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1. FDA MedWatch Web 2004/04/07 2004/04/01
2004 Safety Alert : [“Clozaril”] clozapine
2004 [“Clozaril”] clozapine
Novartis [“Clozaril’] clozapine
FDA



FDA
[“Clozaril”]

FDA Novartis
[“Clozaril ]

http://www.clozaril.com/index.jsp

[“Clozaril ]

Novartis [“Clozaril”]
http://www.fda.gov/medwatch/SAFETY/2004/Clozaril-deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2004/clozaril-Pl.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#clozaril
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http://www.clozaril.com/index.jsp
http://www.fda.gov/medwatch/SAFETY/2004/Clozaril-deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2004/clozaril-PI.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#clozaril

2. FDA MedWatch Web 2004/04/12 2004/03/25
2004 Safety Alert : [“Abilify”] aripiprazole
2004 [“Abilify”] aripiprazole

FDA
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[“Abilify’]
[“Abilify’]
1kg
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[“Abilify’] aripiprazole

[*Abilify’]

[*Abilify’] 0.1
[ Abilify’]
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[*Abilify’]

TD
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[ Abilify’]



[*Abilify’] 10

[*Abilify*] 32% vs 250 25% vs 24% 24% vs 19% 14% vs
10% 12% vs 7% 11% vs 8% 11% vs 7% 10% vs 7%
10% vs 8%

http://www.fda.gov/medwatch/SAFETY/2004/abilify.htm
http://www.fda.gov/medwatch/SAFETY/2004/abilify pi.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#abilify

SRaasos
L

Cl

Avripiprazole 2004/04/08
Health Canada
1. Public Opinion Survey on Key Issues Pertaining to Post-market Surveillance of Marketed Health

Products in Canada Web 2004/04/01 2004/03
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http://www.fda.gov/medwatch/SAFETY/2004/abilify.htm
http://www.fda.gov/medwatch/SAFETY/2004/abilify_pi.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#abilify
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http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/mhpd _decima survey 2003 e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/mhpd _decima_survey 2003 e.html

2. Canadian Adverse Reaction Newsletter VVol.14 No.2 April 2004 Web 2004/04/05
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv14n2 e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv14n2 _e.html

1 Sterol and sterolin-containing products: hematologic adverse reactions

Sterol sterolin
Sterol sterolin Health Canada
sterol phytosterol
sterol [3-sitosterol campesterol
stigmasterol Sterolin  sterol
phytosterol sitosterol 5%
phytosterol sitosterol sitosterol 63%


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/mhpd_decima_survey_2003_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/mhpd_decima_survey_2003_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv14n2_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv14n2_e.html
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2 Adverse reaction reporting — 2003

Health Canada 2003

phytosterol
sterol sterolin
4
“Moducare sterinol” 1 / 2 3
ITP
76 “Coumadin” 23 25
“Sterinol” 1 / INR 1.6
2 INR 3.4 1 2 “Sterinol”’
INR 2.0
“Moducare” 1 1
3 2 7
bisphosphonate H,
1 2 “New roots herbal sterols and sterolins”
1 150 400 ><10%/L
101 110 157 g/L 0.29
3.7 3.8 5.6 x<10"/L 8.6 0.8 7.2 <10%L
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3 Feasibility study of active surveillance of adverse reactions in children

2004 1 Health Canada MHPD Marketed Health Products Directorate

Children's and Women's Health Centre of British Columbia Pharmaceutical Outcomes Programme
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CPSP Canadian Paediatric Surveillance Program CPSP
2,300
600

Health Canada CPSP

CPSP

Health Canada MHPD

www.cps.ca/english/CPSP/Studies/drugreactions.htm

4 Public opinion survey on key issues pertaining to post-market surveillance of marketed health

products in Canada

2003 Health Canada Decima Research
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Dear Health care Professionals Letters Public Advisories the Canadian

Adverse Reaction Newsletter

www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/index adverse adr reports e.html



www.cps.ca/english/CPSP/Studies/drugreactions.htm
www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/index_adverse_adr_reports_e.html

5 Case presentation

Clopidogrel Plavix : suspected association with hepatitis

[“Plavix”] clopidogrel

Health Canada clopidogrel 2 84
clopidogrel 75mg/ aspirin
Clopidogrel 8
clopidogrel
1
11 clopidogrel 76

1 Batwa F, Lamoureux E, Friedman G. Clopidogrel-induced liver injury. Can J Gastroenterol 2003;17
Suppl A :137.

Clopidogrel Sulfate
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Prescriber Update Articles

http://www.medsafe.govt.nz/Profs/PUarticles.htm

1 Diarrhoea with Beta-Blockers - Blast from the Past 2004/04
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2 Visual Disturbances with COX-2 Inhibitors 2004/03
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http://www.medsafe.govt.nz/Profs/PUarticles/BBdiarrhoea.htm

celecoxib  rofecoxib

1 4 ibuprofen 2
“Celebrex”
“Vioxx” rofecoxib
IMMP
178 rofecoxib 50mg 25mg
6/18 Rofecoxib
2 81 celecoxib
Celecoxib 3
23 Celecoxib
8 COX-2
2 1 indomethacin 1
7
Celecoxib rofecoxib
COX-1 COX-2
COX-2 NSAIA COX
celecoxib rofecoxib
WHO
COX-2 NSAIA
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http://www.medsafe.govt.nz/Profs/PUarticles/COX2eye.htm
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3 Inhaled Corticosteroids - Watch for Skin Atrophy 2004/03

400mcg/
n=9 1,600 mcg/ n=10  budesonide 6 2
200 800mcg/ budesonide

27 1,500 mcg/  fluticasone propionate
750mcg/
beclomethasone budesonide fluticasone

CARM
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uvB UVA

tretinoin

http://www.medsafe.govt.nz/Profs/PUarticles/atrophy.htm

Fluticasone Beclomethasone

Dipropionate

Budesonide

4 Re: The use of SSRI antidepressants in children and adolescents 2004/03/22

SSRI
MARC Medicines Adverse Reaction Committee 18 MDD
SSRI
MARC
MDD
SSRI
SSRI
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http://www.medsafe.govt.nz/Profs/PUarticles/atrophy.htm

MARC 18 MDD
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www.medsafe.govt.nz
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MDD SSRI
Medsafe

2004 3 10 MARC CSM American College of Neuropsychopharmacology FDA advisory

committees Royal Australian and New Zealand College of Psychiatrists

MDD FDA
Fluoxetine citalopram paroxetine sertraline
venlafaxine citalopram paroxetine sertraline
venlafaxine CMS
fluoxetine SSRI FDA
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MARC  New Zealand prescribing information
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