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MHRA issues advice about quality of traditional Chinese medicines 2004/09/03
MHRA
MHRA TCM

MHRA TCM
MHRA

MHRA



MHRA
Shubao
fenfluramine
nitrosofenfluramine

Fufang luhui jiaonang

MHRA 11.7 %
35
TCM aristolochia

glibenclamide

MHRA Alasdair Breckenridge
MHRA
MHRA
European Directive on
Traditional Herbal Medicinal Products 2005
MHRA

http://www.mhra.gov.uk/news/2004/tcm_030904.htm

Press release
http://www.mhra.gov.uk/news/2004/tcm_030904.htm

Letter sent to the herbal sector

http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/traditional Chinesemes_letter sept04.pd
f

Questions and answers

http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/tcmga_sept04.htm
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http://www.mhra.gov.uk/news/2004/tcm_030904.htm
http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/traditionalChinesemes_letter_sept04.pdf
http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/tcmqa_sept04.htm
http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/traditionalChinesemes_letter_sept04.pdf

NeLH National Electronic Library for Health, NHS
New pill for arthritis 2004/08/24
Lumiracoxib TARGET

lumiracoxib

TARGET Therapeutic Arthritis Research and Gastrointestinal Event Trial
Thomas Schnitzer lumiracoxib

Novartis Pharma

TARGET lumiracoxib
ibuprofen naproxen
18,325
50
3 aspirin
1 1 lumiracoxib 400mg 2 4 1 2 naproxen
500mg 1 3 ibuprofen800mg 1
aspirin
1 lumiracoxib 29 naproxen ibuprofen
83 lumiracoxib
aspirin
1
lumiracoxib 59  0.65% naproxen ibuprofen 50
0.55% Aspirin
naproxen ibuprofen lumiracoxib
Lumiracoxib  naproxen
Naproxen ibuprofen 56  0.63% lumiracoxib
230 257%
lumiracoxib



Aspirin

lumiracoxib

CRD Centre for Reviews and Dissemination
CDSR Cochrane Database of Systematic Reviews DARE Database

of Abstracts of Reviews of Effects

1 Schnitzer T et al on behalf of the TARGET Study Group. Comparison of lumiracoxib with naproxen
and ibuprofen in the Therapeutic Arthritis Research and Gastrointestinal Event Trial TARGET |,
reduction in ulcer complications: randomised controlled trial. The Lancet 2004;364:665-674.

2 Topol EJ, Falk GW. A coxib a day won't keep the doctor away. The Lancet 2004;364:639-640.

http://www.nelh.nhs.uk/hth/arthritis_pill.asp

Lumiracoxib COX-2 Phasell 2004/09/06
2004/09/09
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Health Canada
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http://www.who.int/medicines/organization/gsm/activities/drugsafety/orgpharmanews.shtml

1. Regulatory Matters

1 Alosetron — Risk management plan to remain in place

[“Lotronex’]

[“Lotronex”]

Alosetron
FDA Drug Safety and Risk Management
Advisory Committee
alosetron GlaxoSmithKline
alosetron 2000 2002 11

GlaxoSmithKline

alosetron

1 FDA Advisory News and Information, 10 May 2004. Available on the Internet at

www.fdaadvisorycommittee.com

Alosetron Hydrochloride 5-HT;
Phasell 2004/06 2004/09/27

2 Clozapine — Labelling to include updated patient safety registry information
Clozapine
Health Canada MHPD Marketed Health Products Directorate

TPD Therapeutic

Products Directorate clozapine Product Monograph
clozapine
clozapine
Clozapine
clozapine
4 clozapine


http://www.who.int/medicines/organization/qsm/activities/drugsafety/orgpharmanews.shtml
www.fdaadvisorycommittee.com

1 *“Dear Healthcare Professional” letter from Health Canada Therapeutic Products Directorate, 23 June

