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PRAC recommendations on signals adopted at the 14-17 May 2018 PRAC meeting

Signal management

1HA H :2018/06/11
http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2018/
05/W(C500249447 .pdf

(HRHE)

AFLHIL, 2018455 H 14~17TH D7 7—~abt o5 A Y273 Hfi Z E £ (PRAC) AD 235 T,
7L TERRSN, BRSNS O E TH D,

PRAC/)>HMAHBIZ A E [ AR N OBV S D3 o726, MAHDELEEE DBV 1SS T 5, &
7 F AL TR S AV R, BLHIEE (B IS SRR T 722 8) DS S5, Hh KR E
(CAP) CTIZPRACOENHNACHMP (E3E 5L Z B 2) PATRRAE LT R S, & EHAR
JE(NAP) ECI3EN S N A 23CMDh (FH AGRAE T B L OV B & 7 X OFRFE 7 L —7) P
FREDO7-DE SIS, FD1%, PRACOENEIZHEST= R EEMAHNEAD Z 0N RiAEND,

PRACIE, MEIZIGEU T, EMAE MR EIZ XL 28 M O ez 8 5+ 255055,

o LK ERE I DWW TE, R EDOAERFITIL, PRACH SO B S A5 MO ET D& &I B L
CHMP@/\%QMS%H 28~31H) THERBBELNTND, ZOENEICHEDSEMAHDMR T 5

U G HROET D7D DA F (variation) |2V TiE, CHMPYEHM 95,

FEARIKICOW T, SR EORRY /A, v 7 BT H5PRACOENE D35 FE
NAIOEET2HEBEEZAD,

(OIROIR,

A Pharmacovigilance Risk Assessment Committee

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

C Centrally Authorised Product (1 95525 )7 2 CHRGRI 2 R 3R )

D Committee on Medicinal Products for Human Use

E Nationally Authorised Product (£ [E 3825 5 20 CRARS L [EHK 5h)

F Co-ordination Group for Mutual Recognition and Decentralised Procedures — Human
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MR ERIGT B ESNZERGC
1. Apixaban33 X Utedoxaban (\ Y3411, CAP) ©

OREMT T FNELTREENT-AEFSR apixabanErizitedoxaband, SSRINB LUV EI
SNRI'EOEMMEAEMICEDHMIRID R

PRACI!Z, EudraVigilanceds LUk B3 H A 7c = 7 L & (Bristol-Myers  Squibbft35 LT
Daiichi Sankyo Europe GmbHttHD[EIE 2 Tr), 725 N Zapixaban %72 IFedoxaband, SSRIFS
FOVEZIISNRIED FEME AAEFNC KD Y A2 23 ER7-F 549122 M :ou\ﬂ‘ﬁﬁu‘:o
Z D45 FPRACIZE, apixaband A il 3 X Oedoxaband; A LS OMAHIZ L, L HRUEET D
72 sb D28 H (variation) 224 H INICHE 350815 L=,

OEdoxabanD 85 R RHET IZ BT 2815 WA

SmPC’® “Special warnings and precautions for use (517245 3 L OME H EoERE) "D HEIZ,
edoxaban: D GFHIZ IV MY A2 % F RS DA REMEOH L EIEML EL T, SSRIFBLUSNRIZ B
4%,

SSRIF L USSNRUT ML /NR~ D BD W& 030 D70, HreE H, Fri /s, BIO
NSAIDKE[REIEEIZ, edoxabant DO FIC LD MY AS % EH-SW2 A felEA 85 2 &% “Interaction
with other medicinal products and other forms of interaction (LD =3 L DM A/ER, BL O
LSO AAEH) " DB T 5,

AN IRAT SCENL, B9 D3O SSRIFEZIESNRIZE A H72, HDWTEALfHE A LIZZE0
B O Y DO ERMISHEARNARZ DI BF IR TIEREEEZBINT 2,

OApixabanD B FRBETIC BT 2815 NE
SmPC® “Special warnings and precautions for use” ™IH|Z, apixaban:SSRIH LS IXSNRIZ G
O AT ELZE T LD A BT 2,
“Interaction with other medicinal products and other forms of interaction” ?™IH(Z, apixaban&®d
DERNCEEAE T DEELELT, SSRIBLUSNRIZIENT 2,
B AT IR SCGELS, apixabanDAE R A58 CTHIMORIEH DU AY Z @ 5 Al et D& H1E
I ELT, Hio2FKDSSRIBLUSNRIZENT 5,

