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FDA
1. [“Aredia”] pamidronate disodium [“Zometa”] zoledronic acid Important drug
precaution for dental health professionals with patients being treated for cancer. Web
2005/05/18 2005/05/05

[“Aredia”] pamidronate disodium [“Zometa”] zoledronic acid

Novartis [ Aredia’] pamidronate disodium
[“Zometa’] zoledronic acid ONJ
[“Aredia’] [“Zometa’]
ONJ
/
[“Aredia’]
[“Zometa”]

[“Aredia’] [“Zometa’]

ONJ

ONJ
ONJ
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ONJ ONJ

ONJ

ONJ

http://www.fda.gov/medwatch/SAFETY/2005/zometa_deardentite 5-5-05.pdf

http://www.fda.gov/medwatch/SAFET Y/2005/safety05.htm#zometa2
zoledronic acid

pamidronic acid INN pamidronate disodium JAN

2. FDA MedWatch 2005/05/13

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  March 2005

FDA/CDER 2005 3

1 Fluvoxamine maleate

Thioridazine terfenadine astemizole cisapride pimozide alosetron tizanidine  fluvoxamine

maleate Fluvoxamine maleate
2 [*Norvir?] ritonavir [“Norvir®] ritonavir
Alfa;- alfuzosin hydrochloride  [“Norvir’]

3 [“Tev-Tropin”] somatropin rDNA origin
Prader-Willi
Prader-Willi
Prader-Willi [“Tev-Tropin~]

4 [“Ellence”] epirubicin hydrochloride
Epirubicin 7,110

3 0.27% 5 0.46% 8 0.55%

http://www.fda.gov/medwatch/SAFETY/2005/mar05 quickview.htm



http://www.fda.gov/medwatch/SAFETY/2005/zometa_deardentite_5-5-05.pdf
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#zometa2
http://www.fda.gov/medwatch/SAFETY/2005/mar05_quickview.htm
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3. CDER 2005/05/13
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of May 13,
2005
2005 5 13
“Zofran” ondansetron “Ortho
Tri-Cyclen” norgestimate / ethinylestradiol

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

Health Canada
1. Association of [*“Xigris”] with Intracranial Hemorrhage in Pediatric Patients and
Discontinuation of Study F1K-MC-EVBP Investigation of the Efficacy and Safety of
drotrecogin alfa activated in Pediatric Severe Sepsis based on failure to reach desired
clinical endpoints and an unfavourable benefit/risk profile. 2005/05/09
[“Xigris”] drotrecogin alfa activated F1K-MC-EVBP

drotrecogin alfa

/
Health Canada Eli Lilly Canada [ Xigris~] drotrecogin alfa
Protein C
[ Xigris”]
Vol.3 No.9 FDA
[*Xigris®] N=201 Placebo N=198
n % n %
CTCOFRS 9.7%+5.0 9.8 =51
+
28 34 16.9 36 18.2
1 05 5 25
ICH

0 6 4 20 1 05
0 28 8 4.0 5 25
0 6 21 104 23 116
0 28 35 174 40 20.2
0 6 8 4.0 7 35
0 28 13 6.5 14 7.1
28 ICH 39 194 38 19.2
4 20 6 3.0

[“Xigris™] 2

ICH
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http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/xigris_hpc_e.html

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

drotrecogin alfa activated
C Phase | 2005/04/01

2. Health Canada advises consumers of new warning For [“Diane-35”] 2005/05/12
Health Canada [“Diane-357] cyproterone/ethinylestradiol
Health Canada [*DIANE-35"] cyproterone/ethinylestradiol
Berlex Health Canada
[DIANE-357]

[*‘DIANE-357] estrogen/progestogen

[*DIANE-35]

[‘DIANE-35"]
[‘DIANE-35"]
[‘DIANE-35"] 3 4
[‘DIANE-357]
1 15
35 Estrogen/progestogen

[ DIANE-35"] /
Health Canada
http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005 39.html

cyproterone
2001/04/01 2005/05/24

ethinylestradiol

TGA
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EU EMEA
1. European Risk Management Strategy: Progress to date and next steps 2005/05/11

European Risk Management Strategy 2
2 EU EMEA
EU
EU

Progress report of the ad hoc working group on the implementation of the European Risk

