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2. Press releases 2004/03/09

New advice issued on risperidone and olanzapine
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3. Summary of clinical trial data on cerebrovascular adverse events CVAEs in randomised
clinical trials of risperidone conducted in patients with dementia 2004/03/09
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Risperidone 167 115 235 462
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Haloperidol 115
82.7 80.5 83.3 82.7
% 71 56 77 68
MMSE * 53 8.5 13.2 6.7
Risperidone / 0.5 2.0mg 0.5 2.0mg 15mg 05 2.0mg
CVAE ?
Risperidone 15 9 4 5
3 2 1 2
Risperidone 6 1 9 23
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1 Mini-Mental State Examination
2 Cerebrovascular Adverse Event
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Odds ratio
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1 Cates CJ. Simpson’s paradox and calculation of the number needed to treat from meta-analysis. BMC
Medical Research Methodology 2002: 2: 1.

2 DerSimonian R. and Laird N. Meta-analysis in clinical trials. Controlled Clinical Trials 1986; 7:
177-188.
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4. CSM 2004/03/11
Paroxetine [‘Seroxat’]: reminder to use the recommended dose
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5. CSM 2004/03/11

Summary of Paroxetine Dose Response Data
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1 Hamilton Depression Rating Scale Hamilton
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6. News 2004/03/15
Label warning on aspirin products and under 16s after 1 April 2004: reminder
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FDA
1. MedWatch web 2004/03/03
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  December 2003
FDA/CDER 2003 12
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C CONTRAINDICATIONS
P PRECAUTIONS

W WARNINGS

BW BOXED WARNING
AR ADVERSE REACTIONS

C BW W P AR
Estradiol Valerate Injection Delestrogen o o o o o
Demeclocycline Hydrochloride Declomycin Tablets o o o o
Sodium Polystyrene Sulfonate Kayexalate Powder o o o
Lidocaine  Hydrochloride and 5% | Lidocaine Hydrochloride and 5% o
Dextrose Injection Dextrose Injection
Tazarotene Tazorac Gel o o o
Theophylline in 5% Dextrose Injection Theophylline in 5% Dextrose Injection
Nevirapine Viramune Tablets and Oral Suspension o o
Fluorauracil Cream Carac o
Clozapine Clozaril Tablets o
Escitalopram Oxalate Lexapro Tablets and Oral Solution o o o
Estradiol and Norgestimate Prefest Tablets o o o
3% Amino Acid and 3% Glycerin | ProcalAmine o o
Injection with Electrolytes
Thioguanine Tabloid Tablets o o
Topiramate Topamax Tablets and Sprinkle Capsules o o o
Amoxicillin Capsules, Tablets, Chewable | Amoxil o
Tablets, and Powder for Oral Suspension
Triamcinolone Acetonide Azmacort Inhalation Aerosol o
Terbutaline Sulfate Bethine Injection and Tablets o
Cefadroxil Monohydrate Duricef Capsules and Oral Suspension o
Erythromycin Delayed-Release Capsules | Eryc o
Diflorasone Diacetate Cream Florone o
Dalteparin Sodium Injection Fragmin o o
Imatinib Mesylate Gleevec Tablets o o
Saquinavir Mesylate Invirase Capsules o
Lopinavir/Ritonavir Kaletra Capsules and Oral Solution o
Leuprolide Acetate Lupron Injection o
Atovaquone and Proguanil Malarone Tablets and Pediatric Tablets o o
Hydrochloride
Busulfan Myleran Tablets o
Triamcinolone Acetonide Nasacort AQ Nasal Spray o
Ciclopirox Penlac Nail Lacquer Topical Solution o
Pantoprazole Protonix Delayed-Release Tablets o o
0.9% Sodium Chloride Injection 0.9% Sodium Chloride Injection o
\oriconazole Vfend .V, Tablets, and Oral Suspension o
lodixonal Visipague Injection o
Orlistat Xenical Capsules o o
Azithromycin Zithromax Tablets and Oral Suspension o
Mometasone Furoate Monohydrate Nasonex Nasal Spray o
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Montelukast Sodium Singulair Tablets, Chewable Tablets, and
Oral Granules

