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http://www.mhra.gov.uk/news/news.htm#cpmppar

Paroxetine Hydrochloride SSRI

FDA
1. FDA MedWatch 2004/04/22
2004 Safety Alert:[“Seroquel”] quetiapine fumarate
2004 [“Seroquel’] quetiapine fumarate
2003 FDA  AstraZeneca Pharmaceuticals LP AstraZeneca

[‘Seroquel’] quetiapine fumarate

AstraZeneca FDA [‘Seroquel’] 2004 1 30
2004 1 30
AstraZeneca 2
2 2004
4 22
2004 1 30

Important Drug Information

AstraZeneca Pharmaceuticals LP AstraZeneca [‘Seroquel’] quetiapine fumarate
FDA  AstraZeneca
[‘Seroquel’]
[‘Seroquel’]

[‘Seroquel’]


http://www.mhra.gov.uk/news/news.htm#cpmppar

AstraZeneca
Wwww.seroguel.com [*Seroquel’]

http://www.fda.gov/medwatch/SAFETY/2004/seroquel _deardoc 4-22-2004update.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#tseroquel
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targeted agents

2. FDA Talk Paper 2004/04/28
FDA Updates [‘Zelnorm’] Labeling with New Risk Information

FDA [“Zelnorm”] tegaserod maleate
FDA [“Zelnorm?”] tegaserod maleate

[“Zelnorm”] IBS

[“Zelnorm?]

"Information for the Patient"


http://www.fda.gov/medwatch/SAFETY/2004/seroquel_deardoc_4-22-2004update.pdf
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#seroquel
www.seroquel.com

[“Zelnorm”]

[“Zelnorm”]

[“Zelnorm?]

[“Zelnorm?]

[“Zelnorm?]

[“Zelnorm”]

[“Zelnorm?]

[“Zelnorm?]

[“Zelnorm?]
2000 6 26 FDA
ANSWERS/2002/ANS01160.html

[“Zelnorm?]

[“Zelnorm”]
[ Zelnorm ™ ]
[“Zelnorm?]

FDA [“Zelnorm?]

[“Zelnorm”]

3 7,000

[“Zelnorm?]

http://www.fda.qgov/bbs/topics/
FDA 2002 7 24
IBS FDA

[“Zelnorm?]

[“Zelnorm”] IBS IBS

Novartis Pharmaceuticals

http://www.fda.gov/bbs/topics/ ANSWERS/2004/ANS01285.html

http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#zelnorm



http://www.fda.gov/bbs/topics/ANSWERS/2002/ANS01160.html
http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01285.html
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#zelnorm
http://www.fda.gov/bbs/topics/ANSWERS/2002/ANS01160.html
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Tegaserod Maleate

3. FDA MedWatch Web

2004/05/05

5-HT, agonist

2004/04/20

2004 Safety Alert: [*Oxandrin”] oxandrolone USP

2004 [“Oxandrin”] oxandrolone USP
Savient Pharmaceuticals warfarin
[‘Oxandrin’] oxandrolone
Testosterone [‘Oxandrin’]
PT
Savient
[‘Oxandrin’]
warfarin 80 85% FDA
[‘Oxandrin’] [‘Oxandrin’]
Oxandrolone warfarin INR PT
Warfarin oxandrolone
INR warfarin
warfarin
Warfarin 15 5mg 10mg 1 2
oxandrolone S-warfarin 26 48 AUC 455
12.08 ng*hr/mL R-warfarin 9/15
1/15 INR 15 warfarin 6.13 mg/
1.13 mg/ 55 1 warfarin 80 85%
warfarin oxandrolone INR
PT INR PT warfarin

oxandrolone



INR PT warfarin

[‘Oxandrin’]  2.5mg 10mg
http://www.fda.gov/medwatch/SAFET Y/2004/oxandrin.htm
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#oxandrin