Management Strategy EU

EU

2
Action plan to further progress the European Risk Management Strategy
3
EU
2005 11 EU
/
EU

EU



Vol.3 No.10 2005/05/26

EU

http://www.emea.eu.int/pdfs/human/phv/13625305en.pdf

WHO EDM
1. WHO Pharmaceuticals Newsletter No.2 2005 2005/05/04
http://www.who.int/medicines/library/pnewslet/pn2005 2.pdf

Regulatory Matters
1 Adalimumab Updated information on haematologic events
Adalimumab
Vol.3 No.3  2005/02/10

1 'Dear Health-care Professional’ letter from Abbott Laboratories Limited, 2 February

2005.Available on the internet at www.hc-sc.gc.ca

2 Amphetamine Anti-ADHD preparations removed
Amphetamine ADHD
Vol.3 No.4 2005/02/24

1 Health Canada Warnings/ Advisories, 9 February 2005.Available on the internet at

www.hc-sc.gc.ca

3 Anagrelide Contraindicated in patients with severe hepatic impairment
Anagrelide
Vol.3 No.4 2005/02/24

1 'Dear Health-care Professional' letter from Shire Development Inc., January 2005. Available on

the internet at www.fda.gov

4 Ezetimebe Health Canada Ezetimibe Risk of myalgia rhabdomyolysis
hepatitis pancreatitis and thrombocytopenia
Ezetimebe

Vol.3 No.4  2005/02/24

1 'Dear Health-care Professional' letter from Merck Frosst/Schering Pharmaceuticals, 1 February

7


http://www.emea.eu.int/pdfs/human/phv/13625305en.pdf
http://www.who.int/medicines/library/pnewslet/pn2005_2.pdf
www.hc-sc.gc.ca
www.fda.gov
www.hc-sc.gc.ca
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2005. Available on the internet at www.hc-sc.gc.ca

5 Interferon Beta-la Label updated with hepatic injury information
Interferon beta-la

Vol.3 No.7 2005/04/14

Vol.3 No.9 2005/05/13

1 'Dear Health-care Professional’ letter from Biogen Idec, 16 March 2005. Available on the internet

at www.fda.gov

6 [“Lipiocis”] Reports of interstitial pneumopathy
[“Lipiocis®] iodine-131

CIS Bio Schering AFSSAPS French agency for medical safety of
health products [“Lipiocis’] iodine-131
0.5% 2% [“Lipiocis’]
13
[“Lipiocis’] 1 2
AFSSAPS [“Lipiocis’] X

1 Letter to health professionals from Dr Laure Udin, Responsible Officer, Pharmacovigilance,
AFSSAPS, 14 March 2005. Available on the internet at
http://afssaps.sante.fr/htm/10/filltrpsc/Ip050304.pdf

2 Modified Summary of Product Characteristics for Lipiocis. Available on the internet at

http://afssaps.sante.fr/pdf/10/lipiocis.pdf

7 Natalizumab Withdrawn due to serious adverse events
Natalizumab
\Vol.3 No.5 2005/03/10

1 US FDA Public Health Advisory, 28 February 2005. Available on the internet at www.fda.gov


http://afssaps.sante.fr/htm/10/filltrpsc/lp050304.pdf
http://afssaps.sante.fr/pdf/10/lipiocis.pdf
www.fda.gov
www.fda.gov
www.hc-sc.gc.ca
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8 Olanzapine Medication errors alert

Olanzapine
Eli Lilly [“Zyprexa’] olanzapine
[“Zyrtec’] cetirizine Olanzapine
cetirizine
2 5mg 10mg
1 1 Eli Lilly 10mg
[“Zyprexa’] [ZyPREXA’]

1 'Dear Health-care Professional’ letter from Eli Lilly & Company, 26 January 2005. Available on
the internet at www.fda.gov