G J?H'J&LT EIZIET% BSITCODEIR S E IR T OEIELLSMIEIE LT,
JR3CIZ SIERUGT OB IS T T R BRI LIS Sz B K B IO 200 23T
ﬂf:@ﬁé%ﬁﬂﬁ%%ﬁéhf“é# AFEHFTITEME L, GRIE)

M selective serotonin reuptake inhibitor GEIR (b= FFED A S L EHK)

I serotonin and noradrenaline reuptake inhibitor (k=2 /)L 7 RLF U B IA 7 [ 5 5K)

3 Summary of product characteristics (i i A 22)

K nonsteroidal anti-inflammatory drug (FEAT w1 R PEHTIEESK)

L Package leaflet
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2. Lenalidomide (CAP) €
OREMT T FNELTRESNI-A EFL HETHZ M 5 BIE (PML)M

PRACIZ, PML®DY 22 TEudraVigilanceds L OSSRk B GBI F o 2 Z M LT-
fi& 4%, lenalidomide[ ‘Revlimid’ JOMAHIZXIL, B S IERUGT D= DT 2277 A LIPIZHEH
THIEIE LT,

OEIENE
SmPC® “Special warnings and precautions for use” DIHIZ, LL N OFE#A B,

Lenalidomide @ ffi Fl 12 £\, K SEHI %2 & D, PMLO JE 1] 3 25 X TV 5, PMLIE
lenalidomide & fiff JH B 4622680 H ~ B FERICH|E SN TWD, PMLO JE 6] 1%
dexamethasone fif FH L T2 B R0, o #i - L FIEDIRRIE D& 5 BE TEIHES
WTWD, ERIZEEZESIICE=4—L, R FAEROFHFEED LITIEEL AL
LB, BAHDONIITENZ DR JER DB DB TIX, BN E TPMLTH L)
DERRTTT RETHD, £, BEONRR—F—N#E 1TRE B &R 7V ERIZR
FMLZENHDID, ERITERFITHL, IBFRICEL TS—h— /i #EH ICHE L TRLIH8
ST RETHD,

PML D Z W HIREAM I, # R AR, IMOMRIB A, IMFFBE T D ICT A /L ADNAD
PCRNIR A, HDWNIMMAEMIZEDICT AN AR EIZHE DN TTIRE TH D, ICVA/VAD
PCRIR A EM: T - Th, PMLO FIREMEIEZERAN S 720 PMLUSA O B3 i = L7221+
X, SHIZT7 A —T v 7R il A E T e 00D,

PML G- 556, PMLO ATREMEA BRI SUVHE T, lenalidomidedfif A HH IEL 72 1T 41
127257200, PMLOZWI SHEE LT-354, lenalidomide D F I ke A9 1k L7g T uid7a s
AN

BB TNTIRT SCEIZLL T OFEHZ B0,

B HOVNTIER L FOLI IR ERLIGE, EHICH Y OEMCF#EMIC
BRHTEHFWR, BNk, B, FaERE, BN, 21702 b, RS, Fisr
7ROV, RO T EI3TH K, RLERER, HDWITEEEL, ZhbiT T~ T, PML (B5EMH:
tfﬁ‘ﬂﬁﬁéﬁ%ﬁﬂﬁfﬁ)@f%@ﬂ“bﬁﬁi&péo LenalidomidelZ L2 VEHR DTN ZNHDIE
WD T=5E121F, ZOIERICEADHIVTH L EIEZ 5L,

M progressive multifocal leukoencephalopathy
N polymerase chain reaction
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3. Lenograstim (NAP), lipegfilgrastim (CAP), pegfilgrastim (CAP)
OREWT T TN ELTRESN-AEEESR Mt

