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FDA
FDA MedWatch

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and

Research CDER June 2005
e FDA/CDER
2005/08/24

http://www.fda.gov/medwatch/SAFETY/2005/jun05_quickview.htm

2005

C contraindications BW boxed warning W warnings
P precautions AR adverse reactions
BW w AR

Estradiol/norethindrone acetate Activella Tablets o | o o
Morphine sulfate injection, USP Duramorph Preservative-Free o
Somatropin rDNA origin Nutropin o o
injection
Somatropin rDNA origin Nutropin AQ o o
injection
Estradiol transdermal system Climara o o
Estradiol/levonorgestrel Climara Pro o o
transdermal system
Clozapine Clozaril Tablets o o
Emtricitabine Emtriva Capsules o o
Conjugated Prempro Tablets o o
estrogens/medroxyprogesterone
acetate
Conjugated Premphase Tablets



http://www.fda.gov/medwatch/SAFETY/2005/jun05_quickview.htm
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BW AR
estrogens/medroxyprogesterone
acetate
Irinotecan hydrochloride Camptosar Injection
Clozapine, USP FazaClo Orally Disintegrating
Tablets
Doxercalciferol Hectorol Injection o
Levetiracetam Keppra o
Tablets and Oral Solution
Lovastatin Mevacor Tablets
Budesonide inhalation suspension | Pulmicort Respules
Efalizumab Raptiva o
Injection, Subcutaneous
Ezetimibe/simvastatin Vytorin  Tablets o
Topiramate Topamax Tablets o
Topamax Sprinkle Capsules
Capecitabine Xeloda Tablets o
Melphalan hydrochloride Alkeran Injection
Dolasetron mesylate Anzemet Injection
Amoxicillin/clavulanate Augmentin XR o
potassium Extended Release Tablets
Technetium Tc99m Exametazine | Ceretec Injection
5% Dextrose and Electrolyte No. | 5% Dextrose and Electrolyte No.
48 Injection 48 Injection
5% Dextrose and Electrolyte No. | 5% Dextrose and Electrolyte No.
75 Injection 75 Injection
Aprepitant Emend Capsules
Etanercept EnbrelSubcutaneous Injection
Enfuvirtide Fuzeonfor Injection
Doxercalciferol Hectorol Capsules
Fosamprenavir calcium Lexiva Tablets
Niacin Niaspan o

Extended Release Tablets

Mannitol injection, USP

Osmitrol Injection

Oxandrolone tablets, USP

Oxandrin  Tablets
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BW AR
Potassium Chloride in Lactated Potassium Chloride in Lactated
Ringer’s and 5% Dextrose Ringer’s and 5% Dextrose
Injection, USP Injection, USP
Sirolimus Rapamune
Oral Solution and Tablets
Interferon beta-1a Rebif
3% and 5% Sodium Chloride 3% and 5% Sodium Chloride
Injection, USP Injection, USP
Sodium lodide 1-123 Sodium lodide 1 123  Capsules
Sevoflurane Ultane Volatile Liquid for
Inhalation
Iron sucrose injection, USP Venofer Injection o
Piperacillin and tazobactam Zosyn Injection
Zafirlukast Accolate Tablets o
Nitazoxanide Alinia Tablets and for Oral o
Suspension
Moxifloxacin hydrochloride Avelox Tablets o
Moxifloxacin hydrochloride in Avelox L.V. Injection
sodium chloride
Esomeprazole magnesium Nexium Delayed-Release o
Capsules
Montelukast sodium Singulair Tablets, Chewable o

Tablets and Oral Granules
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FDA

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

August 25, 2005

2005/08/25

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

“Zyvox” linezolid

“Mobic” meloxicam

8



http://www.fda.gov/cder/pediatric/Summaryreview.htm
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Albumin therapy in critically-ill patients.

. albumin
2005/08/18
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http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/albumin nth-aah e.html

Health Canada Albumin
SAFE albumin
SAFE 1998
albumin
albumin
Albumin
1998 8 7 Health Canada British Medical Journal
1998 7 25 Cochrane Injuries Group
/ albumin
albumin 32
albumin 6%
Albumin
albumin
2004 5 27 New England Journal of Medicine SAFE Saline versus Albumin Fluid
Evaluation SAFE
4%albumin 28
7,000
albumin RR[0.99] 95%CI[0.91
1.09] 1998 SAFE
albumin RR[1.36] 95%CI[0.99 1.86] p=0.04
albumin RR[0.87] 95%CI[0.74


http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/albumin_nth-aah_e.html
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1.02] p=0.09 SAFE
Cochrane Injuries Group 2004 10 18
SAFE albumin
RR  1.01 95%CI[0.92 1.10] albumin
Albumin

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/1998/albumin_nth-ah e.html

albumin
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Health Canada
Health Canada allows “Adderall XR” back on the Canadian market
e [“Adderall XR*] amphetamine
2005/08/24
http://www.hc-sc.gc.ca/ahc-asc/media/nr-cp/2005/2005_92_e.html

