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1. MedWatch 2003.12.15 web 2003.12.22
2003 Safety Alerts for Drugs [“Permax”] pergolide mesylate
2003 [‘Permax”] pergolide mesylate
Eli Lilly levodopa/carbidopa

[“Permax”] pergolide mesylate

[“Permax”]



[“Permax”]

http://www.fda.gov/medwatch/SAFETY/2003/permax_deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#permax2
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2. MedWatch 2003.12 web 2004.1.2
2003 Safety Alerts for Drugs: [“Tamiflu®] oseltamivir phosphate Capsules and for Oral
Suspension
2003 [“Tamiflu”] oseltamivir phosphate
Roche Laboratories [“Tamiflu”] oseltamivir phosphate
[“ Tamiflu”] 2 1
[“ Tamiflu”]
13 [Tamiflu”] 1
2003-2004
CDC
114,000
36,000
18 42
[“Tamiflu’] 1
1 [“ Tamiflu”]
Oseltamivir phosphate 1,000mg/kg 250 7
oseltamivir oseltamivir phosphate
oseltamivir phosphate 1,500
[“ Tamiflu”]
Oseltamivir phosphate 1


http://www.fda.gov/medwatch/SAFETY/2003/permax_deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#permax2

800

1 [“ Tamiflu”]
FDA [ Tamiflu”]
[ Tamiflu”]
1
[“ Tamiflu”]
[“ Tamiflu”]
2 [“ Tamiflu”] 1
15 13
[“ Tamiflu”]
http://www.fda.gov/medwatch/SAFETY/2003/tamiflu_deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#tamiflu
CDC MMWR Weekly 2004.1.9 CDC 2003 10 18 18 93

Oseltamivir Phosphate

3. MedWatch 2003.12 web 2003.12.30
2003 Safety Alerts for Drugs: [“Topamax”] topiramate Tablets/Sprinkle Capsules
2003 [“Topamax’] topiramate /
Ortho-McNeil [“Topamax’] topiramate
[“Topamax’] /
[“Topamax’] 2
250
topiramate 23-67% 1-10%
topiramate 3-11% 1%
topiramate
1 400mg


http://www.fda.gov/medwatch/SAFETY/2003/tamiflu_deardoc.pdf
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#tamiflu

6mg/kg/ 4mEqg/L 10mEg/L

topiramate
/
topiramate
Topiramate
topiramate
topiramate

http://www.fda.gov/medwatch/SAFETY/2003/topamax_dhcp.pdf
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#topamax2
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Topiramate GABA agonist
Phase 111 2001/06/07

4.MedWatch web 2004.1.6

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  October 2003

FDA/CDER 2003 10


http://www.fda.gov/medwatch/SAFETY/2003/topamax_dhcp.pdf
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#topamax2

C CONTRAINDICATIONS
W WARNINGS

P PRECAUTIONS

BW BOXED WARNING

AR ADVERSE REACTIONS

C [BW|[ W P | AR

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

Risperdal M-TAB Orally Disintegrating

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

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

http://www.fda.gov/medwatch/SAFETY/2003/oct03 quickview.htm



http://www.fda.gov/medwatch/SAFETY/2003/oct03_quickview.htm

5. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of January 7,
2004

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

6. FDA Announces Plans to Prohibit Sales of Dietary Supplements Containing Ephedra
2003.12.30
FDA ephedra

FDA  ephedra ephedra

http://www.fda.gov/oc/initiatives/ephedra/december2003/
FDA Q&A
Questions and Answers about FDA's Actions on Ephedra Dietary Supplements 2003.12.30
FDA RAND
ephedra
2003 2 FDA  ephedra

ephedra

Ephedra Ma huang ephedrine
ephedrine Federal Food Drug and Cosmetic Act
ephedra
DSHEA
ephedra
1997 6 FDA ephedra 7
FDA
2000 2003 2 ephedra

http://www.fda.gov/oc/initiatives/ephedra/december2003/qa.html

http://www.cfsan.fda.gov/~dms/ds-ephed.html

Health Canada
Canadian Adverse Reaction Newsletter Vol.14 Issue 1 January 2004
web 2003.12.23 2004.1.5
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrvi4nl e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrvi4nl e.html

1 Valdecoxib [“Bextra”]: severe cutaneous reactions
[“Bextra”] valdecoxib
2 COX2 [“Bextra’] valdecoxib


http://www.fda.gov/oc/initiatives/ephedra/december2003/
http://www.fda.gov/oc/initiatives/ephedra/december2003/qa.html
http://www.cfsan.fda.gov/~dms/ds-ephed.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv14n1_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/adrv14n1_e.html

EM SJS TEN
[“Bextra”] valdecoxib
valdecoxib
Aspirin NSAIDs
Health canada 2002 12 11 2003 8 1 valdecoxib
9 5 EM SJS
TEN 5 2
SJS TEN
valdecoxib
valdecoxib
TEN
celecoxib sulfonamide
Health Canada
celecoxib rofecoxib
Valdecoxib celecoxib benzenesulfonamide
Rofecoxib methylsulfonyl
SJS TEN 50%
1 14
24
TEN SJS Valdecoxib 8

TEN  SJS

valdecoxib
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Valdecoxib COX-2 S
Phase 111 2003/09/05 Celecoxib COX-2
2003/09/05
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(Rofecoxib COX-2 Phase 111 2002/10/02

2 Natural health products and adverse reactions
1 Echinacea

Echinacea Asteraceae  Echinacea

Health Canada echinacea
23 4 3

2 Ginkgo biloba

Ginkgo 21

ticlopidine  ginkgo 2
Clopidogrel ASA
Ginkgo warfarin aspirin
NSAIDs ticlopidine clopidogrel
36 ginkgo

3 St. John's wort

St. John's wort hypericum perforatum P450 CYP 3A4
CYP3A4

St. John's wort 5-HT
triptan
St. John's wort 45
2 sertraline 1 venlafaxine



St. John's wort

2 1 lithium 1 bupropion

3 Case Presentations

1 Ciprofloxacin:

Health Canada  ciprofloxacin 4
35 47 65 67 3 1,000 mg/ 1
800mg 1 3
1
HNO Y
N N

\ « HCI * H,0
F Co,H

(0]

Ciprofloxacin Hydrochloride

2 Finasteride:

40 finasteride
3
4 Finasteride
2 finasteride 1mg/
19 14 5

Finasteride androstan
2003/05/16 2003/08/06
3 somatropin :
FDA PWS [ © Genotropin”]
somatropin 2003 5 30 Pfizer
Pfizer 1

10



PWS
7 somatropin [“Biotropin’] [“Genotropin’]
[“Humatrope’] [“ Nutropin®] [“Protropin”] [“Saizen’] [“Serostim?”]
PWS Somatropin PWS

somatropin

Somatropin Genetical Recombination
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