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European Medicines Agency gives guidance for use of antiviral medicinesin case of a novel
influenza A/H1IN1 pandemic

The European Medicines Agency has given guidance on the use of Tamiflu (oseltamivir) in children
under one year of age and the use of Tamiflu and Relenza (zanamivir) in pregnant and breastfeeding
women in the case of adeclared influenza A/H1N1 pandemic.

Children under the age of one

The Agency’s Committee for Medicinal Products for Human Use (CHMP) has concluded that during
an officially declared influenza A/H1N1 pandemic the benefits of the use of Tamiflu outweigh its risks
in the treatment of children under the age of one. Because there is |ess evidence to support the use of
Tamiflu for the prevention of influenza, doctors should carefully consider the benefits and risks for
each patient.

During a pandemic, if Tamiflu is prescribed to children under the age of one, the recommended
dosage is 2 to 3 mg per kg body weight.

Pregnant and breastfeeding women

Following a review of the available data for Tamiflu and Relenza, the CHMP concluded that the
benefits of using these medicines in pregnant or breastfeeding women outweigh the risks in case of an
Influenza A/HIN1 pandemic.

The recommendations are made by the Committee as part of awider request from Agency’s Executive
Director Thomas L énngren to look into ways to prevent shortages of antiviral medicines and to ensure
that the medicines are available to those who might need them. These recommendations will only
apply if apandemic has been declared by the World Health Organization (WHO).

Unless a pandemic has been announced, Tamiflu and Relenza should be used according to the
currently approved product information.

—Ends—

Notes

1. Moreinformation isavailable in a guestion-and-answer document.

2. Tamifluisacentrally authorised medicine (i.e. authorised for use in all countries of the European
Union, aswell asin Iceland, Liechtenstein and Norway) for the treatment and prevention of
influenzain adults and children over the age of one year. The European public assessment report
for Tamiflu is available here.

3. Reenzaisauthorised in all 27 EU Member States for the treatment of influenza. The reference
Member State for Relenzais Sweden. Further information on Relenzais available in the summary
of product characteristics and the patient information |eaflet. The assessment report of the CHMP
with recommendations on the use of Tamiflu and Relenzain children under one year of age and
pregnant and breastfeeding women in the event of a pandemic is available here.

4. A separate press release with information on the Agency’ s recommendation to extend the shelf
life of Tamiflu is available here.

5. Moreinformation on the work of the European Medicines Agency in relation to pandemic
influenzavaccinesis available here.

6. AnEMEA review of influenza antiviral medicinal products for usein pandemicsis available
here.
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http://www.emea.europa.eu/humandocs/PDFs/EPAR/tamiflu/27353509en.pdf
http://www.emea.europa.eu/humandocs/Humans/EPAR/tamiflu/tamiflu.htm
http://www.lakemedelsverket.se/SPC_PIL/Pdf/enhumspc/Relenza%20inhalation%20powder%20pre-dispensed%20ENG.pdf
http://www.lakemedelsverket.se/SPC_PIL/Pdf/enhumspc/Relenza%20inhalation%20powder%20pre-dispensed%20ENG.pdf
http://www.lakemedelsverket.se/SPC_PIL/Pdf/enhumpil/Relenza%20inhalation%20powder%20pre-dispensed%20ENG.pdf
http://www.emea.europa.eu/humandocs/PDFs/EPAR/tamiflu/28766209en.pdf
http://www.emea.europa.eu/humandocs/PDFs/EPAR/tamiflu/28497109en.pdf
http://www.emea.europa.eu/htms/human/pandemicinfluenza/vaccines.htm
http://www.emea.europa.eu/pdfs/human/pandemicinfluenza/59210207en.pdf

7. The European Commission and the European Centre for Disease Prevention and Control (ECDC)
are responsible for the coordination of the European response to the public health threats posed
by the influenza outbreak. The European Medicines Agency isworking closely with them to
support their work.

An overview of the activities of the European Commission can be found at:
http://ec.europa.eu/health/ph_threats/com/Influenza/influenza_en.htm
Information about the work of the ECDC can be found at: http://ecdc.europa.eu/

8. Information about the work of the WHO can be found at: http://www.who.int/en/

9. Thispressrelease, together with other information about the work of the EMEA, is available on
the EMEA website: http://www.emea.europa.eu/
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