Oxandrolone

4. CDER 2004/04/27
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of April 27, 2004
2004 4 27 web

[‘Trusopt’] dorzolamide [“Diflucan®] fluconazole [‘Concerta’] methylphenidate [‘Zemplar’]
paricalcitol [‘Detrol and Detrol LA’] tolterodine [‘Zomig’] zolmitriptan

http://www.fda.gov/cder/pediatric/Summaryreview.htm

Health Canada
Subject: Important Safety Information Regarding Reports of Serious Hepatic Events in Patients
Receiving [“Accolate”] zafirlukast  web 2004/04/19 2004/04/14
[Accolate”] zafirlukast

AstraZeneca Canada Health Canada [“Accolate’] zafirlukast
1997 2003 12 31 1
4 1 4  [*Accolate’]
2002 4
46 14 3
59 /
7
[“Accolate’] 1,900 54,800
[“Accolate’] 2002 10 7


http://www.fda.gov/medwatch/SAFETY/2004/oxandrin.htm
http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#oxandrin
http://www.fda.gov/cder/pediatric/Summaryreview.htm

[“Accolate’]

[“Accolate’]

[“Accolate’]

~

[“Accolate’]

[“Accolate’]
ALT GPT

[“Accolate’]

113

[“Accolate’]

[“Accolate’]

/
[“Accolate’]

40 mg/

[“Accolate’]
100,000

[“Accolate’]

10,000 1
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[“Accolate’]

12

10,000

[“Accolate’]
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[“Accolate’]

[“Accolate’]
ALT GPT
[“Accolate’]

[“Accolate’]
[“Accolate’] [“Accolate’]
[“Accolate’]
/[“Accolate’]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/accolate 2 hpc_e.html

2004 4 19 Health Canada Public Advisory Health Canada Endorsed Important
Safety Information on Accolate zafirlukast

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/accolate 2 pa e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/accolate 2 pa e.html
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TGA 2004/04/16
ADEC summary statement on HRT

HRT ADEC
WHI estrogen ADEC
HRT ADEC
WHI estrogen ADEC
ADEC WHI estrogen
NIH estrogen

estrogen 8/10,000


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/accolate_2_hpc_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/accolate_2_pa_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/accolate_2_pa_e.html

estrogen progestogen

Estrogen
estrogen progestogen
Estrogen 7
estrogen
estrogen
ADEC WHI estrogen
WHIMS® Women's Health Initiative Memory Study
WHI estrogen
estrogen
estrogen
FDA
ADEC HRT 1
1 1
6 HRT
HRT
HRT
HRT TGA
HRT ADEC
HRT
WHI Million Women

HRT

HRT

HRT
HRT

1 Shumaker, S A, Legault, C et al. JAMA 2003 289:2651-2662
http://www.tga.health.gov.au/docs/html/hrtadec3.htm



http://www.tga.health.gov.au/docs/html/hrtadec3.htm

NZ MEDSAFE
Prescriber Update Articles 2004/04

Leflunomide : Serious Multi-System Adverse Effects

Leflunomide:
Leflunomide RA DMARDs
Leflunomide
leflunomide
DMARDs [“Arava’] leflunomide
RA DMARD
1 4 leflunomide
leflunomide 662,302 Leflunomide
RA leflunomide
methotrexate
leflunomide Leflunomide
15 9
Leflunomide
2003 500 1,500 leflunomide
methotrexate ketoprofen triamcinolone
leflunomide methotrexate
methotrexate
Leflunomide 3
Leflunomide

10



10,000 1 1,000 1 10,000 1

Leflunomide
DMARD leflunomide
RA
leflunomide
6
6 8 Methotrexate
Arava data sheet
/
leflunomide cholestyramine
colestyramine JAN INN
Leflunomide  Adverse Reactions of Current Concern
leflunomide Dunedin  CARM Centre for Adverse Reactions Monitoring

1 LeeA, Pile K. Disease modifying drugs in adult rheumatoid arthritis. Aust Prescr 2003;26:36-40.
2 Aventis Pharmaceuticals. Arava tablets data sheet. 21 September 2003.

www.medsafe.qovt.nz/profs/Datasheet/a/aravatab.htm

3 Loorand-Stiver L, Murty M. Leflunomide Arava : hematologic, hepatic and respiratory reactions.
Can ADR Newsletter 2002;12:2-3.