2004. Available on the Internet at www.hc-sc.gc.ca
2 \Vol.1 No.35 2003/12/05

Clozapine MARTA multi acting receptor targeted agents

2004/09/16

2. Safety of Medicines
1 Atypical Antipsychotics — ADR update from Finland
ADR
Finland's National Agency for Medicines

ADR adverse drug reaction registry

Finland's ADR registry 30
974 564 1994 Clozapine
484 22
1 1994
clozapine n=306 risperidone n=65 oranzapine
45 quetiapine 36
2
130 21994
ADR i i
Neuroleptic malignant syndrome 45
Chiororomazine 75 Heart disorders 44
Ris eIr)idone 71 Blood dyscrasias 32
ol Fr)1z = 55 Milk secretion/hyperprolactinaemia 29
anzapine Liver disorders 28
Ha_lop_erld_ol 43 Oedema 11
Th|0(|da_12|ne 39 Extrapyramidal symptoms 10
Quetiapine 38 Seizures 8
Tardive dyskinesia 7
Death 27
2 Methadone - Risk of QT prolongation
Methadone — QT
MPA Swedish Medical Products Agency methadone
QT torsades de pointes methadone
testosterone MPA Swiss drug regulatory


www.hc-sc.gc.ca

authority European pharmacovigilance collaboration

methadone
7 6 QT
QT 14
5 3 2
1 MPA methadone 1 1
200 400ng/mL
QT
150 mg/ QT

WHO Pharmaceutical Letter No.1, 2004
Methadone Hydrochloride opioid agonist

3 Selective Serotonin Reuptake Inhibitors SSRIs - Potential risks of in utero exposure
SSRI

FDA SSRIs SNRIs
AE
US FDA advisory committee FDA
SSRI
3 SSRI/SNRI
AE AE
FDA SSRI SNRI
4 Testosterone — Not to be used as a cure for impotence
Testosterone
MPA Swedish Medical Products Agency methadone
testosterone
testosterone
MPA
methadone testosterone 12

Testosterone



5 Thermonex — Health Canada advises against use
Thermonex — Health Canada
Health Canada

“Thermonex Capsule”

ephedrine
synephrine synephrine ephedrine
Health Canada ephedrine
ephedrine “Thermonex”
synephrine
6 TNF Alpha Antagonist — Treatment associated with tuberculosis
TNF Alpha
2000 2003 MPA Swedish Medical Products Agency
TNF Alpha
13 2
32 94 6 12 5
12 2 9
“Remicade” infliximab 2 “Enbrel” etanercept 1 infliximab
etanercept  “Kineret” anakinra “Humira” adalimumab
methotrexate
10 1 2
2 MPA
1
Prescrire
Anakinra Weakly effective in Rhuematoid Arthritis
Anakinra
2 TNF Alpha interleukin-1
TNF Alpha 2 infliximab  etanercept

Infliximab  etanercept



etanercept

etanercept  infliximab

Anakinra [“Kinerel’] Amgen interleukin-1 1
EU
Anakinra infliximab etanercept
Methotrexate
anakinra+methotrexate methotrexate ACR 20%

ACR 50% ACR 70%

etanercept anakinra+methotrexate

Anakinra 75%
anakinra Anakinra  etanercept

Anakinra+etanercept

Anakinra etanercept 2

anakinra

Anakinra

The medical letter

Anakinra

methotrexate DMARD

TNF

TNF [“Enbrel”] etanercept [“Remicade”]

infliximab
TNF
Canadian Coordinating Office for Health Technology Assessment
anakinra etanercept infliximab
24 48

anakinra



Info fr&n Lakemedelsverket
Anakinra Methotrexate
Anakinra TNF

1 Prescrire International April 2004 13 70 43-45.
http://www.prescrire.org/index.php

Anakinra IL-1 antagonist
Etanercept TNF Alpha antagonist 2004/06/07

Infliximab Genetical Recombination TNF Alpha antagonist
TNF Alpha

10


http://www.prescrire.org/index.php