Health Canada [‘Adderall XR’]
2006 2 9
New Drug
Committee NDC
Vol.3 No.04
amphetamine ADHAD

dextroamphetamine
ADHAD


http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/1998/albumin_nth-ah_e.html
http://www.hc-sc.gc.ca/ahc-asc/media/nr-cp/2005/2005_92_e.html
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Health Canada
Health Canada recommends restricting the indication for [“lressa’] to patients whose tumours
are EGFR expression status positive or unknown
e [“Iressa’] gefitinib
2005/08/26

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/iressa_hpc-cps e.html

AstraZeneca Canada Health Canada [‘Iressa’] gefitinib
EGF EGFR [‘Iressa’]
ISEL

ISEL EGFR [‘Iressa’] EGFR

[‘Iressa’]

ISEL
gefitinib EGFR

TGA

EU EMEA
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WHO EDM
¢ WHO Drug Information Vol.19 No.2 2005

Safety and Efficacy Issues
Effect of medroxyprogesterone on bone mineral density
Medroxyprogesterone

2005/08/03

http://www.who.int/druginformation/vol19num2_2005/DI119-2.pdf

medroxyprogesterone acetate BMD


http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/prof/iressa_hpc-cps_e.html
http://www.who.int/druginformation/vol19num2_2005/DI19-2.pdf
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[“Depo-Provera®] medroxyprogesterone acetate

progestogen 1989
FDA CSM
Health Canada BMD [“Depo-Provera’]
Medroxyprogesterone acetate BMD
BMD
5 [“Depo-Provera’] 150mg
BMD BMD 5
6% BMD 2
[“Depo-Provera’]
Medroxyprogesterone acetate BMD

medroxyprogesterone acetate

medroxyprogesterone acetate /

1 Health Science Authority HSA . ProductSafety Alert 17 March 2005 at
http://www.hsa.gov.sg/cda/safetyalerts

medroxyprogesterone

Vol.3 2005 No.17 09/08 R9

WHO EDM
WHO Drug Information Vol.19 No.2 2005

Safety and Efficacy Issues
Tumour necrosis factor inhibitors: safety update
TNF

2005/08/03

http://www.who.int/druginformation/vol19num2_2005/DI119-2.pdf

3 TNF


http://www.hsa.gov.sg/cda/safetyalerts
http://www.who.int/druginformation/vol19num2_2005/DI19-2.pdf

[“Remicade’] infliximab [“Enbrel”] etanercept

TNF
Agency TNF
SIR
TNF
3
TNF
TNF
TNF
infliximab
infliximab
infliximab 2 1
infliximab

Heath Science Agency

Vol.3 No.17 2005/09/08

TNF

ALT AST

[“Humira’] adalimumab
TNF

Heath Science

TNF

TNF

TNF

infliximab

infliximab

1 Update on the TNF blocking agents. Briefing Document for FDA Arthritis Advisory Committee,

4 March 2003.

2 HSA Product Safety Alert 31 March 2005 at http://www.hsa.gov.sg/cda/safetyalerts

infliximab

TNF a fa



http://www.hsa.gov.sg/cda/safetyalerts
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etanercept TNFalfa/LTalfa

adalimumab TNF a fa Phase Il 2005/07/29
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WHO EDM
WHO Drug Information Vol.19 No.2 2005

Safety and Efficacy Issues
Erythropoietin: caution in cancer patients
Erythropoietin:

2005/08/03

http://www.who.int/druginformation/vol19num2_2005/DI119-2.pdf

erythropoietin EPO [“Eprex’] epoetin alfa
[“Recormon’] epoetin beta
EPO /
Health
Sciences Authority Pharmacovigilance Advisory Committee PVAC
EPO
EPO
ENHANCE study
epoetin
beta /
5% epoetin beta 11% Epoetin beta

Breast Cancer Erythropoietin Trial BEST
epoetin alfa epoetin alfa QoL

24% epoetin alfa
32

EPO

10


http://www.who.int/druginformation/vol19num2_2005/DI19-2.pdf
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ASCO American Society of Clinical Oncology ASH American Society of Hematology
EORTC European Organization for Research and Treatment of Cancer
EPO
/ EPO
11g/dL
EPO - PVAC
EPO
EPO 12g/dL

Lancet, 362:1255-1260 2003 .

Lancet Oncology, 4: 459-460 2003 .

Journal of Clinical Oncology, 20: 4083 2002 .

European Journal of Cancer; 40: 2201 2004 .

