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Escitalopram — Risk of QT interval prolongation

PhVWP Monthly Report November 2011 Plenary Meeting
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Rosuvastatin — Risk of gynaecomastia
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Tibolone — Risk of venous thromboembolism, myocardial infarction, breast cancer and
ovarian cancer
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Direct Healthcare Professional Communication on the importance of establishing KRAS status
prior to treatment with Vectibix
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Reducing medicines risk - Learning package on selective serotonin reuptake inhibitors

News

1HF A :2011/11/24

http://www.mhra.gov.uk/NewsCentre/ CON135038

MHRA I3, BRA b= FEHDIAZ A ESE (SSRI) DHLHDHIZHONT, ERUEFE AT O
FEEY 22—V ORMEEBIG LT,
ZOHEFE =V TR, BERELLTATHS SSRI DERYAZ OME I IRSIT
W5, SSRI DB EVEFIZ OV TR O FIEN S TS,
*SSRI DA F/EM D F 725+
*SSRI O EVERH DY A7 % FHSEHHA
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Bl

VAT EEIRD 7 15
*SSRI DA FEVERNI 642 BARBY2iniRiEA

DFEBBM A TET DDLU T, H Ol 7o E (BT LD E) AR ESH
TWD,
ZOFE N — U, SOBE O T IZBDLER, AN, FEAMOTEIEL TWD,
KR D22 BALAL TRIB 7RO IR I3RS of%%oo
FEEYVa—/VOSE TITIE 2 FFERRE, B CRHET ANDRZEIZITN 30 0a2 2T 5,

FEEDa— /I FRHANPST 7 EATESD, U FICEBEEY 2— L OBMELHI 5,
http://www.mhra.gov.uk/ConferencesLearningCentre/LearningCentre/Medicineslearningmodules/

Reducingmedicinerisk/SSRIlearningmodule/index.htm

SSRI learning module: Gastreointestinal adverse effects

Very common and common adverse effects

SSRIs commonly cause dry mouth. Nausea, vomiting, and diarrhoea are also common with SSRIs and probably
result from stimulation of serotonergic receptors in the gut; constipation can also occur.

Factors which increase risk
Gastrointestinal side effects increase with the dose. Drugs that raise the concentration of SSRIs (eg cimetidine
with citalopram, escitalopram or sertraline) may increase the risk of side effects.

»
%
¥

Treatment
There is no specific treatment for gastrointestinal adverse effects of SSRIs. Nausea tends to improve within a few
days. If unwanted effects do not subside over time and continue to be troublesome then dose reduction can be

[}

considered, alternatively, the antidepressant could be changed. '!\ 0
\ >
-

Bl

< Previous page Section 2 (Page 2 of 18) Next page >

B 1:FEFCIEZD/IIKBEZDFEFRRA—EBER (7 a2 1)
KFEB AN —1E 6 2OEZTarnne, (1) SSRI OMEEE, (2) SSRIZHESYAZ D
P, Q)1 L 2 OEAOMEHE, (4) B OFMT AR, (5)SSRI OFEMARSEEH, (6)
FFEfRR L 2> TN,

ERERIvar 20VRA7OFHFITh o, A FERBIBERICLEZD/I LD
DIETENRIFEFICENRLD NICRBISN 2 LT, HEHERAOVAZ % ERSEHHE
KRB DWW TR SN TWD, E2H AR IR KM~ D% 5 DY 2
7, BEZEOVAZOFHALHD, GRIE)
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Question 1

Please think about the single best answer to the following question:

1) Which one of the following statements is correct?

The use of SSRIs is most often limited by their antimuscarinic (anticholinergic) side effects
Patients need to be warned about the possibility of anxiety when starting treatment with an SSRI
Maximal antidepressant effect of an SSRI is attained within seven to fourteen days

Among the antidepressants, only SSRls inhibit the reuptake of serotonin (5-hydroxytryptamine)
SSRIs are generally given twice daily—first thing in the morning and late afternoon

moo®m»

Get the answer and feedback for question 1

< Previous page Section 4 {Page 3 of 13) Next page >

X 2: HCFHMET AR 1 (&Z7vav 4 L)
¥t riay 4 OHCFMITANCIE, VW00 B RE LR ERI G B, fRED T
FEESEI) T HE, LT REND, GRIE)

Vol.10(2012) No.01(01/06) RO7

[ 77 Health Canada ]

e Bevacizumab[ ‘Avastin’ ] : BEB LB OESEOTEL

Health Canada directs Hoffmann-La Roche to remove use of Avastin (bevacizumab) for the
treatment of metastatic breast cancer from the product label

