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1. MedWatch 2003.12 web 2004.1.2
2003 Safety Alerts for Drugs: [ ©“ Tamiflu®] oseltamivir phosphate Capsules and for Oral
Suspension
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2. MedWatch web 2004.1.6
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER October 2003
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Fluticasone Propionate Inhalation Powder Flovent Rotadisk = o | o
Somatropin [rDNA origin] for Injection Genotropin = =
Pimozide Orap Tablets = o
Thalidomide Thalomid Capsules = o | o | o
Quinapril Hydrochloride Accupril Tablets = o
Quinapril Hydrochloride/Hydrochlorothiazide Accuretic Tablets = =
Perindopril Erbumine Aceon Tablets o
200mg Ibuprofen and 30mg Pseudoephedrine Advil Cold and Sinus Caplets Tablets o
Hydrochloride
Naratriptan Amerge Tablets o
Moxifloxacin Hydrochloride Avelox Tablets and I.V. o | o | o
Cytarabine Liposome Injection DepoCyt o
Etanercept Enbrel o o
Trastuzumab Herceptin o =
Benazepril Hydrochloride Lotensin Tablets =
Benazepril Hydrochloride and Lotensin HCT Tablets o
Hydrochlorothiazide
Telmisartan Micardis Tablets o | of| o
Fosinopril Sodium Monopril Tablets o
Fosinopril Sodium/Hydrochloride Monopril-HCT Tablets o
Pergolide Mesylate Permax Tablets o | o
Sirolimus Rapamune Oral Solution and Tablets o =
Ribavirin Rebetol Capsules and Oral Solution o | o | o
Fentanyl Citrate Sublimaze Injection o | o | o
Atenolol and Chlorthalidone Tenoretic Tablets o | o
Moexipril Hydrochloride/Hydrochlorothiazide  |Uniretic Tablets o
Moexipril Hydrochloride Univasc Tablets =
Zafirlukast Accolate Tablets =
Penciclovir Cream Denavir o o
Estramustine Phosphate Sodium Emcyt Capsules o
Fluticasone Propionate Flovent Inhalation Aerosal o =
Phentermine Resin lonamin Capsules o
Metoprolol Tartrate and Hydrochlorothiazide Lopressor HCT Tablets o
Leuprolide Acetate/Depot Suspension/Injection |Lupron Depot-PED o
Nitrofurantoin Monohydrate/Macrocrystals Macrobid Capsules o
Methylergonovine Maleate Methergine Tablets and Injection o
Omeprazole Prilosec Delayed-Release Capsules o | o
Zidovudine Retrovir Capsules, Syrup, and Tablets o | o
Methotrexate Sodium Rheumatrex Tablets o [ o
Risperidone Risperdal Tablets and Oral Solution o o

Risperdal M-TAB Orally Disintegrating

Tablets
Bosentan Tracleer Tablets = o
Cholesevelam Hydrochloride Welchol Tablets o
Xenon X-133 Gas Xenon X-133 Gas o
Ofloxacin Otic Solution FloXin Otic =
Imatinib Mesylate Gleevec Capsules o
Montelukast Sodium Singulair Tablets, Chewable Tablets, and o

Oral Granules
Eprosartan Mesylate Teveten Tablets o
Eprosartan Mesylate/Hydrochlorothiazide Teveten HCT Tablets =

http://www.fda.gov/medwatch/SAFETY/2003/oct03 quickview.htm
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3. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of
January 7, 2004
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Medical | Clinical Pharmacology

Alendronate Fosamax Merck o o
Atovaquone and Proguanil | Malarone GlaxoSmithKline o o
Benazepril Lotensin Novartis o o
Budesonide Pulmicort | AstraZeneca o
Ciprofloxacin Ciloxan Alcon o
Esmolol [ Brevibloc | Baxter o o
Fentanyl Duragesic | ALZA o o
Fexofenadine Allegra Aventis o o
Fludarabine Fludara Berlex o o
Fluticasone Flonase GlaxoSmithKline o
Fluticasone Flovent GlaxoSmithKline o o
Fosinopril Monopril Bristol-Myers Squibb | © 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 o
Venlafaxine Effexor Wyeth Ayerst o o

http://www.fda.gov/cder/pediatric/Summaryreview.htm
2004 1 7 web

Esmolol Hydrochloride B1


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

4. MedWatch 2003.12.23 web 2004.1.9
Important User Notification : Ortho Antibody to HBsAg ELISA Test System 3 and Ortho
Antibody to HBsAg ELISA Test System 3 Confirmatory Test

ELIZA

Ortho-Clinical Diagnostics FDA Antibody to HBsAg ELISA Test System 3 B
ELIZA 3
Antibody to HBsAg
ELISA Test System 3 Confirmatory Test B
ELIZA 3
Ortho

