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New initiative to develop medicines for children 2004/08/17

Qand A
http://www.mhra.gov.uk/news/news.htm

UK strategy document on medicines for children

http://medicines.mhra.gov.uk/ourwork/licensingmeds/children/paediatricstrategydoc.pdf

Questions and Answer document on UK strategy on medicines for children

http://medicines.mhra.gov.uk/ourwork/licensingmeds/children/paediatricstrategyqanda.pdf

A new section on medicines for children
http://medicines.mhra.gov.uk/ourwork/licensingmeds/children/children.htm
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NeLH

National Electronic Library for Health, NHS

High levels of thyroid hormone and miscarriage risk 2004/08/13

Divino Espirito Santo Ponta Delgada

JAMA

NIH National Institutes of Health

RTH
RTH TH
RTH
9 RTH 9
RTH RTH
RTH 89 RTH
8.8% RTH
8.1% RTH
RTH 22.9%
RTH 15  RTH
20 RTH 11 RTH
TH
RTH RTH

12

RTH

RTH
36
18 RTH
RTH

68
23.7%
2.0%

RTH

TH

RTH

2004

36

RTH

RTH

8§ 11

RTH

4.4%



RTH

CRD Centre for Reviews and Dissemination

CDSR Cochrane Database of Systematic Reviews DARE Database of Abstracts of Reviews
of Effects

1 Miscarriage alert for 25,000 women. The Times, 11 August 2004, p5.

2 Warning to mums. The Sun, 11 August 2004, p15.

3 Anselmo J, Cao D, Karrison T, Weiss R, Refetoff S. Fetal loss associated with excess thyroid
hormone exposure. JAMA 2004;292:691-695.

1 British Thyroid Association  http://www.british-thyroid-association.org/
2 British Thyroid Foundation  http://www.btf-thyroid.org/
3 National Childbirth Trust http://www.nctpregnancyandbabycare.com/

http://www.nanbyou.or.jp/sikkan/035.htm

http://www.nanbyou.or.jp/sikkan/035 i.htm

http://www.nelh.nhs.uk/hth/crdnelh294.asp

FDA
1. FDA MedWatch Web 2004/07/18
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  May 2004
FDA/CDER 2004 5

Rosiglitazone maleate/metformin hydrochloride

Alemtumab
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Captopril
Indinavir sulfate sildenafil

URL
http://www.fda.gov/medwatch/SAFETY/2004/may04 quickview.htm

2. FDA MedWatch Web 2004/08/04 2004/07
2004 Safety Alert : [“Risperdal”] risperidone

Janssen Pharmaceutica [‘Risperdal’] risperidone

FDA  Janssen Pharmaceutica

[‘Risperdal’]

[‘Risperdal’]

http://www.fda.gov/medwatch/SAFET Y/2004/risperdal.htm

Risperidone SDA serotonin-dopamine antagonist

[‘Risperdal’]


http://www.fda.gov/medwatch/SAFETY/2004/may04_quickview.htm
http://www.fda.gov/medwatch/SAFETY/2004/risperdal.htm

3. FDA MedWatch Web 2004/08/12 2004/07
2004 Safety Alert : [“Avastin”] bevacizumab

Genentech [“Avastin”] bevacizumab
[“Avastin’]

[“Avastin’]

[“Avastin’]
5%
65 [“Avastin’]

[“Avastin”]

http://www.fda.gov/medwatch/SAFETY/2004/avastin deardoc _mod.pdf

Bevacizumab Genetical Recombination
2004/08/03

4. FDA MedWatch Web 2004/08/17 2004/03
2004 Safety Alert [“Lovenox”] enoxaparin sodium injection

[‘Lovenox’] requires dosage adjustment in patients with severe renal impairment

FDA Aventis Pharmaceuticals
creatinine clearance <30mL/ enoxaparin

[‘Lovenox’] enoxaparin
Xa lla

5-FU
2

VEGF


http://www.fda.gov/medwatch/SAFETY/2004/avastin_deardoc_mod.pdf

[‘Lovenox’]

[‘Lovenox’]

[‘Lovenox’]
[‘Lovenox’]
100,000/mm®

[‘Lovenox’]
[‘Lovenox’]
[‘Lovenox’]  enoxaparin
www.LOVENOX.com
http://www.fda.gov/medwatch/SAFETY/2004/Lovenox_HCP.pdf

Enoxaparin Sodium
2004/08/01

Health Canada

TGA  2004/08/05
Complementary Medicines Evaluation Committee CMEC Meeting 44, 13 February 2004
Extracted ratified minutes