Advisories and Warnings

WA H :2011/11/28

http://www.hc-sc.gc.ca/ahc-asc/media/advisories-avis/_2011/2011 159-eng.php

(k)

Health Canada I, bevacizumab[ ‘Avastin’ JO#EE M FLIE OIS 2DV TERGRE IS LA TR E
L7cZl %83 %, Health Canada |ZHEQRLE 2—(THE-DE, 2O L T? bevacizumab
[ “Avastin’ |2V - H N RSN 2otz EiEim LTz, [ Avastin® ] O RLEEF O
Hoffmann-La Roche 113, [FI3EIRATSCENOGEABMEFLIE OBEICZHIFR T 28046 R~ a3 7=, [F]
HIFZOFRITHED LB £ B LI,

Health CanadaiZ, [ ‘Avastin’ ] FLIE O (paclitaxel e O HF ) % 2009 45 2 A (254
& TG LT, Health Canadald, HAEIELDERR EOFGINMEO LT L RE /T HIAZ DR &
585412, Notice of Compliance with Conditions (Noc/C) Policy™ 2wy, 74m—7 v 73BT

A http://www.hc-sc.gc.ca/dhp-mps/prodpharma/activit/fs-fi/noccfs_accfd-eng.php
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N7y N R T DI EZ SRR, ZOEIS (2T Z27&BL TVhD,

Health Canada 1%, [ ‘Avastin’ NEIEE#E/ AT R (2B B B 70— 5T, sk
AR, BEOBMTE, Hil, &, H, BRE CORLOIIREENOEMEENT TREND
BOIFERISERIERITIENHD MR LI,

Health Canada %, 7% TOEFRRIICEIL T, BUEMENLORKRRT —4, BILOK
FDA CFKIN EMA IO HRE OB R T — 22/ 1L e a— LT BT, LRloRiEs
1To7=, ¥z, Health Canada O Z35C 2011 4F 3 H IZBAESNT N OB M FFE Z B 060
BIEbREL,

AZB L, [‘Avastin® JOUARZ IR X7 4y e KEL EEl-TRY, BIFEAF ARt T
VRIThESE, [‘Avastin’ JERFERINALE U TET ZHIA R TRV ERS BTt LIz 5

BEER

SARHIZBEL, 2011411 A 29 H fCTAFK S 7= Hoffmann-La Roche (LB DR 7 2 —1L 2 —(F,
KD URL &1,
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/advisories-avis/prof/2011/avastin_7_hpc-
cps-eng.pdf

O BHETHER L ZEMER
[k FDA]Vol. 9 No.24 (2011/11/24)

IAITER

©Bevacizumab [~/ N2 X~ (#E{s 7-##2 %) , Bevacizumab (Genetical Recombination) (JAN),
f1 VEGF EMbE /7 —F ViR, FUBEMEEISE S EN R 5 Mok ek
SEIN T AR RE /2 I T I I IS O W CRREIB N 7G84 B (2011/09/26) .

B 2 B2 04 1E Health Canada O =7 MBI,
http://www.hc-sc.gc.ca/dhp-mps/brgtherap/activit/sci-consult/avastin/report-rapport-eng.php
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[ TGA ]
o TublRFIHER SR EMREREOE
Proton pump inhibitors and acute interstitial nephritis
Medicines Safety Update Vol.2 No.6; 2011
1HAH :2011/12/01
http://www.tga.gov.au/hp/msu-2011-06.htm#proton
http://www.tga.gov.au/pdf/msu-2011-06.pdf

OE W
Tah AR T HERE (PP IZ LD BERTENEE R OF BRI THS, PPI Off AR
TRY, BERBEEBERPERTHLILND, ZOFEMSHERD AJREMEICE BT XETHD,

(CIRCIRG

PPUIFEAIMEO A MM EEBE RO EIRK THL, SEREMEERIIAMEEELI SEIT
ZERHY, BENELICOESZELE 0 Y, PPIEHIEMEE £ OBEIZ W T, TGAD
Australian Adverse Drug Reactions Bulletin @ 1995 4 & 2003 4 Al AL TV 5,

PPIDE FIZPED MR R DIEFIZS, 5l S EHRE SN TND, TReDFEIL, 201147 HET
IZTGARB LUOWHOD [EFSERR =2V 7 T rr 50 Bingzidi-, PPIN GRS S A E M
BERDEENEFOWEZTRL TS (T 1), 2NHOT —21%, MEMEE RORBLLE LT
T =R EBIT RETIIR,

