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Hormone replacement therapy (HRT) and breast cancer— results of the UK Million Women Study
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1 Risks and benefits of estrogen plus progestin in healthy postmenopausal women.
JAMA 2002; 288:321-333. www.jama.com
2 Breast cancer and hormone replacement therapy in the Million Women Study. Lancet 2003;362:419.
http://www.thelancet.com/

Pub Med abstract
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=12927427&dopt=
Abstract

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/hrt803epinet.pdf
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1.Pyrazinamide plus Rifampin for Treatment of Latent Tuberculosis Infection (LTBI)
pyrazinamide rifampin

CDC pyrazinamide rifampin 2

http://www.fda.gov/medwatch/safety/2003/safety03.htm#Pyrazinamide FDA

http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5231a4.htm CDC
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2.Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research (CDER) April 2003 web 2003.8.13
FDA/CDER 2003 4



C CONTRAINDICATIONS
W WARNINGS

P PRECAUTIONS

BW BOXED WARNING

AR ADVERSE REACTIONS

C |BW| W P | AR

Epirubicin Hydrochloride* Ellence Injection o o o
Lepirudin (rDNA) Refludan for Injection o o o o
Acitretin Soriatane Capsules o o o o o
Bexarotene Targretin Capsules o o
Flucytosine* Ancobon Capsules o o o
Amiodarone Hydrochloride* Cordarone Tablets o o
Nalbuphine Hydrochloride Nubain Injection o o o
Sirolimus Rapamune Oral Solution and Tablets o o o
Metoclopramide* Reglan Tablets o o o
3.3% Sorbitol Irrigation in Plastic Container 3.3% Sorbitol Irrigation in Plastic Container o o o
Lisinopril/Hydrochlorothiazide* Zestoretic Tablets o o o
Simvastatin* Zocor Tablets o o o
Alclometasone Dipropionate Aclovate Cream and Ointment o
Melphalan Hydrochloride Alkeran for Injection o
Branched Chain Amino Acid 4% BranchAmin Injection in Viaflex Plastic o
Prednisolone Acetate Ophthalmic Suspension  |Econopred and Econopred Plus o
Sulfadoxine and Pyrimethamine Fansidar Tablets o
Metronidazole Flagyl 375 Capsules o

Flagyl ER Extended Release Tablets

Flagyl Tablets
Dexamethasone Ophthalmic Suspension Maxidex o
Meloxicam Mobic Tablets o
Nystatin Lozenges Mycostatin Pastilles o
Tobramycin Sulfate Injection Nebcin Vials and Hyporets
Tobramycin Sulfate for Injection Nebcin Vials ©
Malathion Ovide Lotion o
Oxandrolone Oxandrin Tablets o
Olopatadine Hydrochloride Ophthalmic Solution |[Patanol o
Potassium Chloride in 5% Dextrose and Sodium |Viaflex Plus container
Chloride Injection, USP e
Amino Acid 20% Pro-Sol-sulfite-free Injection in Viaflex plastic

container °
Amino Acid RenAmin Injection o
Clobetasol Propionate Emollient Cream Temovate E Emollient
Clobetasol Propionate Cream Temovate Cream and Ointment o
Clobetasol Propionate Temovate Scalp Application
Topiramate Topamax Tablets and Sprinkle Capsules o o
Brand of lopromide Ultravist Injection o
Rimexolone Ophthalmic Suspension Vexol o
Piperacillin Sodium/Tazobactam Sodium Zosyn o o
Cetirizine HCI 5 mg and Pseudoephedrine HCI |Zyrtec-D 12 Hour Extended Release Tablets
120 mg © ©
Candesartan Cilexetil Atacand Tablets o
Clarithromycin Biaxin XL Filmtab Extended-Release Tablets o
Kit for the Preparation of Technetium Tc99m CardioTec
Teboroxime ©
Metronidazole Noritate Cream o




C |BW| W AR
Milrinone Lactate Primacor Injection -
Primacor in 5% Dextrose Injection
Sparfloxacin Zagam Tablets o
2
2
Epirubicin [‘Ellence ]

Hydrochloride

1,500cells/mm?®

anthracycline

epirubicin anthracycline

anthracenedione

Epirubicin

=

25mg/kg

500mg/m?

Flucytosine

Amiodarone
Hydrochloride

[‘Cordarone’]

X




Metoclopramide

Metoclopramide

2. Syndrome malin
NMS
NMS
CK CPK
Lisinopril/ ACE Lisinopril
Hydrochlorothiaz
ide / 1.
ACE
/ C-1
CT
ACE
ACE
Simvastatin
HMG-CoA 80mg
80mg 3 2.
1




http://www.fda.gov/medwatch/SAFETY/2003/apr03_quickview.htm
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3. Labeling Changes for Drug Products that Contain Salmeterol 2003.8.14
Salmeterol
FDA COPD
salmeterol
[“Serevent Inhalation Aerosol”] [“Serevent Diskus®] [“Advair Diskus’]

salmeterol

2003 1 23 FDA  Salmeterol [“Serevent Inhalation Aerosol’] 42 1 2

28 SMART Salmeterol Multi-center Asthma Research
Trial FDA
[“Serevent”]
[“Advair *] GlaxoSmithKline
SMART 1
2
60,000
[“Serevent”] 13,174 13,179
1
13 4 36 23 [“Serevent’]
SMART
[“Serevent”] 1
20 7 8 1
19 4 [“Serevent’]
FDA
COPD salmeterol
FDA salmeterol COPD
COPD
FDA salmeterol

http://www.fda.gov/bbs/topics/ ANSWERS/2003/ANS01248.html
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TGA  2003.8.15

ADEC statement on use of hormone replacement therapy

ADEC

HRT

ADEC
HRT

Million Women Study [Lancet 2003; 362: 419-427]
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progestogen  estrogen
ADEC
HRT 1,000
5 10
estrogen HRT 1.5 /1,000 5/1,000
estrogen + progestogen HRT | 6/1,000 19/1,000
1.2 Lancet 15 15
WHI HRT 3
HRT
HRT
12
5
4
52 WHI
1,000 6
33 HRT 1,000 39
1
8 8 Scarabin ° 1999 2002
VTE 155 92 63
381 WHI
VTE estrogen VTE
HRT
1 1
HRT
HRT
WHI Million Women Study
HRT
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http://www.health.gov.au/tga/docs/html/hrtadec.htm
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