Vol.1 No.37 (2003. 12.19)

[“Prozac’] fluoxetine 18

MHRA 1

FDA [“Gleevec’] imatinib FDA 4
2003.12.5 FDA 5

Medroxyprogesterone WHO EDM .6
Etonogestrel WHO EDM 7
Minocycline WHO EDM 7
WHO EDM .8

WHO EDM 9
Pyrazinamide rifampin WHO EDM 10

2003.12.12

MHRA  2003.12.10
Latest news Use of Selective Serotonin Reuptake Inhibitors SSRIs in children and adolescents
with major depressive disorder MDD - only fluoxetine [“Prozac”] shown to have a favourable

balance of risks and benefits for the treatment of MDD in the under 18s
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Selective Serotonin Reuptake Inhibitors — Use in Children and Adolescents with Major Depressive
Disorder
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http://www.mca.gov.uk/aboutagency/regframework/csm/csmhome.htm
http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/cemssri_101203.pdf
Overview of regulatory status and CSM advice relating to major depressive disorder MDD in children

and adolescents including a summary of available safety and efficacy data
http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/ssrioverview 101203.htm

Summary of clinical trials relating to MDD in children and adolescents
http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/ssrioverviewclintrialdata 101203.h
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1. FDA Converts Gleevec in Second Line Setting to Regular Approval 2003.12.8
FDA [“Gleevec”] imatinib
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Accelerated approval program
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http://www.fda.gov/bbs/topics/ NEWS/2003/NEW00990.html
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2. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of December 5,

2003
2003.12.5
Alendronate Fosamax | Merck Medical~ [Clinical Pharmacologyk-
Atovaquone and Proguanil m Malarone | GlaxoSmithKline Medical 2~ [Clinical Pharmacology~
Benazepril Lotensin | Novartis Medical 2~ [Clinical Pharmacologi=
Budesonide Pulmicort | AstraZeneca Medical~ |None*
Fentanyl Duragesic | ALZA Medical &= |Clinical Pharmacolog-
Fexofenadine Allegra Aventis Medical = |Clinical Pharmacolog#~
Fludarabine Fludara Berlex Medical # [Clinical Pharmacologh-
Fluticasone Flonase GlaxoSmithKline Medical k. |Clinical Pharmacology
Fluticasone Flovent GlaxoSmithKline Medical # |Clinical Pharmacologf-
Fosinopril Monopril | Bristol-Myers Squibb |Medical % [Clinical Pharmacologi=
Oxybutynin Ditropan__| Johnson & Johnson _ [Medical 2 |Clinical Pharmacologf= |
Temozolomide Temodar | Schering Medical A |Clinical Pharmacoloc-
Topotecan Hycamtin | GlaxoSmithKline Medical £ |Clinical Pharmacologh-
Venlafaxine Effexor Wyeth Ayerst Medical # |Clinical Pharmacologh=
http://www.fda.gov/cder/pediatric/Summaryreview.htm 12 5 web



http://www.fda.gov/bbs/topics/NEWS/2003/NEW00990.html
http://www.fda.gov/cder/pediatric/Summaryreview.htm
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WHO Drug Information Vol.17, No. 3, 2003 Safety and Efficacy Issues
http://www.who.int/druginformation/vol17num3_2003/17-3.pdf

http://www.who.int/druginformation/

1 Pregnancy during depot medroxyprogesterone use

Medroxyprogesterone
ADRAC medroxyprogesterone [“Depo-Provera’] [“Depo-Ralovera’]
27 10 2 10
Carbamazepine 2
9
Progesterone !
5
5 6
3 14 14
[“Depo-Provera’] [“Depo-Medrol”]

Australian Adverse Drug Reaction Bulletin, Volume 22, Number 3, 2003

1 Borgatta, L., Murthy, A., Chuang, C. et al. Pregnancies diagnosed during Depo-Provera® use.
Contraception, 66: 169-172 2002 .
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http://www.who.int/druginformation/vol17num3_2003/17-3.pdf
http://www.who.int/druginformation/