PRACIZ, EudraVigilance D7 — X N — 2 bG0 78T VA, 772 RO FREM:, BN
MAH SO R 2Rt L7 5 5, pegfilgrastim, lenograstim, 33X Oilipegfilgrastim®MAHIZ %L,
LS RELET D=0 D ZE %260 B LAIPIZIRIH T2 I8 5 Lz,

OF RO

Pegfilgrastimi 3 fEkz Bkt = — i34 K 1~ (G-CSF) P T AfilgrastimZz <7 L L7=b D THY, H
PR (I B I & Bl ST O I B 22 B<) DTRIE & L Gl P s A BRI LD
BFIRIEZ 2T TOD RN B T OF BRI O IR IR O FEiE, 36 KOS BWE A 1 BRIBA i
DOFIEINT A IS ET D,

20024E (24160 TGRS CLLS20164E £ COHIMIC, AR Topegfilgrastim e A 25 3 5
0> AFEHEF #13491,720,000 A - AELHEE S TS,

EMADNL—F 2 T TWVHL Y i HIEB) o o1 ¢, EudraVigilance” —Z R — A& 3k L
TR, M i, Bfife i, 36 JOVOYE A B I D FE B 1011 238 R S Av 7= 285, Jifi HH 1.
DT FNPRFESII, F ALY LT R E L, 2037 T /VIZPRACIZE D W figAT B ST
PAHF OB M ETHLZEa R LT,

OBIENE
SmPC® “Undesirable effects” DI, 5L ONERE AT IRAT SCED “Possible side effects” DIEIZ,
w2 if. (B8 EE 1 ‘uncommon’ *) , 33 X OV if. (BEFE 1 “rare’ *) 2B 145,

* 1 Z OB I TpedfilgrastimD 54 T, Lipegfilgrastimis K OenograstimiZ-> VN COH#A
EIIMAHDEETHHDET D,

4. Pembrolizumab (CAP)
OREMT T FNELTRESN- A EER  BEMEHEA

PRACIZ, EudraVigilance 3 LU DAFHN - 8T U ARG LRGSR, [ Keytruda™ ]
MAH (Merck Sharp & Dohmeft) (ZxfL, B EHMUET DO DT 227 H INICHR 589
BEL-,

OBIENE
SmPC® “Undesirable effects” DIEIZLL F 21BN 5,

0 PRAC DEFHDH Fik“Minutes of the meeting on 09-12 April 20187 (2018 4£ 5 H 17 HAH34T) kv, GRIE)
http://www.ema.europa.eu/docs/en_GB/document_library/Minutes/2018/06/WC500250540.pdf

P granulocyte colony stimulating factor

Q prioritisation
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BEFE VT ‘rare” - BEM S (M)

BB TR SCE D “Possible side effects” DIEIZLL T 2B 5,
BEEEIT ‘rare” (1000 A& 7=V RINIZFEBL T 5 ATRENED B D)
BER I R BECMN A BV PRE e BERE O JNE, S, SEYR, T2, e~ D@, M-
-7 EDNERE L CBNAZ LB D)

R E

o EMADMTo TWDELZ RIS 7 F NV OFE L AT MIOWT, FELIUL FRre A M3 I
Questions and Answers on signal management
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf

IAITER

©Apixaban (7 &34/, B Xalk FPRFERE, HUlLikEeE K] [E 8583 Mok F e v

©Edoxaban (=R 430 R LR K FI#), Edoxaban Tosilate Hydrate, i M4k i i 68 & 55 X
KF (FXa) PHEHE, PrinikEeE s EN: Fes hh ek

©Lenalidomide (L URIR/KF1#, Lenalidomide Hydrate, $-UR~ARNikEAk, L3I HEEIR
PR, AMEEGERIE) [EN FE5e 0 VEsh  FETE

©Lenograstim({L /77 AF L (G&{s 7-##2 %), Lenograstim (Genetical Recombination)} (JP),
G-CSF (Granulocyte Colony-Stimulating Factor) S5, & if 38 [EN : F7e5 HESh Bk

©Lipegfilgrastim (G-CSFHLA, i i3] ¥Esh : FE e 5

OPedfilgrastim (=77 4 V7 FAF L GBInFH#L %), Pedfilgrastim (Genetical Recombination),
FrfoetEG-CSFRLAI, 1 M 3E) EN  JE780 Mok - JE ot