PBS/RPBSC|Z LA PPIDALYT - FHAIOKEFE, 1992 427 HELEE T Tomeprazoles’ 5,010 F
%, lansoprazole?’ 1,020 75, pantoprazole’? 2,960 /51, rabeprazole’’ 1,530 J5 {4, esomeprazole
5 3,820 THETHD, PPUL, HHEBENEEEATLILLTED,

PPI DOHLSHEH TIL, TR ORIEHOBIZHVE B R DFEFITENZ, HDOWTEIUIZH
ﬂ:éﬂ%ﬁfr&‘/b&bfﬁiﬁéﬂﬂ\é FENLRIBHE RENDZENHDHN, PPl IZL0AMERE
PERE A JE LI B 1T, TR ISR BB, a5, SFREERIEIN O 570 BRI ) 70 R AR A (5 7
DIERE BT HZETENTHD 3>o RE, BHCTR, (RERCD, 97, IR, E.L, aH, e
IR E DIERFFATRIER DL, BRRACIL, IBIR, ERIR, BIOVEILMIR2E R BB
5Y,

A Bk e A EE TGAIVOLL No.1(2003/04/09) 2,

B WHO Program for International Drug Monitoring, =07 1275 A0 [E S i RS 8%, D7 &b 7T
R, WE P OEELNEOFFERGEL U AREMEL W) SR THE T, itjb%@ﬁ}—)yir“ha i
WHO D RIFERET HHDTHZRN,

© PBS="Pharmaceutical Benefits Scheme ([ 3 #1171 ) , RPBS= Repatriation Pharmaceutical Benefits
Scheme R B A D723 D BE 3L Al E)
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SUWERE MR RIX PPl OZT7 AR EE 2 LA, TGA 13X lansoprazole D FIZLED & ME
R OEEZEZ 1T TV (F 1), Lansoprazole D25 7372 2 &1, lansoprazole O F 23 LoD
PPIX0H D72 &% L TUVDEE X HIVDDS, PPl DY T AN TEINLA LS DFEBLZZEN
HHZEEML TV ATREMEL B 2 Db,

WLF7 X, PPIOME RIS W ENERVE R RSB T D i REMEA R T & Th D, 2EM
BB ROIEGI NGNS A1, TGA~HE 519 B T2 °

# 1:2011 42 7 A £ TIZ TGA & WHO 2832177 PPI i i B & CORIEMEB R DRE

TGA WHO
omeprazole 54 4 (1990~) 293 4 (1993~)
lansoprazole 0 ff (1994~) 23 £ (1996~)
pantoprazole 21 (1995~) 84 1 (1998~)
rabeprazole 28 1 (2001~) 54 f# (2000~)
esomeprazole 28 1 (2002~) 44 1 (2002~)

X |

1) Geevasinga N, Coleman PL, Webster AC, Roger SD. Proton pump inhibitors and acute interstitial
nephritis. Clin Gastroenterol Hepatol 2006;4:597-604.

2) Omeprazole and interstitial nephritis. Aust Adv Drug React Bull 1995;14:15.

3) Perazella MA, Markowitz GS. Drug-induced acute interstitial nephritis. Nat Rev Nephrol
2010;6:461-70.

O LHETIERMZEMEEHR
[NZ MEDSAFE ]Vol.9 No.22 (2011/10/27) , Vol.4 No.19 (2006/09/21) ,
[Z2 TGA]Vol.1 No.1(2003/04/09)

FANME W

©O0meprazole (A A7 —)v, bR 7 BLESK (PP ) EN  JEE 3 HESh 350

©Lansoprazole (7> Y77 — )b, Fuabr iR 7 HHESK (PP ) EN 3520 HEAh  35EH

©Pantoprazole (/> v 77— )L, abl R T ESK (PPL) 1AL BT

©Esomeprazole (=Y A7 T — /)L~ 7 %7 LK FY, Esomeprazole Magnesium Hydrate (JAN)
TaR R T IERE (PP JEWN FEEH MBSk JEE0

©Rabeprazole (7 X777~ — L}~y L, Sodium Rabeprazole (JAN), 7' vkl 7R 7 [ 3K
(PP JIEIPN : 87 HEht - & 5Ed

P 16A AOREFIEITHOWTIIRO URL %2 [, http://www.tga.gov.au/hp/msu-2011-06.htmé#report
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