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MHRA
New prescribing advice for the 40mg dose of [“Crestor”] rosuvastatin  2004/06/09
[“Crestor’] rosuvastatin 40mg
AstraZeneca [“Crestor”] rosuvastatin 40mg
[“Crestor’]
MHRA Medicines and Healthcare products Regulatory Agency  CSM
Committee on Safety of Medicines 1
40mg
rosuvastatin 1 1 10mg 4
20mg
40mg
40mg
40mg
40mg
10mg AstraZeneca
2004 5 14 MHRA CSM
[“Crestor’]

http://www.mhra.gov.uk/news/2004/crestor 9june04.htm
Rosuvastatin Calcium HMG-CoA
2004/06/24

FDA
1. FDA Talk Paper 2004/06/07

FDA Warns Against Women Using Unapproved Drug, Domperidone, to Increase Milk Production

domperidone FDA
domperidone
FDA domperidone FDA domperidone
domperidone 6
FDA
/


http://www.mhra.gov.uk/news/2004/crestor_9june04.htm

domperidone FDA

Domperidone prolactin

Domperidone

domperidone Domperidone

Domperidone

domperidone domperidone
FDA
domperidone
FDA
FDA domperidone
Federal Food, Drug, and
Cosmetic Act domperidone

FDA

http://www.fda.gov/bbs/topics/ ANSWERS/2004/ANS01292.html

Domperidone

2. FDA Public Health Advisory for [“Crestor”] rosuvastatin 2004/06/09

[“Crestor”] rosuvastatin FDA
Astra-Zeneca Pharmaceuticals EU22 [“Crestor’] rosuvastatin
[“Crestor’]
40mg [“Crestor’]
[“Crestor’]
[“Crestor”]
1 FDA
[“Crestor’] 12,000
2003 8 FDA
[“Crestor”]
/
65 /


http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01292.html

[“Crestor’]
[“Crestor’] rosuvastatin
cyclosporine gemfibrozil
FDA AstraZeneca

cyclosporine

5mg gemfibrozil

FDA 1 10mg
FDA [“Crestor’]
FDA
[“Crestor”]
[“Crestor’] FDA  [“Crestor’]
[“Crestor”] [“Crestor”]
[“Crestor’] [“Crestor’]

http://www.fda.gov/cder/drug/advisory/crestor.htm

3. CDER 2004/06/09
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of June 9, 2004
2004 6 9 web
[“Vioxx”] rofecoxib  [“Imitrex”] sumatriptan

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



http://www.fda.gov/cder/drug/advisory/crestor.htm
http://www.fda.gov/cder/pediatric/Summaryreview.htm

Health Canada
1. Advisory Health Canada advises Canadians of stronger warnings for SSRIs and other newer
anti-depressants 2004/06/03
Health Canada  SSRI
Health Canada  SSRI

/
23
Bupropion
Health Canada 18
Health Canada 18

Health Canada 2
3 Health Canada  SSRI
Health Canada SSRI
SSRI

[“Wellbutrin”] bupropion [“Zyban”] bupropion [“Celexa’] citalopram [“Luvox’] fluvoxamine
[“Remeron’] mirtazapine [“Paxil”] paroxetine [“Zoloft’] sertraline [“Effexor’] venlaflaxine

http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004 31.htm



http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004_31.htm

2. Health Canada Endorsed Important Safety Information on [“Wellbutrin SR”] and [*Zyban’]
bupropion HCI  2004/06/10

Health Canada [“Wellbutrin SR”] [“Zyban”] bupropion HCI

Subject: Stronger WARNING for SSRIs and other newer anti-depressants regarding the potential

for behavioural and emotional changes, including risk of self harm.