©Pembrolizumab (A7 1Y X~ (&5 11422 ) Pembrolizumab (Genetical Recombination), &
MEFIENPD-1E /7 —J L HLiA, HUEMEIRIG S EN 56785 ok 2850k


http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf

NIHS 3522 41 R Vol.16 No.16 (2018/08/09)

Vol.16 (2018) No0.16(08/09) R02

[NZ MEDSAFE]

eMethadone : ZE¥tH B./EH

Medicines Interacting with Methadone

Prescriber Update Vol.39 No.2

1H1 H :2018/06/08

http://www.medsafe.govt.nz/profs/PUArticles/June2018/Methadone.htm
http://www.medsafe.govt.nz/profs/PUArticles/PDF/Prescriber%20Update%20June%202018.pdf

OEERAYE—V
e MethadoneiZ, W\<-D)DEHK L EDRT, FKYBREFAUFE AAFEH 36 LOFES) F M AAE
MEF ISR TREMED &2,
o Methadonez i Ff 1 D BT B D E IR S & AL T 58650, B [ZmethadoneZ #]3) T AL
F D86 2E, A EAERICOWTHER 528,

OO0

Methadonel 34 A A R ZEVEIL THY, A A ANKAHETGROMBIRIEL L C, iz EE~
HEDEIROFEMODTZD AV Hi oL,

Methadone 3, &3V TF F7rALP450D CYP3A4LCYP2B6IZ LY I S5 23,
CYP2C19, CYP2D6, 3L UNCYP2COH % /0B 5- LT\ %3, MethadonelZPHEE H O RLE THdH
Do

TNBDOREFEETHE D DI E 35 E K X methadone D I Hr 8 A 28 L S5 AT HEME N B
v, TORER, BEBIEGRESFEBLLIZY, PRSI, 8§, BLOQTER DVAZNEELIBEIL
2549, MethadoneZ, DA LA AR RIE, TLa—/L, DI FARAREEINHIHE (o7
PEURIERE) LOFHLTZHGS, FERIIHSCHEFHOY A7 B &S ELBENR B,

Methadone AR AL{E R 9D EE 3K Ol 23K 1, 27C/d, MethadoneDFH A 1E FHEL DO FEAM7RY AR
X, =2—Y—F RO SCEAR B,

#1: Methadone: D IR BN REZAAE B 1EH L2 DRSS

EXKMHITR HEAERFKDH B F E B

SIDARY AL carbamazepine, Methadone>{X#{% | Methadone ifi. 5 FE 73
phenobarbitone, phenytoin | 7% KF42,

EANE S rifampicin

FEXI VAR RS | efavirenz, nevirapine
BREEFRIH IR

A R SCZOMFZEY A http://www.medsafe.govt.nz/Medicines/infoSearch.asp
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TV — L ZHIEE R | fluconazole, ketoconazole | Methadoned {4 | Methadoned Ifi. i FE 78

BRI ta = fluoxetine s EAT2,

BVIA F PR K

(SSRI)

“FuF 7 —YHER | atazanavir, darunavir, MethadoneD % | Methadoned ifi. i B A3
indinavir, ritonavir PR F- 3k EHRFFIFET TS,

#2: Methadone: DI ST F R EAEF &7 DREESD

EXKMITR | #i -5 b5
FLa— L R RN O | BEERE A TR, PRI A G iR,
FEINEH 7 va— L EORIFFHERUZ LI &
PEDVAT @£ AT REtEL D,
~ Y7 | clonazepam, diazepam, EERE M 21 50, PN 2 P R,
v RIEB L | lorazepam, nitrazepam,
UM IR 3R oxazepam, temazepam,
triazolam, zopiclone
FHERIEWTEE | aripiprazole, clozapine, BEERVE T A8 08 () B AR )
olanzapine, quetiapine,
risperidone
fhd>A 41 | codeine, fentanyl, PHERE M At 90, PN 2 R,
NR3K morphine, oxycodone
PEEERTER | cyclizine, promethazine BHEF I LOBEE (EH 2458, A e
A HKR ARZBHLE L (ZeyclizineZ TE ST X
U AT RNV SN - 1 Y Ay e A)
FEHHREHY,
AEAARHEE | naloxone, naltrexone FEFARZEZRIZ | Methadone?D 1l % FHLE
IS A IR S
A4 AR%Z | buprenorphine FEFARZER~ | EFFEH B L ORI HN o U
BRI E DGy T T =Ah PrE- I3
EUES