http://www.fda.gov/medwatch/SAFETY/2003/dec03 quickview.htm

2. MedWatch web 2004/03/11
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  January 2004

FDA/CDER 2004 1
C CONTRAINDICATIONS BW BOXED WARNING
W WARNINGS P PRECAUTIONS AR ADVERSE REACTIONS
C BW | W P AR
Synthetic Conjugated Estrogens, A Cenestin Tablets o | o o o | o
Estradiol Transdermal System Climara o | o o o | o
Amino-Acid, Electrolyte, and Glucose Clinimix - Sulfite Free o o
Infusion Clinimix E - Sulfite Free Injection
Chlorpropamide Diabinese Tablets o o | o
Norethindrone Acetate/Ethinyl Estradiol | Femhrt o | o o o | o
Tablets
Estradiol Vivelle o | o o o | o
Estradiol Vivelle-Dot o | o o o | o
Methotrexate Sodium for Injection Methotrexate Sodium for Injection o o | o
Methotrexate Sodium Injection Methotrexate Sodium Injection
Aspirin/Extended-Release Dipyridamole Aggrenox Capsules o o
Cefazolin for Injection Ancef o | o
Pamidronate Disodium Injection Aredia o
Celecoxib Celebrex Capsules o
Clindamycin Hydrochloride Capsules Cleocin HCI o
Clindamycin Injection Cleocin Phosphate Sterile Solution
Clindamycin Injection, in 5% Dextrose Cleocin Phosphate 1V Sterile Solution
Indinavir Sulfate Crixivan Capsules o
Oxaliplatin Eloxatin for Injection o | o
Cephalexin Keflex Pulvules o
Lamotrigine Lamictal Tablets and Chewable Dispersible o
Tablets
Terbinafine Hydrochloride Tablets Lamisil o o
Busulfan Myleran Tablets o
Amlodipine Besylate Norvasc Tablets o
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C BW w P AR

Oxiconazole Nitrate Oxistat Cream and Lotion o
Promethazine Hydrochloride and Phenergan with Dextromethorphan Syrup o
Dextromethorphan Hydrobromide
Pantoprazole Protonix Delayed-Release Tablets o
Albuterol Sulfate Proventil HFA Inhalation Aerosol o
Modafinil Provigil Tablets o | o
Silver Sulfadiazine Cream Silvadene Cream o
Gatifloxacin Tequin Tablets and Injection o | o
Didanosine Videx Chewable/Dispersible Tablets o

Videx Buffered Powder for Oral Solution

Videx Pediatric Powder for Oral Solution

Videx Delayed-Release Capsules Enteric

Coated Beadlets
Azithromycin for Injection Zithromax IV o | o
Azithromycin Zithromax for Oral Suspension and Tablets o | o
Linezolid Zyvox IV Injection, Tablets and Oral o

Suspension
Desloratadine Clarinex Tablets o
Desloratadine Rapidly Disintegrating Clarinex Reditabs Tablets
Tolterodine Tartrate Detrol Tablets o
Tolterodine Tartrate Detrol LA Extended Release Capsules o
Aprepitant Emend Capsules o
Levonorgestrel Implants Norplant System o
Paroxetine Hydrochloride Paxil CR Controlled-Release Tablets o
Pantoprazole Sodium Protonix 1.V. for Injection o
Zolmitriptan Zomig and Zomig-ZMT Tablets o

http://www.fda.gov/medwatch/SAFETY/2004/jan04 quickview.htm

3. CDER 2004/03/16

Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of March 16,

2004

Alendronate
Atovaquone and Proguanil
Benazepril
Budesonide
Ciprofloxacin
Esmolol
Fentany!l
Fexofenadine
Fludarabine
Fluticasone
Fluticasone

2004

Fosamax Merck

Malarone GlaxoSmithKline
Lotensin Novartis
Pulmicort AstraZeneca
Ciloxan Alcon

Brevibloc Baxter

Duragesic ALZA

Allegra Aventis

Fludara Berlex

Flonase GlaxoSmithKline
Flovent GlaxoSmithKline
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Medical Clinical Pharmacology

Fosinopril Monopril Bristol-Myers Squibb o o
Glyburide and Metformin Glucovance Bristol-Myers Squibb o o
Leflunomide CETIH Arava Aventis o o
Ofloxacin Ocuflox Allergan o