SSRI
Biovail Pharmaceuticals Canada Health Canada SSRI
bupropion HCI
Bupropion [“Wellbutrin SR”] [“Zyban”]
[“Wellbutrin SR”] [“Zyban’]
18
[“Wellbutrin SR”]
SSRI 18
[“Wellbutrin SR”] [“Zyban”]
SSRI
Bupropion [“Wellbutrin SR”] [“Zyban”]
bupropion
[“Zyban’]




SSRI

SSRI

2004 2 Health Canada SSRI SNRI

Health Canada
Health Canada http://www.hc-sc.gc.ca/hpfb-dgpsa/
tpd-dpt/sap ssri _2004-02-20 rop e.html
Health Canada
bupropion NDRI

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/wellbutrin_zyban hpc_e.html

Bupropion Hydrochloride NDRI norepinephrine dopamine reuptake inhibitor
Phase | 2002 2004/03/10

TGA
1. Australian Adverse Drug Reactions Bulletin Vol.23, No.3 2004 6
http://www.tga.health.gov.au/adr/aadrb/aadr0406.htm

1 The legacy of diethylstilboestrol DES from the 50s and 60s

50 60 diethylstilboestrol DES
Diethylstilboestrol DES stilboestrol 30
1971 DES CCAC
DES DES daughters 22
CCAC 1,000 1
DES 1970
ADRAC 15 !
1971 DES DES daughters
90%
18 58%


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/sap_ssri_2004-02-20_rop_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/wellbutrin_zyban_hpc_e.html
http://www.tga.health.gov.au/adr/aadrb/aadr0406.htm
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/sap_ssri_2004-02-20_rop_e.html

DES DES mothers
DES DES sons DES
grandchildren DES sons  DES daughters
DES
1 ADARC CCACS8 7
2 1/3
The US Centers for Disease Control DES
http://www.cdc.gob/des
Royal Women”s Hospital  DES follow-up clinic 03 9344
2000

The Cancer Council of NSW DES

http://www.cancercouncil.com.au/editorial.asp?pageid=248

2 Parecoxib - one shot only

Parecoxib
“Dynastat” parecoxib sodium COX-2
parecoxib
ADRAC parecoxib 20 13
4 Parecoxib
6 5 7 2
1 I 1
41 78 66
Parecoxib

ACE


http://www.cdc.gob/des
http://www.cancercouncil.com.au/editorial.asp?pageid=248

Parecoxib COX-2 2004/2 2004/06/24

3 Corticosteroids should be used with long-acting [3,-agonists
B, (salmeterol eformoterol)
“Serevent” salmeterol “Foradile” “Oxis” eformoterol

National Asthma Council
SMART Serevent Multicenter Asthma Research Trial

SMART salmeterol 26,000
salmeterol
salmeterol
salmeterol
38%
B:

Formoterol JAN INN

Salmeterol Xinafoate 3,

Formoterol Fumarate 3,

4 Atypical antipsychotics and hyperglycaemia

olanzapine risperidone quetiapine 2
15
clozapine

clozapine olanzapine



%
ADRAC

Clozapine | Olanzapine | Risperidone | Quetiapine
52 1.8% 19 2.1% 3 0.6% 3 2.1%
55 1.9% 13 1.4% 4 0.8% 2 1.4%
51 1.8% 66 7.2% 17 3.3% 1 0.7%
2,826 922 510 144
9-HT1a B
LDL HDL
ADRAC 4 clozapine olanzapine quetiapine
risperidone
ADRAC olanzapine 42 30
56 clozapine 38 17 70
olanzapine 13 2 4 clozapine 25 20 8
Olanzapine 19 17 olanzapine clozapine
52 49 clozapine
ADRAC
5%
2 ziprasidone aripiprazole
ADRAC 2

Olanzapine

Risperidone SDA serotonin-dopamine antagonist

Quetiapine Fumarate

10

MARTA multi acting receptor targeted agents

MARTA multi acting receptor



targeted agents

Clozapine MARTA multi acting receptor targeted agents
2004/04/08
Ziprasidone Hydrochloride Hydrate SDA serotonin-dopamine antagonist
Phase 11 2004/04/08
Avripiprazole 2004/04/08

2. Media release 2004/06/09

Doctors urged to keep check on daughters of women who used pregnancy drug three decades ago

