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1. 2003 Safety Alert: [“Valcyte”] valganciclovir HCI tablets 2003.10.22
2003 [“Valcyte”] valganciclovir HCI
FDA Roche CMV
[“Valcyte’] VGCV ganciclovir GCV
1 [“Valcyte’]
CmMV 2 [“Valcyte’]
3 CMV
[“Valcyte”]
Roche CMV CMV /CMV
D+/R- 364
PV16000 PV16000 o V\V]


http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/casodex_281003.pdf

[“Valcyte’] 1 1 900mg [“Cytovene’] ganciclovir 1 3 1g
2 1 10
100
CMV CMV CMV CMV
24 38 CMV DNAPCR CMV
CMV
CMV CMV
CMV DNA
6 CMV [“Valcyte’] 12.1% N=239
ganciclovir 15.2% N=125
CMV
[“Valcyte”]
CmMvV ganciclovir 12% [“Valcyte”]
19% CmvV ganciclovir 3% [“Valcyte”]
14% [“Valcyte”] CMvV
CMV CMV Endpoint Committee 6 ITT
CMV - CMV CMV
VGCV GCV VGCV GCV VGCV GCV
N=239 N=125 N=239 N=125 N=239 N=125
19% 12% 14% 3% 5% 9%
n=177 22/118 7/59 16/118 2/59 6/118 5/59
6% 23% 1% 5% 5% 18%
n=120 5/81 9/39 1/81 2/39 4/81 7/39
6% 10% 0% 5% 6% 5%
n=56 2/35 2121 0/35 1/21 2/35 1/21
/ 0% 17% 0% 17% 0% 0%
n=11 0/5 1/6 0/5 1/6 0/5 0/6
GCV = ganciclovir  VGCV = [*Valcyte’]
CMV = CMV +CMV




http://www.fda.gov/medwatch/SAFETY/2003/valcyte.htm
http://www.fda.gov/medwatch/safety/2003/safety03.htm#valcyte
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2. Re : High Rate of Virologic Failure in Patients with HIV Infection Treated with a Once-Daily

Triple NRTI Regimen containing Didanosine, Lamivudine, and Tenofovir 2003.10.14 web
2003.10.21
HIV didanosine lamivudine tenofovir 3
1 1
Gilead Gilead Sciences NRTI nucleosides/nucleotide reverse transcriptase inhibitor

tenofovir disoproxil fumarate [*“Viread”] Gilead lamivudine [ “Epivir”]

GlaxoSmithKline didanosine EC [“Videx EC”]
Bristol-Myers Squibb 1 1 3 HIV
NRTI 3
HIV-1 didanosine

lamivudine  tenofovirDF

24 n=24 HIV 3 NRTI didanosine EC
250 mg lamivudine 300 mg tenofovirDF 300mg 1 1
Jemsek et al., Oral Communication 2003 9
91% HIV RNA 12
1/100
21 20 95% M1841/V 10  50%
M184V K65R

abacavir/lamivudine/zidovudine [ “Trizivir’] Gulick


http://www.fda.gov/medwatch/SAFETY/2003/valcyte.htm
http://www.fda.gov/medwatch/safety/2003/safety03.htm#valcyte

2003  abacavir/didanosine/stavudine Gerstoft 2003 ~ NRTI 3
abacavir/lamivudine/tenofovir DF Farthing 2003 Gallant 2003

NRTI 3
NRTI 3
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3. FDA Talk Paper: FDA Advises Physicians of Adverse Events Associated with Cordis Cypher
Coronary Stents 2003.10.29
FDA  Cordis [“Cypher?]

