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1. Kava-kava piper methysticum and liver toxicity
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2. Aspirin and Reye's Syndrome in teenagers
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4. Measles, mumps and rubella vaccine
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5. Safety of mumps vaccine containing Urabe strain
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6. Inhaled corticosteroids and adrenal suppression in children
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7. Cyproterone acetate and venous thromboembolism
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8. Tamoxifen and venous thromboembolism
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9. Epoetin alfa and pure red cell aplasia
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10. Pergolide and fibrotic reactions

Pergolide

bromocriptine [*Cabaser’] cabergoline

Pergolide

[‘Celance’] pergolide

lisuride

Current Problems in Pharmacovigilance

N
H\/\CHs - HyC—SO03H

Pergolide Mesilate

11. Oral contraceptives and cervical cancer
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12. Labelling of iron containing medicines and packaging
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Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
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Lisinopril Zestril Tablets [} ol ol o
Zidovudine Retrovir IV Infusion olo| o] o
Nevirapine Viramune Tablets and Suspension ol o] o] o
Enoxaparin Sodium Injection Lovenox o | o
Amoxicillin/Clavulanate Potassium Augmentin Tablets o o
Brinzolamide Ophthalmic Suspension Azopt o
Somatropin [rDNA Origin] for Injection Humatrope o | o
Sumatriptan Imitrex Tablets, Nasal Spray and Injection o}
Mitotane Tablets Lysodren o
Cisatracurium Besylate Nimbex Injection o o
Ribavirin Rebetol Capsules o
Pentazocine Hydrochloride and Talacen Caplets o
Acetaminophen
Tolterodine Tartrate Tablets Detrol o
Tolterodine Tartrate Extended Release Detrol LA
Capsules
Amitriptyline Hydrochloride Elavil Tablets and Injection o
Olanzapine Zyprexa Tablets o

Zyprexa Zydis Orally Disintegrating Tablets

http://www.fda.gov/medwatch/SAFETY/2003/jul03 quickview.htm
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Health Canada Important Safety Information

1. Early Virologic Non-Response in Patients with HIV Infection Treated with ['3TC’] lamivudine

[‘Ziagen’] abacavir and [‘Vireadtm’] tenofovir 2003.9.30 web 2003.10.17
Lamivudine abacavir tenofovir HIV
HIV-1 3 abacavir
lamivudine tenofovir 3
3
GSK GlaxoSmithKline ESS30009 lamivudine [“Epivir’] 3TC  GSK
abacavir [“Ziagen’] ABC GSK tenofovir [“Viread’] TDF Gilead Sciences 3
1 1
[‘3TC’] lamivudine [‘Ziagen’] abacavir [‘Viread’]
tenofovir
ESS30009 HIV-1 1 1 abacavir/lamivudine
ABC 600mg/ +3TC 300mg/ efavirenz EFV 600mg/
[“Sustiva®] Bristol-Myers Squibb Co. tenofovir TDF 300mg/
GSK
TDF+3TC+ABC
as HIV-1 RNA 1/100
b HIV-1 RNA 10
GSK TDF+3TC+ABC
1 1
EFV+3TC+ABC
%
TDF + 3TC + ABC EFV +3TC+ ABC
8 50/102 49% 5/92 5%
HIV-1 RNA
12 30/63 48% 3/62 5%
HIV-1 RNA
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2. The Discontinuation of Sales of Nefazodone in Canada 2003.10.2 web 2003.10.23
nefazodone
BMSC Bristol-Myers Squibb Canada nefazodone hydrochloride
[“Serzone-5HT,”] BMSC nefazodoen
Nefazodone Health
Canada BMSC 2003 11 27
1994 nefazodone
2002 12 51
nefazodone
2 1
3 nefazodone
2003 11 27 BMSC [“Serzone-5HT,*] nefazodone
2003 11 27
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Health Canada
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Phase Il 2003/08/06
TGA 2003.10.17 web 2003.10.21
Update to ADEC statement on use of hormone replacement therapy
ADEC
ADEC 2003 8
HRT
HRT
HRT
HRT
HRT
estrogen progestogen
HRT
ADEC Martin Tattersall HRT
estrogen HRT

http://www.health.gov.au/tga/docs/html/hrtadec2.htm
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NZ MEDSAFE Prescriber Update Articles 2003.10
1. Drug Hypersensitivity Syndrome

DHS DRESS
3
1-8
DHS 8%
30% Allopurinol carbamazepine
phenobarbital phenytoin  sulphonamides
DHS 1/10,000
Abacavir Allopurinol Atenolol Azathioprine Captopril
Carbamazepine Clomipramine Dapsone Diltiazem Gold salts
Isoniazid Lamotrogine Mexiletine Minocycline Nevirapine
Oxicam NSAIAs  Phenobarbital Phenytoin Sulphasalazine Sulphonamides

Trimethoprim

DHS
slow acetylator
6 HHV6
DHS
DHS 8

10



DHS

/ DHS

3 phenytoin carbamazepine phenobarbital
1 DHS 3
oxicam piroxicam tenoxicam
DHS

http://www.medsafe.govt.nz/Profs/PUarticles/DHS.htm

2. Itraconazole-Induced Congestive Heart Failure

[traconazole
Itraconazole CHF
itraconazole
Itraconazole
Itraconazole

Itraconazole

triazole Itraconazole
ergosterol
Itraconazole CHF
Itraconazole CHF
CARM itraconazole CHF
41 3 itraconazole 400mg/ 1
4 itraconazole 400mg/ 6
1 6kg

itraconazole
Itraconazole
Itraconazole CHF
Itraconazole CHF
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http://www.medsafe.govt.nz/Profs/PUarticles/CHF.htm#ltraconazole
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EU EMEA EMEA Public Statement 2003.10.22
High rate of virologic failure in patients with HIV infection treated with a once-daily triple
nucleosides/nucleotide reverse transcriptase inhibitors combination containing didanosine,

lamivudine and tenofovir

HIV didanosine lamivudine tenofovir 3
1 1
Lamivudine abacavir tenofovir NRTI nucleosides/nucleotide reverse transcriptase
inhibitor 3 2003 7 30
EMEA/20194/03
EMEA CPMP NRTI
tenofovir [“Viread’], TDF , lamivudine [“Epivir’], 3TC
didanosine EC [“Videx EC’], ddIEC 1 1
3 HIV
Jemsek et al., oral communication, September 2003 1

CPMP 2003 10 15
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EMEA

HIV-1 3
tenofovir,didanosine lamivudine 3 1 1
Tenofovir didanosine lamivudine
50 copies/mL
[‘Viread’] tenofovir [‘Videx’] didanosine  [‘Epivir’] lamivudine
1
24 n 24 20 4 39  28-57
HIV 3 NRTI didanosineEC 250 mg lamivudine 300 mg
tenofovirDF 300 mg 1 1 Jemsek
et al., Oral Communication, 2003 9 91%
HIV RNA 12 1/100
21 20 95% M1841/V 10 50%
M184V K65R
19 TDF <1.4X WT
K65R 10 5 ddl >1.7XWT

http://www.emea.eu.int/pdfs/human/press/pus/509403en.pdf

Didanosine ddl NRTI

13


http://www.emea.eu.int/pdfs/human/press/pus/509403en.pdf

14