Carbamazepine
Medroxyprogesterone Acetate

2 Etonogestrel and vaginal bleeding

Etonogestrel
2001 8 ADRAC [“Implanon”] etonogestrel
130 37 2 26
16 37
1 4
3 28% [“Implanon’]

Australian Adverse Drug Reaction Bulletin, Volume 22, Number 3, 2003

33

1 Croxatto HB. Clinical profile of Implanon: a single-rod etonogestrel contraceptive implant. Eur J

Contraception Reprod Health Care 2000; 5 Suppl 2 : 21-8.
Vol.1 No.9

Etonogestrel

3 Hepatic reactions with minocycline

Minocycline
Minocycline
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ADRAC minocycline 21 42
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Minocycline

Australian Adverse Drug Reaction Bulletin, Volume 22, Number 3, 2003

1 Seaman HE. Lawrenson RA. Williams TJ et al. The risk of liver damage associated with minocycline:

a compar-ative study. J Clin Pharmacology 2001;41 8 :852-60.

2 Lawrenson RA, Seaman HE, Sundstrom A et al. Liver damage associated with minocycline use in

acne: a systematic review of the published literature and pharmacovigilance data. Drug Safety
2000;23:333-49.
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Minocycline Hydrochloride

4 Hepatobiliary reactions with the newer antidepressants

Health Canada
[“Celexa’] citalopram [“Prozac’] fluoxetine
[“Luvox”] fluvoxamine [“Remeron”] mirtazapine [*“Serzone-5HT,”] nefazodone [*“Paxil”]
paroxetine [“Zoloft”] sertraline [“Desyrel’] trazodone [“Effexor”] venlafaxine
2002 7 Health Canada

Nefazodone 2 Nefazodone 3



4 5
nefazodone FDA [“Serzone”]
nefazodone
25 30 1
3 4

nefazodone

1 Mano Murty, Iza Morawiecka, Suniti Sharma. Canadian Adverse Reaction Newsletter, 13 1 , January
2003
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Mirtazapine Noradrenergic and serotonin2 antagonist/reuptake inhibitor
Specific Serotonergic Antidepressant NaSSA Phase 11 2003/08/06
Phase I1l 2003/08/06

5 Convulsions with newer-generation antihistamines
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1 Torsades de pointes
QT terfenadine  astemizole Loratadine
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1 chlorpheniramine diphenhydramine pheniramine
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3.1% 2.1%
cetirizine 7 fexofenadine 4
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loratadine cetirizine fexofenadine
20 15

phenytoin
3 1
1 37
[“Claritin Extra’]1 3
1

2002 9 19 Health Canada loratadine 9
20
3.6% 1.4% 0.9%
2 1 2
27 1 3 cetirizine 20mg/
Cetirizine 1 20mg
loratadine 3 25mg/  [“Claritin”]2
2
Loratadine 1 10mg

1 Pascale Springuel, Duc Vu, Canadian Adverse Reaction Newsletter, 13 1 , January 2003

6 Rifampicin and pyrazinamide not to be used for latent tuberculosis infection

Pyrazinamide rifampin
CDC
pyrazinamide 2
CDC
CDC
IDSA
HIV

rifampicin rifampin
2
ATS CDC
ATS/CDC
Rifampicin  pyrazinamide
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Isoniazid INH

9 INH 2 6 INH 2
4 rifampicin
/
INH
paracetamol acetaminophen oTC
2
pyrazinamide 1 20.0 mg/kg/ pyrazinamide 1 2.0g
2 50.0 mg/kg/ pyrazinamide 2 4.0g
2468
8
AT
2 468
5
HIV
HIV

rifampicin  pyrazinamide

1 CDC. Adverse Event Data and Revised American Thoracic Society/CDC Recommendations Against
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the Use of Rifampicin and Pyrazinamide for Treatment of Latent Tuberculosis Infection. Morbidity and
Mortality Weekly Report, 52: 735-739 2003
Vol.1 No.19 Vol.1 No.20
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