FDA Cordis [“Cypher’]
FDA 1 30 290
60
FDA Cordis 50
[“Cypher”] FDA [“Cypher’]
FDA 2003 4 [“Cypher’]
sirolimus


http://www.fda.gov/medwatch/SAFETY/2003/viread_deardoc.pdf

FDA  Cordis
FDA [“Cypher’]

FDA

FDA Cordis 2000

http://www.fda.gov/bbs/topics/ ANSWERS/2003/ANS01257.html
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#cypher2

Sirolimus 2002/11/20

4. FDA Talk Paper : FDA Issues Public Health Advisory Entitled: Reports Of Suicidality in
Pediatric Patients Being Treated with Antidepressant Medications for Major Depressive Disorder
MDD 2003.10.27

FDA  Public Health Advisory MDD

FDA  Public Health Advisory MDD

FDA MDD

MDD
[“Prozac’] fluoxetine MDD
Pediatric Exclusivity provision

FDA 8 citalopram fluoxetine fluvoxamine mirtazapine nefazodone paroxetine
sertraline venlafaxine FDA Modernization Act  Pediatric Exclusivity provision
FDAMA 1997 Fluvoxamine


http://www.fda.gov/bbs/topics/ANSWERS/2003/ANS01257.html
http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#cypher2

fluvoxamine

FDA
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19 FDA Talk Paper  [“Paxil”] paroxetine
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[“Paxil’]

Talk Paper
FDA MDD 7 FDA
MDD [“Prozac”] fluoxetine
MDD
FDA
FDA
FDA MDD
FDA
MDD

FDA

http://www.fda.gov/bbs/topics/ ANSWERS/2003/ANS01256.html
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Fluoxetine Hydrochloride SSRI Citalopram Hydrobromide SSRI
Phase 111 2003/08/06 Phase 11 2002/01/23



http://www.fda.gov/bbs/topics/ANSWERS/2003/ANS01256.html

Mirtazapine
Fluvoxamine Maleate SSRI Noradrenergic and Specific Serotonergic Antidepressant
NaSSA
Phase 111 2003/08/06
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2003/10/20 Phase 1l 2003/10/29

5. Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of October 28,
2003 2003.10.28

Medical | Clinical Pharmacology

Alendronate Fosamax Merck o o
Benazepril Lotensin Novartis o o
Budesonide Pulmicort AstraZeneca o




Medical | Clinical Pharmacology
Fentanyl Duragesic ALZA o o
Fexofenadine Allegra Aventis o o
Fludarabine Fludara Berlex o o
Fluticasone Flonase GlaxoSmithKline o
Fluticasone Flovent GlaxoSmithKline o o
Fosinopril Monopril Bristol-Myers Squibb o o
Oxybutynin Ditropan Johnson & Johnson o o
Temozolomide Temodar Schering o o
Topotecan Hycamtin GlaxoSmithKline o o
Venlafaxine Effexor Wyeth Ayerst o o
http://www.fda.gov/cder/pediatric/Summaryreview.htm
2003 10 28 web
Health Canada
TGA
EU EMEA
WHO EDM Information Exchange System Alert No. 109 2003.10.24

Virologic failure in HIV patients treated with the combination of Didanosine, Lamivudine and

Tenofovir
Didanosine lamivudine
EMEA HIV

tenofovir 3

didanosine

tenofovir

1

tenofovir
EC
HIV

[“Viread’] TDF

HIV

HIV

didanosine

lamivudine

lamivudine [“Epivir’] 3TC

[“Videx EC’] ddl EC

1 1 3


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

tenofovir didanosine lamivudine 3

50copies/mL

abacavir lamivudine tenofovir 3

EMEA 2003 7 http://www.emea.eu.int/pdfs/human/press/pus/

2019403en.pdf
http://www.who.int/medicines/library/qgsm/drugalert/alert109.pdf

EMEA Public Statement, EMEA/CPMP/5094/03, 22 Oct 2003. \Vol.1 No.30
http://www.emea.eu.int/pdfs/human/press/pus/509403en.pdf

10


http://www.emea.eu.int/pdfs/human/press/pus/2019403en.pdf
http://www.who.int/medicines/library/qsm/drugalert/alert109.pdf
http://www.emea.eu.int/pdfs/human/press/pus/509403en.pdf
http://www.emea.eu.int/pdfs/human/press/pus/2019403en.pdf