9 Pimecrolimus/tacrolimus Potential cancer risk
Pimecrolimus/tacrolimus
Vol.3 No.6  2005/03/24
Vol.3 No.9 2005/05/13

1 US FDA Talk Paper, 10 March 2005. Available on the internet at www.fda.gov

10 Promethazine Contraindicated in patients less than two years of age
Promethazine 2
Vol.3 No.5 2005/03/10

1 'Dear Health-care Professional’ letter from Wyeth Pharmaceuticals, 21 January 2005. Available

on the internet at www.fda.gov

11 Qing zhisan tain shou Li Da Dai Dai Hua Meizitang Presence of sibutramine
Qing zhisan tain shou Li Da Dai Dai Hua Meizitang sibutramine
MHRA Qing zhisan tain shou TCM Traditional Chinese Medicine
sibutramine

No. 7/2005 2005.03.30

1 Herbal Safety News, March 2005. Available on the internet at www.mhra.gov.uk

9
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12 Rosuvastatin Label to provide risk information in Asian patients
Rosuvastatin
Vol.3 No.5 2005/03/10
Vol.3 No.6  2005/03/24

1 US FDA Public Health Advisory, 2 March 2005. Available on the internet at www.fda.qov
2 'Dear Health-care Professional' letter from AstraZeneca Canada Inc., 8 March 2005. Available on

the internet at www.hc-sc.qgc.ca

13 Statins Moved to pregnancy Category D
Statins Category D
Vol.3 No.3 2005/02/10

1 Australian Adverse Drug Reactions Bulletin 24: 4, No. 1, February 2005.
14 Valdecoxib Voluntary removal advised
Valdecoxib
Vol.3 No.8 2005/04/28

1 Public Health Advisory, 7 April 2005. Available on the internet at www.fda.gov

Safety of Medicines
1 Alimemazine -Paracetamol teething mixture Contraindicated in children below two

years
Alimemazine paracetamol teething mixture 2
MHRA alimemazine tartrate  paracetamol teething mixture

3 2

1 News & Updates, NHS, 17 February 2005. Available on the internet at
www.druginfozone.nhs.uk

2 Amiodarone Prescribers advised to be vigilant for serious adverse reactions
Amiodarone
amiodarone

10


www.druginfozone.nhs.uk
www.fda.gov
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www.fda.gov
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Vol.3 No.2 2005/01/27

1 Prescriber update articles, February 2005. Available on the internet at www.medsafe.govt.nz

3 Aripiprazole Increases stroke risk among elderly dementia patients
Aripiprazole
MPA Medical Products Agency
[“Abilify”] aripiprazole
10 aripiprazole n =595

n =343 84 3
2 ;0.6% aripiprazole 8 ;1.3%
Bristol-Meyers Squibb aripiprazole
aripiprazole /
aripiprazole
MPA

1 Information from the Swedish Medical Products Agency, 4 February 2005. Available on the
internet at www.mpa.se

4 Ayurvedic Medicines High levels of heavy metals in some preparations

Vol.3 No.6 2005/03/24
Vol.3 No.9 2005/05/13

1 Health Canada Warnings/ Advisories, 3 March 2005. Available on the internet at
http://hc-sc.gc.ca

5 Cyclooxygenase COX -2 Inhibitors Updated information
COX-2 EU
Vol.3 No.8 2005/04/28 EU
Vol.3 No.5 2005/03/10 EU
Vol.3 No.4  2005/02/24
Vol.3 No.3 2005/02/10 EU

1 TGA Media Statement, 10 February 2005. Available on the internet at http://www.tga.gov.au

11
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2 EMEA Public Statement, EMEA/62838/2005, 17 February 2005. Available on the internet at
http://www.emea.eu.int

3 MEDSAFE Alert/Letter, 22 February 2005. Available on the internet at
http://www.medsafe.govt.nz

4 British Medical Journal, 26 February 2005; 333:440.
Cyclooxygenase-2 inhibitor medicines. QSM/MC/IEA.111, WHO Information Exchange System,
28 February 2005.