Orlistat Xenical Hoffmann-La Roche o o
Oxybutynin Ditropan Johnson &Johnson o o
Temozolomide Temodar Schering o o
Topotecan Hycamtin GlaxoSmithKline o e}
Venlafaxine Effexor Wyeth Ayerst o o

http://www.fda.gov/cder/pediatric/Summaryreview.htm
2004 3 16 web

CDC
MMWR 2004/03/12 53 9
Brief Report: Azithromycin Treatment Failures in Syphilis Infections San Francisco, California,
2002- 2003

azithromycin San Francisco, California, 2002- 2003
SFDPH San Francisco Department of Public Health azithromycin
azithromycin San Francisco
CDC
2002 9 2003 7 7 azithromycin
penicillin doxycycline
CDC penicillin
Penicillin azithromycin 29
HIV

azithromycin

http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5309a4.htm
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Azithromycin Hydrate 15

Health Canada
1. Health Canada Endorsed Important Safety Information on BIO-RAD ASPERGILLUS ASSAY
and [*Tazocin’] piperacillin/ftazobactam Web 2004/03/09 2004/01/22
Health Canada  BIO-RAD Aspergillus [“Tazocin] (piperacillin/tazobactam)

[“Tazocin’] (piperacillin/tazobactam) BIO-RAD Aspergillus
Piperacillin/tazobactam Bio-Rad Laboratories [‘Platelia’]
Aspergillus EIA
Aspergillus Aspergillus
piperacillin/tazobactam

[‘Tazocin’] [‘Tazocin’]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/tazocin_hpc_e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/tazocin _hpc_e.html
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2. Health Canada Endorsed Important Safety Information on [*Viramune’] nevirapine Web
2004/03/12 2004/02/20

Health Canada [‘Viramune’] nevirapine
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[“Viramune’] nevirapine

Boehringer Ingelheim  Canada Health Canada [“Viramune’] 200 mg
HIV-1
HIV CD4
250/mm® 12
[“Viramune~] CD4
[“Viramune”] 6 [“Viramune”]
18
[“Viramune”]
2
[“Viramune”] 18
18

[“Viramune’]
AST ALT > 5 [“Viramune~]

[“Viramune~]

[“Viramune’]
[“Viramune”]
1998 [“Viramune’]
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Boehringer Ingelheim  Canada Health Canada

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

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/viramune 2 hpc e.html
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TGA  2004/03/11
Use of SSRI antidepressants in children and adolescents
SSRI
ADRAC Australian Adverse Drug Reactions Advisory Committee SSRI
MDD

ADRAC CSM Committee on Safety of Medicines FDA
ADRAC Royal Australian and New Zealand

College of Psychiatrists Royal Australasian College of Physicians

MDD SSRI
SSRI MDD SSRI 2 fluvoxamine
sertraline
CSM FDA MDD 11
fluoxetine citalopram
fluvoxamine paroxetine sertraline venlafaxine
citalopram paroxetine sertraline venlafaxine /
CSM fluoxetine SSRI
- FDA paroxetine
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ADRAC MDD SSRI
ADRAC
1 MDD SSRI NHMRC
1997
2 MDD SSRI
Paroxetine venlafaxine
3 MDD SSRI

http://www.tga.health.gov.au/adr/adrac_ssri.pdf

http://www.tga.health.gov.au/adr/adrac_ssri.htm
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Sertraline Hydrochloride
2003/12/19

SSRI

EU EMEA  2004/03/09

Public Statement on the Safety of Olanzapine

[“Zyprexa’] [“Zyprexa Velotab”] olanzapine
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Paroxetine Hydrochloride

Venlafaxine
Hydrochloride SNRI
Phase 111 2003/11/28

[‘Zyprexa’], [‘Zyprexa Velotab’]

EMEA
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EMEA CPMP olanzapine

olanzapine
olanzapine /
65 olanzapine
2 3 olanzapine
65
benzodiazepine
Olanzapine
CPMP
Olanzapine CPMP  olanzapine
EMEA
Olanzapine /
/ olanzapine
Olanzapine
olanzapine
Olanzapine
Olanzapine
olanzapine
olanzapine
Annex 1 [“Zyprexa’] [“Zyprexa Velotab”]

European Ppublic Assesment Report

http://www.emea.eu.int/pdfs/human/press/pus/085604en.pdf
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