30 DES DES daughters
Stilboestrol DES diethylstilboestrol 3 40
CCAC
TGA 1950 1960
ADRAC
TGA  John McEwen
McEwen 1971 22 DES DES daughters
DES CCAC
DES daughters CCAC 15
1972
McEwen
McEwen 1971 DES DES
daughters
90%
18 58%
2
McEwen DES DES mothers
DES DES sons
DES grandchildren DES daughters sons

http://www.tga.health.gov.au/media/2004/040609 des.htm

EU EMEA

11


http://www.tga.health.gov.au/media/2004/040609_des.htm

WHO EDM
WHO Pharmaceuticals Newsletter No.2 2004 6
http://www.who.int/medicines/library/pnewslet/2news2004.pdf

1. Regulatory Matters
1 Benzbromarone, benziodarone Measures following safety review
Benzbromarone benziodarone

The Spanish Safety Committee benziodarone benzbromarone
1 [“Dilafurane’] benziodarone benzbromarone-allopurinol

2 [“Urinorm”] benzbromarone allopurinol

1 Press Release from the Spanish Agency for Medicines and Medical Devices Agencia Espanola de
Medicamentos y Productos Sanitarios , Ref: 2004/02, 10 February 2004.Available from URL.:
http://www.agemed.es/Index.htm

Benzbromarone
Benziodarone
Allopurinol

2 Terbinafine Measures following safety review
Terbinafine

[“Lamisil”] terbinafine

[“Lamisil”] terbinafine

1 Scrip World Pharmaceutical News No. 2923, 4 February 2004.http://www.scrippharma.com

12


http://www.who.int/medicines/library/pnewslet/2news2004.pdf
http://www.agemed.es/Index.htm
http://www.scrippharma.com

Terbinafine Hydrochloride

2. Safety of Medicines
1 Atypical Antipsychotics Increased risk of obesity and type Il diabetes

2
American Diabetes Association American Psychiatric Association
American Association of Clinical Endocrinologist North

American Association for the Study of Obesity

2
[“Zyprexa’] olanzapine
Lilly [“Clozaril”] [“Leponex”] clozapine Novartis [ < Abilify ” ]
aripiprazole Bristol-Myers Squibb [“Geodon’] ziprasidone Pfizer 2

BMI
5%

Drugs of Current Interest in WHO Pharmaceuticals Newsletter No. 1, 2004

1 Scrip World Pharmaceutical News No 2922, 30 January 2004. Available from URL.:

http://www.scrippharma.com

2 Cilostazol Not recommended for treating intermittent claudication
Cilostazol
SMC Scottish Medicines Consortium  cilostazol
SMC cilostazol
QOL
SMC

1 Press Statement from Scottish Medicines Consortium, 8 March 2004. Available from URL:

http://www.scottishmedicines. org.uk

Cilostazol
3 Isotretinoin  Tighter prescribing regulations to be considered

Isotretinoin

FDA [“Roaccutane’] isotretinoin

13


http://www.scrippharma.com
http://www.scottishmedicines

2

[“Roaccutane’] Roche

2002
23%
120 isotretinoin

1 News & Updates, Drug InfoZone, UK Medicines Information Service, 26 February 2004. Available
from URL.: http://www.druginfozone.nhs.uk

Isotretinoin

4 Leflunomide Worsening of respiratory symptoms

Leflunomide
[“Arava’] leflunomide Aventis Pharma 5 16
Aventis
[“Arava’] 2003 [Arava’] 10,20 100mg
2003 1 26 3,412 [“Arava’]
16 9 9 5
3 2

Aventis

[“Arava’]

1 Scrip World Pharmaceutical News No. 2922, 30 January 2004.
Available from URL: http://www.scrippharma.com

2 The Lancet, Vol. 363, No. 9407, 07 February 2004. Available from URL.: http://www.thelancet.com
Leflunomide DMARD disease-modifying antirheumatic drug

CCOHTA Canadian Coordinating Office for Health Technology Assessment
CCOHTA 1989

2002 9

everolimus
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[“Certican”] everolimus

2003 10 FDA
cyclosporine
Novartis
Novartis 2003 12
Health Canada
Novartis Guidant

everolimus

Everolimus

CMV

“Certican’

cyclosporine

everolimus
FDA

European Mutual Recognition Procedure

“Certican’

2002

http://www.ccohta.ca/publications/pdf/108 No57 everolimus edrug e.pdf

Everolimus
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