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[“Remicade’] infliximab FDA 3
[“Geodon”] ziprasidone FDA 4
FDA/CDER 2004 6 FDA 5
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1. FDA Talk Paper 2004/08/20

FDA Updates Its Review of Antidepressant Drugs in Children

Agency Details Plans to Present Data to Advisory Committees in September and Seek Advice on
Appropriate Regulatory Actions
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http://www.fda.gov/cder/pediatric/Summaryreview.htm
http://www.fda.gov/ohrms/dockets/ac/04/briefing/2004-4065b1.htm

http://www.fda.gov/bbs/topics/ ANSWERS/2004/ANS01306.html

2. CDER 2004/08/20
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of August 20,
2004
2004 8 20 web
[“Celexa’] citalopram [“Remeron”] mirtazapine [“Serzone’] nefazodone
[“Paxil”] paroxetine [“Zoloft”] sertraline [“Ferrlecit”] sodium ferric gluconate

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

3. FDA MedWatch Web 2004/08/24 2004/08/11
2004 Safety Alerts [“*Remicade”] infliximab

Centocor [“Remicade’]
infliximab

[“Remicade”’]

Centocor


http://www.fda.gov/cder/pediatric/Summaryreview.htm
http://www.fda.gov/ohrms/dockets/ac/04/briefing/2004-4065b1.htm
http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01306.html
http://www.fda.gov/cder/pediatric/Summaryreview.htm
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1998 8 24 [“Remicade’] 509,000 [“Remicade’]

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

Infliximab Genetical Recombination TNF Alpha antagonist

4. FDA MedWatch Web 2004/08/31 2004/08
2004 Safety Alerts [*Geodon”] ziprasidone

FDA

[“Geodon’] ziprasidone
URL

[“Geodon’]


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

[“Geodon’]

[“Geodon’]
[“Geodon’]
[“Geodon’]
[“Geodon”]
[“Geodon”] Pfizer
[“Geodon’] FDA

http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#geodon
http://www.fda.gov/medwatch/SAFETY/2004/Geodon083004.pdf

Ziprasidone Hydrochloride Hydrate SDA serotonin-dopamine antagonist
Phase 11 2004/04/08

5. FDA MedWatch Web 2004/08/31

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  June 2004

FDA/CDER 2004 6

Estradiol/norethindrone acetate

Fluorouracil DPD dihydropyrimidine dehydrogenase

Oxycodone /aspirin Aspirin 10
Aspirin NSAIDs


http://www.fda.gov/medwatch/SAFETY/2004/safety04.htm#geodon
http://www.fda.gov/medwatch/SAFETY/2004/Geodon083004.pdf

Oxycodone
Almotriptan maleate
Adalimumab

Propranolol hydrochloride/hydrochlorothiazide LA

Estazolam CYP3A

Mirtazapine

Metformin
http://www.fda.gov/medwatch/SAFETY/2004/jun04_quickview.htm
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http://www.fda.gov/medwatch/SAFETY/2004/jun04_quickview.htm