201712 A31H £ Tl =a—

V= ROCARM (B ERISE=HV 72 —) BlX
methadone & D 3EWHH BAEH O WA 28145 1 T\D, 2O B3R IX

, methadonel, /' TUT ¥

BRI, MDA EAARRI, E AR E OO N &2 AR AR R B O AR 235

WESN TV, T,

B2 H3methadoneZfluconazolez-{Jf FH L7 BRICAHAR ASFEBLL Tu /e,

MethadoneZfi Fi th D BB BT -7 EE 3K S A AL 5 35354, D\ iImethadone D 2 BR ik

THGEANIE, Y EER O REM2ZBICANDLZ L,

RIS LU E B
1) New Zealand Formulary. 2018. New Zealand Formulary v67: Methadone hydrochloride 1

B Centre for Adverse Reactions Monitoring
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IAF®
©Methadone (AR ERHE, A VA AR RS [EN  FT2H W/ TR
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Pharmacogenomics — Helps Reduce Rash Decisions

Prescriber Update Vol.39 No.2

1HA1 H :2018/06/08
http://www.medsafe.govt.nz/profs/PUArticles/June2018/Pharmacogenomics.htm

OEERAYE—V
® i E A E UG (SCAR) A, ZLDEEKLDEHNIT WAL L Efma BT BZn0bH
DR RS T D,
® FEEDEI S, (abacavir, allopurinol, 33X Ucarbamazepine) 1%, L5 FiDE(R A7) —=
72, SCARDY AV IR FSELIENTED,

OO0
OF ) LIREEELIT
5 ) DIPTSR A 2 DBRE DRI, BIGTFNE DI EE 5.2 5k
WFE 27/ ThH D,

ObMAMERFUR (HLA) BT LL

SCARIZENTIEH LM, BFEMELRVIGD, SCARIE, AT 4 — T L A VaV AEWGRE (SIS) ©,
BT R SRR (TEN) P<°, A B BRI & 2B e IR 210 364 SOt (DRESSHE ) B4
BURPECTHD,

HLAT L /UZ L~ TiX, SCARDFIEVAZ DI FE<I2D NIBIND, ZDEH7eHLANNY T R T LL
DEAIZOWTIE A TREEA2D), HELRIFREBERAHHEEZHNE D, 1D 3D
DOIHANFHLAE (= -RIE OB N3 (L S TUNVD,

#% 1: Abacavir, allopurinol, carbamazepinelZ BE 4 B2HLAT L /LY R 74

EHK HLAR YRZ M (HLARA =)
Abacavirz? HLA-B*57:01 T RTOREER] (FEETORA = 4.5%)
Allopurinol*9 HLA-B*58:01 PERCRR, st R, 24 N (5~20%), Bk A (1~2%)

Carbamazepine®® = HLA-B*15:02 BERWE, K77 A
HLA-A*31:01 KK, BARAN

A severe cutaneous adverse reactions

B human leukocyte antigen

C Stevens-Johnson syndrome

D toxic epidermal necrolysis

E drug reactions with eosinophilia and systemic symptoms

10
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HLAZ! & = 38 5, 0 B 2DV T, dapsone, phenytoin, sulfamethoxazole, lamotrigine,
nevirapine, methzolamideZ2 & (2L CH &35 :

ORMNRHBERDOSE

F b u LPAS0L EDRER DAL ST, FMRFNEE KT, 7k, T mISE
PEDRANZFIEH IS ZEN DD,

LD H R DB

» CYP2D6:codeine, tamoxifen, —&EROHUFEFHIFEHEI D/ H 2

e CYP2C9:phenytoin®, warfarind> {332 B %"

o FATVATF VRFEESE (TPMT) ©: azathioprine, mercaptopurine®{XE#HZES 5-
o UDPY /VIu MdnfiEsA1-1 (UGT1AL) M irinotecan D2 B 5-