4 Australian Adverse Drug Reactions Advisory Committee ADRAC . Leflunomide - serious hepatic,
blood, skin and respiratory reactions. Aust Adverse Drug React Bull 2001;20 2 :7.

5 Based on data supplied by Aventis Pharma Pty Limited sponsor of Arava , Australia in April 2004.

6 Aventis Pharmaceuticals. USA Dear Healthcare Professional letter October 2003.
www.fda.gov/medwatch/SAFETY/2003/arava_deardoc.pdf

7 European Agency for the Evaluation of Medicinal Products. EMEA Public Statement on Leflunomide

Arava - pancytopenia and skin reactions. London UK : 25 October 1999.

www.emea.eu.int/pdfs/human/press/pus/3163799EN.pdf

8 European Agency for the Evaluation of Medicinal Products. EMEA Public Statement on Leflunomide
Arava - severe and serious hepatic reactions. London UK : 12 March 2001.

www.emea.eu.int/pdfs/human/press/pus/561101en.pdf

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

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

11


http://www.medsafe.govt.nz/Profs/PUarticles/Arava.htm
http://www.medsafe.govt.nz/Profs/PUarticles.htm
www.medsafe.govt.nz/profs/Datasheet/a/aravatab.htm
www.fda.gov/medwatch/SAFETY/2003/arava_deardoc.pdf
www.emea.eu.int/pdfs/human/press/pus/3163799EN.pdf
www.emea.eu.int/pdfs/human/press/pus/561101en.pdf

Leflunomide DMARD

disease-modifying antirheumatic drug

Ketoprofen NSAID

EU EMEA
Press Release 2004/04/22
Meeting of the Committee for Proprietary Medicinal Products CPMP
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Colestyramine JAN INN

Cholestyramine

20-22 April 2004

CPMP 4
CPMP CHMP
2004 5 1 EU
10
1
[“Pedea’] ibuprofen Orphan Europe SARL
[“Pedea’] 2001 2 CPMP
17 EMEA
http://www.emea.eu.int
EU 5
[“Herceptin”] trastuzumab Roche Registration
HER2 docetaxel
[“Herceptin’] 2000 8 EU
[“Humira’] [“Trudexa’] adalimumab Abbott Laboratories
[“Humira”]
[Trudexa’] 2003 9 EU

12


http://www.emea.eu.int

[“NovoMix 307] insulin aspart Novo Nordisk

metformin
[“NovoMix 30”] 2000 8 EU

[“Remicade’] infliximab Centocor B.V.

Metformin 2

Methotrexate

[‘Remicade’] 1999 8

EU
EPAR
paroxetine EU
31 2003 Paroxetine
paroxetine paroxetine
EU paroxetine
http://www.emea.eu.int/pdfs/human/
referral/169604.pdf
CPMP “Tasmar’] tolcapone Roche Registration
p g
[‘Tasmar®] 199 8 EU
1998 11
CPMP
[“Tasmar’]
EMEA

http://www.emea.eu.int/pdfs/human/press/pr/1120604en.pdf
http://www.emea.eu.int/htms/hotpress/h1120604.htm

H CHs

jf/©/<C02H
H3C

3

Ibuprofen NSAID
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http://www.emea.eu.int/pdfs/human/referral/169604.pdf
http://www.emea.eu.int/pdfs/human/press/pr/1120604en.pdf
http://www.emea.eu.int/htms/hotpress/h1120604.htm
http://www.emea.eu.int/pdfs/human/referral/169604.pdf

Trastuzumab genetical recombination HER2

Adalimumab genetical recombination
TNF-OX Phase 1l 2004/05/10

Insulin Aspart genetical recombination

Metformin Hydrochloride

Infliximab genetical recombination TNF-OX antagonist
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Tolcapone COMT
2004/01/30 2004/05/13
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