WC500238702.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/11/WC500238702.pdf
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tenofovir disoproxil ;
emtricitabine;

efavirenz/emtricitabine/
tenofovir disoproxil &7l

. ; BT FNLELT -
x4 (INNZEFE) GRS E RS MAH~DHEE
Efavirenz; H o % R RA 2018 £ 1 A 3 HETITHRH

Eltrombopag

R T, UL
LT A ~DT

KIEl> PSURMCRIAN (2017 4~ 12 A 9 HE:
TIZHEH)

Rivaroxaban

W&IEl PSUR CHEM (2017 45 11 A 24 B %
TIZHEH)

3. FDOMOEE T -EIK LS

_ B, BRI T AELT ~
4 (INNZKFE) P MAH~DHE
Amitriptyline AR (DILD ' | B@F D077y —~at v 7 AlE#)
¥ L OVEE F 14 T i e
15
RSB )

o EMADM T TWDERMLZ RIS 7 F NV OE AT MIOWT, FELIUL TR A haS M
Questions and Answers on signal management
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf

G FAIELT, AARTERSN CTOBER L EIFBRE P ORI LANIEE L, GRIE)
H Periodic Safety Update Report (& iy Z2 2R &) GRE)

I drug induced liver injury

J routine pharmacovigilance
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[NZ MEDSAFE]

HTRMB AT = 7 RAL MEEFR

New Anti-Cancer Therapy — Immune Checkpoint Inhibitors

Prescriber Update Vol.38 No.4

1WA H :2017/12/13
http://www.medsafe.govt.nz/profs/PUArticles/December2017/NewAntiCancerTherapy.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/PrescriberUpdate December2017.pdf

OCEERAE—Y

o T = VARALMLERIL, B, EITEITEB LI BHEEEO N A DGR 2 s &L T
EKRBEN TN, B /70— A FUEEEITHS,

o GETF =y RALNAEFERDOME AL, GEAEOIESERFFIENHLIN TN,

o TSI R FRUSOME FERDBFEBLL TV, EERSE=X—F RETHD,

o SIERIHEAERIGIT, FEOEGOECEM ~$h A BIHEEHTHIENH D,

OO0

Atezolizumab [  Tecentriq’ ], ipilimumab [ “ Yervoy ], nivolumab [ ‘ Opdivo’ ], ¥ & Y
pembrolizumab[ ‘Keytruda’ ]i%, € /70 —F PR THD, ZHHOIEFNL, i EorEry
BTG (F oI RALR ) ZET D10, IETF oo VR AL MAEELEMIND, ZOEH
(ZX0, DAMIRIZ 6T D005 S B S S D2,

ZNHDIEHI DR ET DRIET = 7 RA L MZERITIE, CTLA-AALPD-1BD25030:%,

Atezolizumab, ipilimumab, nivolumab, 35X Utpembrolizumabix, #1T £72 13858 L7 BFE %A
DIINADIRIRIZHNHIDSO, 2 oD IR O I RN, ﬁff’a@ HOSEIFRA FRILH A
HITND, B SCEITIE FRED JO72 5 BEAT F SR el S T,

o fifiligse

o RIBR

o ITEME

o BRBIOEHAERE
o NI

. &Jﬁ}iﬁi\

o THALAE RO

o PR SOS

o JEER

o —o—/{F—36)

A cytotoxic T-lymphocyte-associated antigen 4
B programmed cell death protein 1


http://www.medsafe.govt.nz/profs/PUArticles/December2017/NewAntiCancerTherapy.htm
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T T = I RA L MEEIRAHE AL CODEE T XTI OWT, fuf B 5 S O 18 -
FERDFEBLL TR0, IEEIRSE=F— T RETH DY, A EGE, REOEE
DIOEGE M~ A BICRBT DB A NS LI EREEE I BT 52839, ThEhofk
JE T =y 7R A L MR EF SR O D BARAY 72 6% B SR DO FEMIE, & 3EAI DT SCH
B HTE0C,

20176 H30H FAC, =a—Y—J U FOFERISE=F) 7% — (CARM) PIZIT, %
P& F oo 7 INA L MR IO DA B S DIEF DB EIN TS, T —HELEa—
LI, =a—Y—FU R TRIET =y 7 RA L MAEROME I NS X Fief B UG (VR
BEPRIR DIE B2 % 5 10) B E S TODIERH LN o7z,