6 Scrip World Pharmaceutical News No. 3025, 2 February 2005; pg 18.

6 Drotrecogin alfa activated Mortality in patients with single organ dysfunction and
recent surgery

Drotrecogin alfa ,
\ol.3 No.7 2005/04/14
\ol.3 No.4 2005/02/24

Vol.3 No.9 2005/05/13

1 Letter from Eli Lilly Canada Inc., 31 January 2005. Available on the internet at www.hc-sc.gc.ca

2 'Dear Health-care Professional’ letter from Eli Lilly & Company, January 2005. Available on the
internet at \www.fda.gov

7 Galantamine Additional safety assessment undertaken
Galantamine
\Vol.3 No.7 2005/04/14
Vol.3 No.3 2005/02/10
\ol.3 No.9 2005/05/13

1 News and Publications, Medicines Evaluation Board, Netherlands, 5 March 2005. Available on

the internet at www.cbg-meb.nl

8 Methotrexate Fatal adverse effects reported

Methotrexate
1999 3 2004 11 [“Rheumatrex”] methotrexate
831 Wyeth K.K. 134
100,000 [“Rheumatrex”] methotrexate
Wyeth K.K. [“Rheumatrex”] * ?

12
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methotrexate

1 Japanese Media Release, 12 February 2005. Available on the internet at www.japantimes.co.jp

9 Pergolide Reports of valvular heart disease
Pergolide
Vol.2 No.15 2004/08/12
Vol.1 No.27 2003/10/10
Vol.1 No.6 2003/05/15

Vol.1 No.4 2003/05/01

1 Adverse Drug Reactions News Singapore 6:3, No.3, December 2004.

10 Rifampicin Interaction with ritonavir-boosted saquinavir

Rifampicin ritonavir  saquinavir
Vol.3 No.4 2005/02/24

Vol.3 No.5 2005/03/10

1 'Dear Health-care Provider' letter from Roche Laboratories Inc., February 2005. Available on the

internet at www.fda.gov

2 'Dear Health-care Professional' letter from Hoffmann-La Roche Limited, 10 February 2005.

Available on the internet at www.fda.gov

11 Tamoxifen

Tamoxifen
tamoxifen
Tamoxifen
tamoxifen
5 tamoxifen 20 mg/ n=2,708
2 52
20
tamoxifen 12 placebo 3 tamoxifen 1 placebo 4

13

Increases risk of fatty liver disease in overweight women

5,408
2,700

tamoxifen


www.fda.gov
www.fda.gov
www.japantimes.co.jp
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tamoxifen
2 95%CI[1.1 3.5] BMI 25 HR
2.3; 95%CI[1.2 4.6]
HR2.4; 95% CI[1.2 4.8] , HR 3.6; 95%CI[1.7 7.6] , HR 2; 95%CI[1 3.8]

HR 3.4; 95%CI[1.4 7.8]

1 Bruno S, Maisonneuve P, Castellana P, Rotmensz N, Italian Tamoxifen Study Group, et al.
Incidence and risk factors for non-alcoholic steatohepatitis: prospective study of 5408 women
enrolled in Italian tamoxifen chemoprevention trial. British Medical Journal, March 2005.

Available on the internet at http://bmj.bmjjournals.com

12 Telithromycin Adverse reactions update
Telithromycin
Aventis Pharma [“Ketek”] telithromycin 6
2003 12 230
telithromycin MR

Vol.3 No.1 2005/01/13

1 Japanese Media Release, 22 December 2004. Available on the internet at www.morningstar.com
2 Canadian Adverse Reaction Newsletter 15: 1-2, No. 1, January 2005.

13 Tenofovir, didanosine New data on adverse events; coadministration not recommended
in any ARV combination
Tenofovir didanosine
EU
Vol.3 No.6  2005/03/24

1 EMEA Public Statement EMEA/62331/2005, 3 March 2005. Available on the internet at

WWW.emea.eu.int
2 EMEA Public Statement EMEA/CPMP/5094/03, 22 October 2003. Available on the internet at

WWWw.emea.eu.int
3  WHO Drug Alert 109, 24 October 2003. Available on the internet at www.who.int/ medicines/

library/drugalert

14
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14 Tiagabine Seizures following off-label use
Tiagabine
\Vol.3 No.5 2005/03/10

1 'Dear Health-care Provider' letter from Cephalon Inc., 14 February 2005. Available on the

internet at www.fda.gov
2 US FDA Public Health Advisory, 18 February 2005. Available on the internet at www.fda.gov

Drugs of Current Interest

1 Anoverview of visual side effects associated with erectile dysfunction agents

[“Viagra®] sildenafil [“Levitra®] vardenafil [“Cialis”]
tadalafil cGMP PDE 5 phosphodiesterase type 5
Sildenafil PDE 6 10% Tadalafil PDES5
WHO 892 3
WHO Causality Assessment Guide WHO
Causality Assessment Guide ADR
ION 3 Sildenafil 20 6
ION “ possible ”
3 ION
ION ION
ION
WHO sildenafil 82
sildenafil
NAION
sildenafil sildenafil
Sildenafil Sildenafil vardenafil
tadalafil

15
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Sildenafil vardenafil tadalafil

ERG

Marmor FF, Kessler R. Sildenafil Viagra and ophthalmology. Survey of Ophthalmology
1999;44:153-162.