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

http://www.fda.gov/medwatch/SAFETY/2004/ortho-ELISA deardoc.pdf

5. FDA Press Release 2004.1.22
FDA Launches Consumer Campaign on Safe Use of OTC Pain Products
FDA OTC

FDA oTC
FDA Mark B. McClellan, M.D., Ph.D.
FDA acetoaminophen NSAIDs
oTC aspirin ibuprofen naproxen sodium ketoprofen
OoTC
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6. FDACDER 2004.1.22
Safety Concerns Associated with Over-the-Counter Drug Products Containing Analgesic
/Antipyretic Active Ingredients for Internal Use
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1 Nonprescription Drug Advisory Committee Meeting, September 2002 transcripts located

at www.fda.gov/ohrms/dockets/ac/02/transcripts/3882T1.htm



2 Woodbury DM, Fingl E: Analgesic-Antipyretic and Antiinflammatory Agents and Drugs
Employed in the Treatment of Gout. In Hardman JG, Gilman AG, Limbird LE eds
Goodman ”s &Gilman *s The Pharmaceutical Basis of Therapeutics, 5th ed. New York,
Mcgraw-Hill, 1970: 325-58.
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7.MedWatch web 2004.1.26
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER November 2003
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http://www.fda.gov/cder/drug/analgesics/SciencePaper.htm
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Fluticasone Propionate and Salmeterol Inhalation Advair Diskus olo| o] o]l o
Powder
Estradiol Transdermal System Alora = = o | ol o
Pyrimethamine Daraprim Tablets o o | o
Pioglitazone Hydrochloride Actos Tablets o | o o
Penicillamine Capsules Cuprimine o]l o] o
Desmopressin Acetate DDAVP Injection o | o
Desmopressin Acetate DDAVP Nasal Spray o | o
Desmopressin Acetate DDAVP Rhinal Tube o | o
Desmopressin Acetate DDAVP Tablets o | o
Abciximab ReoPro ol o] o
Risperidone Risperdal Tablets and Oral Solution o o

Risperdal M-TAB Orally
Disintegrating Tablets

Amantadine Hydrochloride Symmetrel Syrup and Tablets o | o] o
Atenolol Tenormin 1.V. Injection o | o
Atenolol Tenormin Tablets o | o
Oxymetholone Anadrol-50 Tablets =
Neomycin Sulfate, Polymyxin B Sulfate, Bacitracin [Cortisporin Ointment =
Zinc, and Hydrocortisone Qintment, USP
Pemoline Cylert Tablets and Chewable Tablets o
Kit for Preparation of Tc99m Succimer for Injection |DMSA o
Ergocalciferol, USP Drisdol Capsules o
Lamivudine Epivir Tablets and Oral Solution =
Lamivudine Epivir-HBV Tablets and Oral Solution o
Chlorambucil Leukeran Tablets o
Leuprolide Acetate Lupron Injection =)
Kit for the Preparation of Technetium Tc99m Myoview o
Tetrofosmin for Injection
Hydrocodone Polistirex/ Chlorpheniramine Polistirex | Tussionex Pennkinetic o
Stanozolol Winstrol Tablets =
Oxycodone Hydrochloride OxyContin_Controlled-Release Tablets o
Pantoprazole Sodium Protonix I.V. for Injection =

http://www.fda.gov/medwatch/SAFETY/2003/nov03 quickview.htm

http://www.fda.gov/medwatch/SAFETY/2003/nov03.htm

8. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of

January 28, 2004
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Medical | Clinical Pharmacology

Alendronate Fosamax Merck o o
Atovaquone and Proguanil | Malarone GlaxoSmithKline o o
Benazepril Lotensin Novartis o o
Budesonide Pulmicort AstraZeneca o
Ciprofloxacin Ciloxan Alcon o
Esmolol Brevibloc Baxter o o
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http://www.fda.gov/medwatch/SAFETY/2003/nov03_quickview.htm
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Medical | Clinical Pharmacology

Fentanyl Duragesic ALZA o o
Fexofenadine Allegra Aventis o o
Fludarabine Fludara Berlex o o
Fluticasone Flonase GlaxoSmithKline o
Fluticasone Flovent GlaxoSmithKline o o
Fosinopril Monopril Bristol-Myers o o

Squibb
Glyburide and Metformin | Glucovance | Bristol-Myers o o
CEN Squibb
Ofloxacin Ocuflox Allergan o
Orlistat Xenical Hoffmann-La Roche | © o
Oxybutynin Ditropan Johnson &Johnson o o
Temozolomide Temodar Schering o o
Topotecan Hycamtin GlaxoSmithKline o o
Venlafaxine Effexor Wyeth Ayerst o o

http://www.fda.gov/cder/pediatric/Summaryreview.htm
2004 1 28 web

9. CDER 2004/01/28
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of January
28,2004 ['Glucovance] glyburide and metformin
2004 1 28
[“Glucovance’] glyburide/metformin
Bristol-Myers Squibb 2003 5 29
[ © Glucovance ] glyburide glibenclamide INN JP /metformin
[ © Glucovance 7] NDA N21-178 2000 7 31 2
[© Glucovance ] glyburide
metformin
OCPB  Office of Clinical Pharmacology and Biopharmaceutics  Study 1
Study 2 Study 1

[ © Glucovance * ]

2 glyburide metformin
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CV138-049 glyburide  metformin

2 glyburide  metformin

[ Glucovance ] glyburide

metformin 2

[ © Glucovance ~ ]

Optional Intra-Division CPB  Customs and Border Protection 2003 12 11

[ © Glucovance 7] glyburide  metformin

http://www.fda.gov/cder/foi/esum/2004/21178N000,se5-007 Glucovance Pharma BPCA.pdf

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

Glibenclamide INN JP Metformin
Glyburide Hydrochloride

Glyburide  metformin
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