A E S ZE B2 (MARC) EOSBIT1RISH T, E T = VRA L MEEIRIZOWTES
(B T A MedSafe 7 7 —~a b T AT — LB REN -, MARCO ¥ #I Medsafe
DY =7 FANTARZITNDR,

SCRRB L UNBEE R R
1)  American Cancer Society. 2017. Immune Checkpoint Inhibitors to Treat Cancer 23 June 2017.
URL: cancer.org/treatment/treatments-and-side-effects/treatment-types/immunotherapy/immun

e-checkpoint-inhibitors.html (assessed 22 November 2017).
2) National Cancer Institute. 2017. NCI Dictionary of Cancer Terms 21 July 2017.
URL.: cancer.gov/publications/dictionaries/cancer-terms?cdrid=772606 (assessed 22 November
2017).
3) Bristol-Myers Squibb (NZ) Limited. 2017. Opdivo Data Sheet 27 July 2017.
URL: medsafe.govt.nz/profs/Datasheet/o/opdivoinf.pdf (assessed 22 November 2017).
4) Bristol-Myers Squibb (NZ) Limited. 2017. Yervoy Data Sheet 29 June 2017.
URL: medsafe.govt.nz/profs/Datasheet/y/yervoyinj.pdf (assessed 22 November 2017).
5) Merck Sharp and Dohme (New Zealand) Limited. 2017. Keytruda Data Sheet 16 October 2017.
URL: medsafe.govt.nz/profs/Datasheet/k/Keytruda.pdf (assessed 22 November 2017).
6) Roche Products (New Zealand) Limited. 2017. Tecentriq Data Sheet 25 August 2017.
URL: medsafe.govt.nz/profs/Datasheet/t/Tecentriginf.pdf (assessed 22 November 2017).

C ma—V—JUROEEBORMN CEITRIANTHRBE T HIENTED,
http://www.medsafe.govt.nz/Medicines/infoSearch.asp

D Centre for Adverse Reactions Monitoring

E Medicines Adverse Reactions Committee

F 2017 429 A 14 H® MARC % 171 [a]437#%1 " —h“3.2.2 Review of Immune Checkpoint Inhibitors in the New
Zealand context” Z& M, (GRIE)
http://www.medsafe.govt.nz/committees/marc/reports/171-Review%200f%20immune%20checkpoint%20inhibitor
$%20in%20the%20NZ%20context.pdf
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http://www.medsafe.govt.nz/profs/Datasheet/y/Yervoyinj.pdf
http://www.medsafe.govt.nz/profs/Datasheet/k/Keytruda.pdf
http://www.medsafe.govt.nz/profs/Datasheet/t/Tecentriqinf.pdf
http://www.medsafe.govt.nz/Medicines/infoSearch.asp
http://www.medsafe.govt.nz/committees/marc/reports/171-Review%20of%20immune%20checkpoint%20inhibitors%20in%20the%20NZ%20context.pdf
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O BEETAONIHSEIR B LZR2MFEHR
[ % MHRA ] Vol.15 No.21 (2017/10/19) ( Nivolumab [ ‘ Opdivo’ ] 3 & O pembrolizumab
[ ‘Keytruda’ ] L fidias AR OSSO A FHG W)

IAITER

©Atezolizumab ({77 VA ~7 ((BIsF#H#i%x) |, {Atezolizumab (Genetical Recombination)},
ENIHTERPD-LLE /7 — VR, HUEERE ) [EN KGR (2018/1/19) YA FE 58

Olpilimumab ({EV L~ GEIsF/#2%) |, {Ipilimumab (Genetical Recombination) }, tREHT
ERCTLA-4E /7 —F VUK, HUBEMIELHE) EWN 8500 1ok Foe

©Nivolumab [{ =R /V~7 GE{s1-#A#t2) }, {Nivolumab (Genetical Recombination) }, BRI
ERPD-1E /77— VHUR, Jrisrk g se) EN R 5eis oh e s

© Pembrolizumab [ { X A7 rY X~ 7 (#Eix F## 2 ) }, {Pembrolizumab ( Genetical
Recombination) }EMEHTERNPD-1E /7 v —J LR, HUEBENEREE K] EN 8585 Mok 6
TEW
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