ORIV —=v7 DERRHIE R

BHEICAI) == TRAEEITV, EIROHLAR 25> BE IR O LT 2 o BE ~
DIEDI S 2l T HZET, EIGA FRISOVAZ AR HZENTED,

ZOREOFEREIZREL TIFETEODHD, BlZIE, XA TIHE, HORFEDEIKG
(allopurinol72 L) Z BT 5T XTOERFIL, X ACHHEHO B X —DWT I TS
Do FIMOETIL, FrEDRBEEHICB T L2EBEIZOMTOND, Hl21E, KEVY~F 55
1%, 27— 3LL L@ MR IR O R RE, BHEREIC) b6 T, EERERBIOZA AR
DT XTOBFIZLT, allopurinol DAL FNIBIR A7) —=0 7 ZHESEL T H1Y,
AbacavirO L5 RTOHLARR A LR FLZA T TWD,

O=ma—T—FU R TCOHE

#2131, carbamazepine&alIopurinol@ﬁﬁﬁW_ﬁéiSCAR ZOWNWTC, =2—Y—FRCARM (A%
KRB =H) 722 —) 15320174212 H 31 A £ TIZZ T - @i Th D, ZOMEITITEIS T
B TONTNEIPDOIERITE T Qe o7, AbacavirlZ DV TS ST,

F Clinical Pharmacogenetics Implementation Consortium %, warfarin @ #% i 4] 6] $& 5 & O 5% € |2
www.warfarindosing.org TO7 /LT YR LEHELEL TUD 10,

G thiopurine methyltransferase

H uridine diphosphate-glucuronosyltransferase 1A1

I Centre for Adverse Reactions Monitoring

11


http://www.warfarindosing.org/

NIHS 3522 41 R Vol.16 No.16 (2018/08/09)

#:2: CARMA3%:1} 7~ carbamazepineXallopurinoliz BE 3 2 SCARD 2 #1452 (20174812 H 31 H ¥£T)

Allopurinol Carbamazepine Ha
& OKREH 46 39 85
i - 5 1 6
HEIN B
BRKA 15 20 35
~ A Vi 10 5 15
KEFERE B R 3 4 7
Z DAl 13 7 20
8 5 3 8

4 3JS, TEN, DRESSOMiE4Erte,
D[ i (ethnicity) 12 E D SALICHT R 25 & R L THY, BFLLHESEEE LT HbI Tl ),

OHUBLUERE

) LIEBN, SHIOICE KT HATREER E, =2 — U —F R TlE, UDRUGSK32-D
DRER BIEZ BEL CAIRR Sz, 220 BEEDOL1o1%, EEREIEL A FE RSB0
TN U CRE R EUG A R LT B OBRIRTEMED 7 SET-DNAN VRN HZE T
HY, HILOIL, FWISEMEEDOBIHEPNHOI TODEIE T O TEDLRINR BB 5L C
WONEFEAT 2L TH LY,

X R

1) Su S-C, Hung S-I, Fan W-L, et al. 2016. Severe cutaneous adverse reactions: The
pharmacogenomics from research to clinical implementation. International Journal of
Molecular Sciences 17(11): 1890.

2) Mallal S, Phillips E, Carosi G, et al. 2008. HLA-B*5701 screening for hypersensitivity to
abacavir. The New England Journal of Medicine 358(6): 568-79.

- NIHS [ 38 5 22 M i [ SOk #R 1V0l.06 No.07 (2008/04/03)

3) Orkin C, Sadqu ST, Rice L, et al. 2010. Prospective epidemiological study of the prevalence of
human leukocyte antigen (HLA)-B*5701 in HIV-1-infected UK subjects. HIV Med 11(3): 187-
92. DOI: 10.1111/j.1468-1293.2009.00762.x (accessed 16 May 2018).