Edwards R, Biriell C. Harmonisation in pharmacovigilance. Drug Safety 1994; 10:93-102.
Fraunfelder FT, Fraunfelder FW. Drug-Induced Ocular Side Effects. 5th ed. Woburn, Mass:
Butterworth-Heinemann, 2001:824.

Grunwald JE, Jacob SS, Siu K, Piltz J, Dupont J. Acute effects of sildenafil citrate Viagra on
intraocular pressure in open-angle glaucoma. American Journal of Ophthalmology
2001;132:872-874.

Birch DG, Toler SM, Swanson WH, Fish GE, Laties AM. A double-blind placebo-controlled
evaluation of the acute effects of sildenafil citrate Viagra on visual function in subjects with
early-stage age-related macular degeneration. American Journal of Ophthalmology
2002;133:665-672.

2. WHO Drug Information Vol.19 No.1 2005 2005/05/12
http://www.who.int/druginformation/vol 19num1 2005/DI19-1.pdf

@ Safety and Efficacy Issues

1 COX-2 inhibitors: overview

COX-2

Vol.3 No.5 2005/03/10 EU
Vol.3 No.4 2005/02/24
Vol.3 No.3 2005/02/10 EU

16
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2 Telithromycin and warfarin: suspected interaction
Telithromycin warfarin
Vol.3 No.1 2005/01/13

3 Penicillin: information strengthened
Penicillin:
Vol.2 No.23  2004/12/09

4 Linezolid and neuropathy
Linezolid
Vol.3 No.1 2005/01/13
5 Ceftriaxone and immune haemolytic anaemia in children
Ceftriaxone
Vol.3 No.1 2005/01/13
6 Ethinylestradiol/cyproterone:increased risk of thrombosis
Ethinylestradiol/cyproterone:
Vol.3 No.2 2005/01/27
7 Influenza virus vaccine: interactions
Vol.2 No.21 2004/11/11
8 Rosiglitazone and pioglitazone:dangers of off-label use
Rosiglitazone pioglitazone:
Vol.2 No.22 2004/11/26
9 Naproxen and celecoxib suspended in Alzheimer prevention trial
naproxen celecoxib
Vol.3 No.1 2005/01/13

10 Heparin contraindicated in severe renal impairment

Vol.2 No.22 2004/11/26

17
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11 Flucloxacillin: serious hepatic disorders
Flucloxacillin:
Vol.2 No.22 2004/11/26

12 Bevacizumab and arterial thromboembolic events
Bevacizumab
Vol.3 No.2 2005/01/27

13 Amiodarone toxicity concerns
Amiodarone
Vol.3 No.2 2005/01/27

14 Darbepoetin alfa: adverse outcomes
Darbepoetin alfa:
Vol.3 No.2 2005/01/27

Regulatory Action
1 Valdecoxib: severe skin reactions and cardiovascular risk
Valdecoxib:
Vol.2 No.24 2004/12/22

2 COX- 2inhibitors: review plans
COX-2
Vol.2 No.19 2004/10/14

3 Co-proxamol products withdrawn
Co-proxamol
Vol.3 No.3 2005/02/10

4 Cisapride licences voluntarily cancelled
Cisapride
Vol.2 No.21 2004/11/11

5 Amphetamine salts suspended
Amphetamine
Vol.3 No.4 2005/02/24

18
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6 Tolcapone: return to market
Tolcapone:
Vol.2 No.21 2004/11/11

7 Patient reporting and public access to safety data

Vol.3 No.2 2005/01/27

8 Didanosine-tenofovir interaction: safety concerns

Didanosine-tenofovir
Vol.3 No.6 2005/03/24
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