HSA Product Safety Alert. 31 March 2005 at http://www.hsa.gov.sg/cda/safetyalerts

Epoetin alfa and blood clot formation in cancer patients. WHO Drug Information, 18 4 : 285
2004 .

o OB~ W N

epoetin alfa genetical recombination

epoetin beta genetical recombination
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WHO EDM
WHO Drug Information Vol.19 No.2 2005

Safety and Efficacy Issues
Tuberculin purified protein derivative Mantoux and serious allergic reactions

Mantoux
2005/08/03

http://www.who.int/druginformation/vol19num2_2005/DI119-2.pdf

[“ Tubersol”]

11


http://www.hsa.gov.sg/cda/safetyalerts
http://www.who.int/druginformation/vol19num2_2005/DI19-2.pdf
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epinephrine 1:1000
15

15

1 Canadian Immunization Guide 2002. P. 14.
http://www.phac-aspc.gc.ca/publicat/cig-gci/pdf/partl-cdn_immuniz_guide-2002-6.pdf

2 Communication from Sanofi Pasteur at http://www.sanofipasteur.ca and Health Canada website
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/index_e.html 19 May 2005.
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e WHO Pharmaceuticals Newsletter No.3 2005
Regulatory Matters
Albumin -- Safety issues in critically ill patients
Albumin
2005/08/24
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf

FDA Albumin
1998 Cochrane Injuries Group FDA
Albumin ' ?
Albumin
2005 3 BPAC Blood
Products Advisory Committee SAFE study: Saline versus Albumin Fluid
Evaluation, N Engl J Med 2004;350:2247-56 Cochrane

SAFE

Albumin FDA
BPAC
SAF Albumin

1) Safety of albumin administration in critically ill patients. United States Food and Drug

12


http://www.phac-aspc.gc.ca/publicat/cig-gci/pdf/part1-cdn_immuniz_guide-2002-6.pdf
http://www.sanofipasteur.ca
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/index_e.html
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf
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Administration,16 May 2005
http://www.fda.gov

albumin
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Regulatory Matters

Donepezil Warning of rhabdomyolysis
Donepezil
2005/08/24

http://www.who.int/medicines/library/pnewslet/pn2005 3.pdf

[“Aricept”] donepezil
AChE
70

1 Scrip World Pharmaceutical News No. 3067, 29 June 2005
http://www.scripnews.com

donepezil
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Regulatory Matters
Phenylpropanolamine Suspended while adverse reaction reports are reviewed
Phenylpropanolamine
2005/08/24
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf

Infarmed
phenylpropanolamine PPA / PPA
PPA (N Eng J of Med, 2000; 343:
1826-32) PPA WHO Pharmaceuticals

13


http://www.fda.gov
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf
http://www.scripnews.com
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf
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Newsletters No. 4, 1996 No. 5, 2004

1) Boletim de Farmaco Vigilancia, 2005, 9(2).
phenylpropanolamine PPA
2005/03/31
PPA oTC
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Regulatory Matters
Valdecoxib Sales suspended in more countries
Valdecoxib EU
2005/08/24
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf

Pfizer EU [“Bextra’] valdecoxib
Pfizer WHO Pharmaceuticals Newsletter
No. 2, 2005 Health Canada
valdecoxib
Ranbaxy Laboratories valdecoxib
Drug Controller General  valdecoxib /
Ranbaxy Celecoxib parecoxib
valdecoxib  etoricoxib COX-2
7 ’ WHO Pharmaceuticals Newsletter No. 2,
2005

1) EMEA statement, EMEA/121637/2005, 7 April 2005

http://www.emea.eu.int

2) 'Dear Health-care Professional’ letter from Pfizer Canada Inc., 21 April 2005
http://www.hc-sc.gc.ca
3) Scrip World Pharmaceutical News No. 3048, 22 April 2005
http://www.scrippharma.com
valdecoxib COX-2 2005/04/07

14


http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf
http://www.emea.eu.int
http://www.hc-sc.gc.ca
http://www.scrippharma.com
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Regulatory Matters
Veralipride Suspended due to neurological and other adverse reactions
Veralipride
2005/08/24
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf

Spanish Agency for Medicines and Medical Devices
[“Agreal’] veralipride 2005 6

Medicines Safety Committee veralipride

1) Communicacion. Agencia Espanola de medicamentos (Agemed), 20 May 2005

http://www.agemed.es

veralipride
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Safety of Medicines

Anticonvulsants Drug-suicide link to be reviewed

2005/08/24
http://www.who.int/medicines/library/pnewslet/pn2005 3.pdf

FDA  Pfizer 13 /

FDA

[“Neurontin”](gabapentin)
FDA

1) Scrip World Pharmaceuticals News No. 3050, 29 April 2005

http://www.scrippharma.com

15


http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf
http://www.agemed.es
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf
http://www.scrippharma.com
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Safety of Medicines
Fluorescein Recommendations for safe use
Fluorescein
2005/08/24
http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf

AFSSAPS  French Agency for the Medical Safety of Health Products
[ AK-Fluor”](fluorescein)
2004 10 23 5
AFSSAPS
fluorescein AFSSAPS
30

1) Choulika S. Recommendations regarding the use of fluorescein injection. Vigilances, February
2005, 3(25).
fluorescein

16


http://www.who.int/medicines/library/pnewslet/pn2005_3.pdf

