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1. Immune Globulin Intravenous (Human) (IGIV); Required Updates to Product Labeling
2003.10.16 web 2003.12.15
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Human Immunoglobulins


http://www.fda.gov/cber/ltr/igiv101603.htm

2. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of December

17,2003
2003 12 17
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 CEZIH Ciloxan Alcon 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
Ofloxacin CE=H Ocuflox Allergan o

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

Ciprofloxacin Ciprofloxacin
[ Ciloxan”] ciprofloxacin

hydrochloride 03% 1
[“Ciloxan’] 03% 2
Ciprofloxacin NDA 19-992 1999 10
22 2001 8 3 2002 9 6
1 ciloxan 0.3% 1 3 moxifloxacin 0.5%1 3
9
SNDA 19-992/SE5-017 1
[“Ciloxan’] 0.3% [“Ciloxan’]
61% 70% 10% [“Ciloxan’]
moxifloxacin 53% 9
80% [“Ciloxan’]
[“Ciloxan’] 0.3% NDA
19-922

http://www.fda.gov/cder/foi/esum/2003/19992se5-017 BPCA ltr.pdf
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Ciprofloxacin Hydrochloride

2 Executive Summary Ofloxacin

Ofloxacin


http://www.fda.gov/cder/foi/esum/2003/19992se5-017_BPCA_ltr.pdf

1
SNDA 19-921/SE5-018

4
4
Ofloxacin ofloxacin 03% 1
1
Ofloxacin NDA 19-921
1999 10 22 2001 8 3 2002 9 6
31 ofloxacin0.3% [“Ocuflox’]
trimethoprim sulfate/polymyxin b sulfate [“Polytrim”] 7
sNDA 19-921/SE5-018 1
[“Ocuflox’] 0.3%
[“Ocuflox’] 60% 70% 10%
7 [“Ocuflox®] 55% [“Polytrim”]
50% [“Ocuflox’] [“Polytrim?] 48%
[“Ocuflox”]
ofloxacin 0.3%

http://www.fda.gov/cder/foi/esum/2003/19921se5-018 BPCA ltr.pdf
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http://www.fda.gov/cder/foi/esum/2003/19921se5-018_BPCA_ltr.pdf
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B1 R = 6-

Dbu = -, y-
By R = 6-

Dbu = -, y-

B Polymyxin B Sulfate

3 Executive Summary Orlistat

Orlistat
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Roche
Orlistat [“Xenical”] tetrahydrolipistatin
Orlistat BMI >30 kg/m? > 27 kg/m?
1999 4 23
orlistat 2000
9 2 1 539
BMI>97% 52 2:1 32
11
1 65%
orlistat BMI +0.31 kg/m? -0.55 kg/m?
P=0.001 26.5% orlistat 15.7%
BMI 5% P =0.005 orlistat 13.3%
4.5% BMI 10% P =0.002
orlistat 0.53 kg
3.1kg P =0.001
60% orlistat 31%
5% 27%  orlistat 11%



1 10%

orlistat 2.6cm 0.6cm P =0.008 orlistat
1.3cm 0.1cm P =0.01
152 orlistat 77 DEXA
orlistat 0.54kg
1.45kg orlistat 2.4kg
0.38kg P =0.03
2 373 orlistat 1 198
1 65% orlistat 63%
52 orlistat 94%
22 orlistat
73% 72%
orlistat
orlistat
orlistat 3.00 pg/dL orlistat 0.59
pg/dl P = 0.001 E 52.18 umol/ L orlistat 11.92 pmol/L P
=0.089
orlistat
orlistat
Orlistat QTc

http://www.fda.gov/cder/foi/esum/2003/20766se5-018 Orlistat BPCA CLINICAL _lItr.pdf

Orlistat Phasell 2002/11/12


http://www.fda.gov/cder/foi/esum/2003/20766se5-018_Orlistat_BPCA_CLINICAL_ltr.pdf

Health Canada

1. Important New Safety Information: Hepatic Injury Associated with Beta-Interferon Treatment

for Multiple Sclerosis 2003.12.4 web 2003.12.11
B-
B-
6 6
ALT alanine aminotransferase 5
3 1
[3_
B-
B_

Avonex Interferonf3-1a Biogen Idec Canada 30mcg
Betaseron Interferon[3-1b Berlex Canada 0.25mg
Rebif Inteferon[3-1a Serono Canada 3 22-44mcg

B- 1/1,000
1/10,000

B-
3

B_

B- 1

6 6
6 B3-
ALT 5 B-

http://www.hc-sc.qgc.ca/hpfb-dgpsa/tpd-dpt/beta-interferon _hpc e.pdf



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/beta-interferon_hpc_e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/beta-interferon _hpc_e.html

-B-1la( ) Interferon-[3-1a genetical recombinant IFN-[3 agonist
2003/8/13
-B-1b ( ) interferon-[3-1b genetical recombinant IFN-[3 agonist

2. Advisory:Important safety information about the risk of liver injury in patients taking

beta-interferon therapy 2003.12.18

B-
3 B-
1
B-
http://www.hc-sc.gc.ca/english/protection/warnings/2003/2003_102.htm
3. Safety Warning Concerning the Use of Blue Food Dye in Enteral Feedings 2003.12.16
web 2003.12.19
FD & C Blue No. 1 1
2003 9 29 FDA http://www.cfsan.fda.gov/~dms/col-1tr2.html
FD & C Blue No. 1

/
FD & C Blue No. 1 Brilliant Blue FCF CAS No. 3844-45-9 Health
Canada Brilliant Blue Brilliant Blue

Health Canada
Brilliant Blue FCF

10


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/beta-interferon_hpc_e.html
http://www.hc-sc.gc.ca/english/protection/warnings/2003/2003_102.htm
http://www.cfsan.fda.gov/~dms/col-ltr2.html

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/blue food dye nth e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/blue_food dye nth e.html
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http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/blue_food_dye_nth_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/blue_food_dye_nth_e.html

