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1. Revised Package Insert: Information regarding concurrent Etanercept and Anakinra therapy

2003.6.17
Etanercept anakinra
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(American College of Rheumatology ACR)
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1 Van Oosten BW, Barkhof F, Truyen L, et al. Increased MRI activity and immune activation in two
multiple sclerosis patients treated with the monoclonal anti-tumor necrosis factor antibody cAZ2.
Neurology 1996;47: 1531.

2 Arnason BGW, et al. (Lenercept Multiple Sclerosis Study Group). TNF neutralization in MS: Results
of a randomized, placebo-controlled multicenter study. Neurology 1999;53:457.

http://www.fda.gov/cber/products/etanimm060503.htm

http://www.fda.gov/cber/approvltr/etanimm060503L.htm Approval Letter
http://www.fda.gov/cber/label/etanimm060503LB.pdf Label

Etanercept TNF-o antagonist
1-235 tumor necrosis factor receptor (human) fusion protein with 236-467 immunoglobulin G1(human

y1-chain Fc fragment), dimer

Anakinra 1L-1 antagonist

N2-L-methionylinterleukin 1 receptor antagonist (human isoform x reduced)


http://www.fda.gov/cber/products/etanimm060503.htm
http://www.fda.gov/cber/approvltr/etanimm060503L.htm%EF%BC%88Approval
http://www.fda.gov/cber/label/etanimm060503LB.pdf%EF%BC%88Label%00

2. FDA Statement Regarding the Anti-Depressant [‘Paxil’]for Pediatric Population 2003.6.19

[“Paxil”] paroxetine hydrochloride FDA

FDA [“Paxil’]
[“Paxil’]
[“Paxil’]
[‘Paxil’] OCD MDD SAD
[‘Paxil’]
MDD 3 [‘Paxil’]
UK 2003
6 10 18

FDA  [*Paxil’]

http://www.fda.gov/bbs/topics/ ANSWERS/2003/ANS01230.html
\Vol.1 No.11 MHRA

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/seroxat18.pdf
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Paroxetine Hydrochloride SSRI

3.FDA Discusses Pediatric Drug Safety With Its Advisory Subcommittee Under Best
Pharmaceuticals for Children Act (2003.6.12)
FDA BPC Best Pharmaceuticals for Children Act

FDA BPC
BPC 2002 1 4 BPC 1
FDA
MedWatch
FDA BPC
BPC

sertraline oxybutynin atorvastatin simvastatin 4


http://www.fda.gov/bbs/topics/ANSWERS/2003/ANS01230.html
http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/seroxat18.pdf

FDA sertraline  oxybutynin atorvastatin ~ simvastatin

BPC FDA
BPC FDA

http://www.fda.gov/bbs/topics/ ANSWERS/2003/ANS01228.html
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Atorvastatin Calcium Hydrate

One Year Post-Pediatric Exclusivity Postmarketing Adverse Event Review Sertraline
1
1 [‘Zoloft’] sertraline
FDA 2002 1 2 2003 1 3 1

[‘Zoloft’] sertraline


http://www.fda.gov/bbs/topics/ANSWERS/2003/ANS01228.html
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Diphenhydramine Hydrochloride

3 [*Zocor’] simvastatin
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1
4 [‘Lipitor’] atorvastatin
10
NDTI 2000 2002 9,000 2000 14,000
2002 [‘Lipitor’] 1,700 %

2002 2 22 2003 3 22

http://www.fda.gov/cder/pediatric/presentation/ac6-03si/ped files/frame.htm
http://www.fda.gov/cder/pediatric/presentation/ac6-03si/6-12-2003%20AC all.ppt

4. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of June 18,
2003 2003.6.18

Budesonide Fentanyl Fexofenadine Fluticasone Fosinopril Oxybutynin Temozolomide Topotecan
Venlafaxine

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

Health Canada (2003.6.19)
Important Safety Information regarding repaglinide [‘GlucoNorm’]
EMEA contraindicates the concomitant use of repaglinide and gemfibrozil.
[“GlucoNorm?] repaglinide
EMEA repaglinide  gemfibrozil

2003 5 21 EMEA repaglinide  gemfibrozil
2
EMEA emfibrozil repaglinide
repaglinide
gemfibrozil
EMEA 5
repaglinide 2
repaglinide


http://www.fda.gov/cder/pediatric/presentation/ac6-03si/ped_files/frame.htm
http://www.fda.gov/cder/pediatric/presentation/ac6-03si/6-12-2003%20AC_all.ppt
http://www.fda.gov/cder/pediatric/Summaryreview.htm

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/repaglinide e.html
1 EMEA http://www.emea.eu.int/pdfs/human/press/pus/1170003en.pdf
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Repaglinide Gemfibrozil
Phaselll

2 Vol.1 No.8

Diabetologia 2003 Mar;46(3):347-51

Effects of gemfibrozil, itraconazole, and their combination on the pharmacokinetics and
pharmacodynamics of repaglinide: potentially hazardous interaction between gemfibrozil and
repaglinide.

Niemi M, Backman JT, Neuvonen M, Neuvonen PJ.

Gemfibrozil itraconazole repaglinide gemfibrozil
repaglinide
12 4 8 20 24 46 84kg
4 Gemfibrozil 600
mg itraconazole 100mg 200mg gemfibrozil itraconazole
3 1 2 1 3 repaglinide 0.25mg
Gemfibrozil  repaglinide  AUC 8.1 55 15.0 ;P<0.001 1.3
3.7 P<0.001 Itraconazole repaglinidle AUC 14 11 19 ;P<0.001
gemfibrozil itraconazole repaglinide AUC 194 129 247
6.1 P<0.001
7 repaglinide  gemfibrozil AUC 286 gemfibrozil
itraconazole 704  P<0.001
Gemfibrozil gemfibrozil itraconazole repaglinide
Repaglinide

gemfibrozil  repaglinide
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http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/repaglinide_e.html
http://www.emea.eu.int/pdfs/human/press/pus/1170003en.pdf
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