4) Somkrua R, Eickman EE, Saokaew S, et al. 2011. Association of HLA-B* 5801 allele and
allopurinol-induced Stevens Johnson syndrome and toxic epidermal necrolysis: a systematic
review and meta-analysis. BMC Medical Genetics 12(1): 118.

5) Ko T-M, Tsai C-Y, Chen S-Y, et al. 2015. Use of HLA-B* 58: 01 genotyping to prevent

allopurinol induced severe cutaneous adverse reactions in Taiwan: national prospective cohort

3 o
pacific
K" Understanding Adverse Drug Reactions Using Genomic Sequencing

12



NIHS 322 2P Vol.16 No.16 (2018/08/09)

study. BMJ 351: h4848.

6) Chen P, Lin J-J, Lu C-S, et al. 2011. Carbamazepine-induced toxic effects and HLA-B* 1502
screening in Taiwan. New England Journal of Medicine 364(12): 1126-33.

7) McCormack M, Alfirevic A, Bourgeois S, et al. 2011. HLA-A* 3101 and
carbamazepine-induced hypersensitivity reactions in Europeans. New England Journal of
Medicine 364(12): 1134-43.

8) Ozeki T, Mushiroda T, Yowang A, et al. 2010. Genome-wide association study identifies
HLA-A* 3101 allele as a genetic risk factor for carbamazepine-induced cutaneous adverse drug
reactions in Japanese population. Human Molecular Genetics 20(5): 1034-41.

9) Drozda K, Miller D, Bishop J. 2014. Pharmacogenic testing for neuropsychiatric drugs: current
status of drug labeling, guidelines for using genetic information, and test options.
Pharmacotherapy 34(2): 166—-84. www.ncbi.nlm.nih.gov/pmc/articles/PMC3939793/ (accessed
16 May 2018).

10) Johnson JA, Gong L, Whirl-Carrillo M, et al. 2011. Clinical Pharmacogenetics Implementation

Consortium Guidelines for CYP2C9 and VKORC1 genotypes and warfarin dosing. Clinical
Pharmacology & Therapeutics 90(4): 625-9.

11) Khanna D, Fitzgerald JD, Khanna PP, et al. 2012. American College of Rheumatology
guidelines for management of gout. Part 1: systematic nonpharmacologic and pharmacologic
therapeutic approaches to hyperuricemia. Arthritis Care & Research 64(10): 1431-46.

12) Stats NZ. 2018. Ethnicity. www.stats.govt.nz/topics/ethnicity (accessed 15 May 2018).

13) Maggo SD, Chua EW, Chin P, Cree S, Pearson J, Doogue M, et al. 2017. A New Zealand
platform to enable genetic investigation of adverse drug reactions. New Zealand Medical
Journal 130(1466): 62-9.
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2017/vol-130-no0-1466-1
-december-2017/7429

@ HH 5 NIHS EIRMLZ2MER
[#MHRA]Vol.11 No.02(2013/01/17), Vol.8 No.06(2010/03/18), [EU EMA]Vol.12 No.08
(201404/10), [>kFDA]Vol.6 N0.13(2008/06/26) , 17>
[ Scikf 7 ]Vol.12 No.22 (2014/10/23) LO1

AITER

©Abacavir (7 /3B E LR, Abacavir Sulfate, K21k 7 ilis Gl SR EHE, HL AL R3E,
HIVIRESE [E N 878 Mok JE e

©Allopurinol (727 /—/L (IP), FVL I F o AF o 2 —VRHESK, 5 REE ME A K]
EN:FTe0 WSk HEe

13


http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3939793/
http://www.stats.govt.nz/topics/ethnicity
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2017/vol-130-no-1466-1-december-2017/7429
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2017/vol-130-no-1466-1-december-2017/7429

NIHS 322 2P Vol.16 No.16 (2018/08/09)

©Carbamazepine (/L 8<=FE L (IP), A3/ AFIARUFHFHK, HFLTANAH] [FEN  FEEH
WA FETEH

14



	【 EU EMA 】
	 シグナルに関するPRACの勧告―2018年5月14～17日のPRAC会議での採択分
	 Methadone：薬物相互作用
	 ゲノム薬理学―薬疹のリスク低減に役立つ