Ginseng and pregnancy

Ginseng
CMEC 2003 11 ginseng 1
ginsenoside Rb-1 Chan Science Daily News report of a study
Human Reproduction ginseng

BBC news report


http://www.fda.gov/medwatch/SAFETY/2004/Lovenox_HCP.pdf
www.LOVENOX.com

in vitro ginseng

CMEC TGA
ginseng
TGA CMEC ginseng
in vitro
In vitro ginsenoside ginseng
ginseng in vitro ginsenoside
ginseng
ginseng
CMEC
44.7
CMEC TGA ginseng

http://www.tga.health.gov.au/docs/html/cmec/cmecmi44.htm

Ginseng Radix JP

american ginseng ginseng

EU EMEA
Committee for Medicinal Products for Human Use July 2004 Plenary Meeting Monthly Report
2004/08/05
CHMP 7 2004 7 27-29
[“Sono Vue’](sulphu hexafluoride)

CHMP Bracco International B.V. [“SonoVue’] sulphur hexafluoride

2004 5 The European Commission
EMEA
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[“InductOs”’]
CHMP [“InductOs”]
CHMP
[“InductOs”]
[“InductOs”] EU

[“InductOs’]

http://www.emea.eu.int/humandocs/PDFs/EPAR/inductos/318802en3.pdf

WHO EDM  2004/08
WHO Drug Information Vol.18, No.2 2004
http://www.who.int/druginformation/vol18num2_2004/D118-2.pdf

1 Efficacy of artesunate for emergency malaria treatment
Artesunate
Artesunate
109
artesunate 10mg/kg
sulfadoxine-pyrimethamine

10mg/kg

quinine

Artesunate
24 quinine
Table2  Artesunate
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Table 1: Selected baseline clinical and laboratory parameters

Children Adults
Rectal Quinine Rectal Quinine
artesunate IM/IV artesunate M
(n=8T7) (n=22) (n=2T7) (n=8)
Male 54 13 16 2
Female 33 9 11 6
Median (range) age 48.2 months 457 months 29.0 years 24 5 years
(16-120) (18-121) (16-58) (17-45)
Mean (SD) weight (kg) 14.2(3.7) 13.4 (3.6) 62 (10.4) 62 (20.5)
Mean (SD) respiratory
rate (breaths/minute) 45(14.3) 46 (13.0) 24(5.2) 24 (7.1)
Mean (SD) 38.7(1.0) 39.1(1.1) 38.7 (1.3) 38.5(1.5)
temperature (*C)*
Median (range) 185 977 230 738 54 800 101173
parasitaemia (10 995- (4 293- (520- (7 000-
(ring forms per ul} 848 732) 701 784) 246 000) 190 000)
Mean (SD) 277(2.1) 3.02 (0.9) 25(0.7) 22(1.0)
plasma lactate (mmol/L)
Mean (SD) 304 (5.8) 289 (3.6) 39.1(7.4) 33.9(5.2)
packed cell volume (%)
IM=inframuscuiar IV=intravenous. "Recial in chiiidren, oral in aduis.
Table 2: Parasite density over time by allotted treatment group
Children Adults
Rectal Quinine P Rectal Quinine ]
artesunate MV artesunate IM
(n=8T7) (n=22) (n=27) (n=8)
Parasitaemia (ring forms per uL blood)
Baseline 185977 230738 069 56480 58340 0.666
(112 411- (170 O78- (26 536- (45 110-
336 000) 325 029) 126 000) 118 230)
12 h 50596 210335 <0.0001 5560 35160 0.025
(18 771- (170 078- (1295- (22 720-
107 698) 325 029) 25 840) 80 400)
% baseline 26.7% 82.0% <0.0001 12.8% 64.7% 0.002
(13.8-42.7%) (62.5-102%) (3.2-33.8%) (35.5-85.5%)
24h 222 (37-625) 111223 =0.0001 400 17320 0.004
(24 590- (120-1 000} (4 980-
166 143) 37 403)
% baseline 0.1% 59.2% <0.0001 1% (0-3%) 27.5% 0.0004
(0.02-0.5%) (15-T5%) (5-58.5%)
PCT (h)
Mean 36 (30-42) 45 (42-48)  0.0003* 49 63 0.10*
(95% CI) (43-55.7) (45.4-80.8)
Censored 1 1 1 0
observations

Data are median (/AR unless speciied olfenyiss.

Id=intramuscwiar, IV=iniavenous. FCT=parasie clearance time. “Unpaired | fest




