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1. FDA Talk Paper 2004/03/02
FDA Plans to Evaluate Results of Women's Health Initiative Study for Estrogen-Alone

Therapy
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2. FDA News 2004/03/03
FDA Launches New Easy-to-Use Drug Information Web Site
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3. MedWatch web 2004/03/03
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER December 2003
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W WARNINGS

2003

12

BW BOXED WARNING
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AR ADVERSE REACTIONS

Cc BW AR
Estradiol Valerate Injection Delestrogen o o o
Demeclocycline Hydrochloride Declomycin Tablets o o
Sodium Polystyrene Sulfonate Kayexalate Powder o o
Lidocaine Hydrochloride and 5% | Lidocaine Hydrochloride and 5% o
Dextrose Injection Dextrose Injection
Tazarotene Tazorac Gel o o



http://www.fda.gov/bbs/topics/NEWS/2004/NEW01031.html

BW AR
Theophylline in 5%  Dextrose | Theophylline in 5% Dextrose Injection
Injection
Nevirapine Viramune Tablets and Oral o
Suspension
Fluorauracil Cream Carac
Clozapine Clozaril Tablets
Escitalopram Oxalate Lexapro Tablets and Oral Solution o
Estradiol and Norgestimate Prefest Tablets o
3% Amino Acid and 3% Glycerin | ProcalAmine
Injection with Electrolytes
Thioguanine Tabloid Tablets
Topiramate Topamax Tablets and Sprinkle o
Capsules
Amoxicillin Capsules, Tablets, | Amoxil
Chewable Tablets, and Powder for
Oral Suspension
Triamcinolone Acetonide Azmacort Inhalation Aerosol
Terbutaline Sulfate Bethine Injection and Tablets
Cefadroxil Monohydrate Duricef Capsules and Oral Suspension
Erythromycin Delayed-Release | Eryc
Capsules
Diflorasone Diacetate Cream Florone
Dalteparin Sodium Injection Fragmin o
Imatinib Mesylate Gleevec Tablets o
Saquinavir Mesylate Invirase Capsules
Lopinavir/Ritonavir Kaletra Capsules and Oral Solution
Leuprolide Acetate Lupron Injection
Atovaquone and Proguanil Malarone Tablets and Pediatric o
Hydrochloride Tablets
Busulfan Myleran Tablets
Triamcinolone Acetonide Nasacort AQ Nasal Spray
Ciclopirox Penlac Nail Lacquer Topical Solution
Pantoprazole Protonix Delayed-Release Tablets o

0.9% Sodium Chloride Injection

0.9% Sodium Chloride Injection

Voriconazole

Vfend 1.V.,, Tablets, and Oral

Suspension
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lodixonal Visipaque Injection o
Orlistat Xenical Capsules o o
Azithromycin Zithromax Tablets and Oral o
Suspension
Mometasone Furoate Monohydrate Nasonex Nasal Spray o
Montelukast Sodium Singulair Tablets, Chewable Tablets, o
and Oral Granules

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

4. MedWatch web 2004/03/11
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER January 2004
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W WARNINGS P PRECAUTIONS AR ADVERSE REACTIONS
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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 | Femhrt o | o o o | o
Estradiol 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 Aggrenox Capsules o o
Dipyridamole
Cefazolin for Injection Ancef o | o



http://www.fda.gov/medwatch/SAFETY/2003/dec03_quickview.htm
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Pamidronate Disodium Injection Aredia
Celecoxib Celebrex Capsules
Clindamycin Hydrochloride Capsules | Cleocin HCI
Clindamycin Injection Cleocin Phosphate Sterile Solution
Clindamycin  Injection, in 5% | Cleocin Phosphate IV Sterile Solution
Dextrose
Indinavir Sulfate Crixivan Capsules
Oxaliplatin Eloxatin for Injection o
Cephalexin Keflex Pulvules
Lamotrigine Lamictal Tablets and Chewable

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

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
Azithromycin Zithromax for Oral Suspension and o

Tablets
Linezolid Zyvox IV Injection, Tablets and Oral

Suspension
Desloratadine Clarinex Tablets o
Desloratadine Rapidly | Clarinex Reditabs Tablets
Disintegrating
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
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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

5. CDER 2004/03/16
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of March

16, 2004
2004 3 16
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 o
Glyburide and Metformin Glucovance Bristol-Myers Squibb o o
Leflunomide CEZIH Arava Aventis 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

3 16 web
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6. Subject: Worsening Depression and Suicidality in Patients being Treated with
Antidepressant Medications 2004/03/22

FDA

[[Prozac’l] fluoxetine
[‘Zoloftl sertraline ['Paxil] paroxetine [Luvox’] fluvoxamine ['Celexa’] citalopram
['Lexapro] escitalopram ['Wellbutrin’l bupropion ['‘Effexor’] venlafaxine ['Serzone’]

nefazodone [[Remeron’] mirtazapine
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['Prozac’] fluoxetine

[[Prozac’] fluoxetine ['Zoloftl sertraline ['Luvox] fluvoxamine
2004 2 2 PDAC Psychopharmacological Drugs
Advisory Committee Peds AC Pediatric Subcommittee of the Anti-Infective Drugs
Advisory Committee
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7. FDA Talk Paper 2004/03/22
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Mirtazapine Noradrenergic
and Specific Serotonergic Antidepressant
NaSSA
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FDA Issues Public Health Advisory on Cautions for Use of Antidepressants in Adults and

Children
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FDA
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[Paxil’] paroxetine FDA 2003
6

FDA
FDA 10
bupropion citalopram fluoxetine fluvoxamine mirtazapine
nefazodone paroxetine sertraline escitalopram venlafaxine
['Prozac’] fluoxetine
[Zoloft] sertraline
[[Prozac’] fluoxetine [‘Luvox] fluvoxamine ['Luvox’] (fluvoxamine)
2004 2 2 FDA PDAC
Peds AC
FDA
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8. MedWatch Web 2004/03/22 2004/03/01

2004 Safety Alert: Zyprexa olanzapine

2004 [“Zyprexa’] (olanzapine)

Re: Safety data on [ “ Zyprexa ] olanzapine Hyperglycemia and Diabetes
[“Zyprexa’] (olanzapine) -

Eli Lilly and Company [Zyprexa]l olanzapine
FDA  Lilly [Zyprexa’]
['Zyprexa’] [‘Clozaril’]
clozapine Novartis ['Risperdal’] risperidone Janssen ['Seroquel’l quetiapine
AstraZeneca ['Geodon’] ziprasidone Pfizer [‘Abilify’] aripiprazole Bristol
Myers Squibb Otsuka American Pharmaceutical ['Zyprexa’]
[Zyprexa’]

http://www.fda.gov/medwatch/SAFETY/2004/Zyprexa deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2004/zyprexa.htm
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Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and

Research CDER February 2004
FDA/CDER

2004 2

13



C CONTRAINDICATIONS
P PRECAUTIONS

WARNINGS

BW BOXED WARNING
AR ADVERSE REACTIONS

C BW P AR

Sulfadoxine and Pyrimethamine Fansidar Tablets o o o
Methadone Hydrochloride Injection | Methadone Hydrochloride Injection o o o o
200mg Ibuprofen Advil Liqui-Gels

Advil Migraine Capsules
Dextrose Injections Dextrose Injections o
Trandolapril Mavik Tablets
Zoledronic Acid Zometa Injection o [e)
Risedronate Sodium Actonel Tablets o
Etidronate Disodium Didronel Tablets o
Coated Doxycycline Hyclate Pellets | Doryx o
Ethacrynic Acid Edecrin Tablets o
Ethacrynate Sodium Intravenous Sodium Edecrin
Erythromycin Base Eryc Delayed-Release Capsules o
Alendronate Sodium Fosamax Tablets o

Fosamax Oral Solution
rDNA Origin Glucagon for Injection o
Hydroxyurea Capsules Hydrea o
Cromolyn Sodium Inhalation | Intal Inhaler o
Aerosal
Cromolyn Sodium Inhalation | Intal Nebulizer Solution o
Solution
Manganese Chloride Injection Manganese Chloride Injection o
Phytonadione Mephyton Tablets o
Mexiletine Hydrochloride Mexitil Capsules o o
Mechlorethamine HCI for Injection Mustargen o
Cyclosporine Capsules Neoral Soft Gelatin Capsules o
Cyclosporine Oral Solution Neoral Oral Solution Modified
Erythromycin Ethylsuccinate and Pediazole Oral Suspension o
Sulfisoxazol ~ Acetyl for Oral
Suspension
Sevelamer Hydrochloride Renagel Tablets and Capsules o o
Cyclosporine Injection Sandimmune Injection o
Cyclosporine Oral Solution Sandimmune Oral Solution
Cyclosporine Soft Gelatin Capsules | Sandimmune Soft Gelatin Capsules
Acrivastine and Pseudoephedrine Semprex-D Capsules o
Ilvermectin Stromectal Tablets © ©
Nedocromil Sodium Tilade Inhaler o
Voriconazole Vfend I.V. for Injection o

Vfend Tablets and Oral Suspension
Agenerase Capsules and Oral | Agenerase Capsules and Oral o
Solution Solution
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Cilostazol

Pletal Tablets

http://www.fda.gov/medwatch/SAFETY/2004/feb04 quickview.htm

10. CDER 2004/03/29

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

29, 2004
2004 3 29
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

Ciprofloxacin CEZH Cipro Bayer o o
Esmolol Brevibloc Baxter o o
Fenoldopam CETH Corlopam Abbott 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 o
Glyburide and Metformin Glucovance Bristol-Myers Squibb o o
Leflunomide Arava Aventis o o
Nelfinavir CEXH Viracept Agouron o o
Norgestimate and Ethinyl ORTHO Johnson & Johnson o o
Estradiol CE2H TRI-CYCLEN

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
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11. FDA MedWatch Web 2004/04/12 2004/03/25
2004 Safety Alert : [ < Abilify ®] aripiprazole

2004 [“Abilify”] aripiprazole
FDA
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[ Abilify =] 10

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