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European Medicines Agency
Press office

London, 23 October 2009
Doc. Ref. EMEA/CHMP/671190/2009 corr.”

PRESS RELEASE
Meeting highlights from the Committee for Medicinal Products for Human Use,
19-22 October 2009

Update on H1N1 pandemic vaccines

The European Medicines Agency’s Committee for Medicinal Products for Human Use (CHMP)
reviewed early data from clinical studies for the three authorised pandemic vaccines, Celvapan,
Focetria and Pandemrix. The Committee concluded to maintain the recommendation it adopted in
September, namely that the three vaccines be preferably given as two doses, at least three weeks apart.
" The data currently available for Pandemrix and for Focetria indicate that one dose may be sufficient in
adults, but are too limited to allow the Committee to recommend the general use of a single-dose
vaccination schedule.

More informatiqn is available in a guestion and answer document.

The updated product information showing the changes is also available for Focetria and Pandemrix.
The EPAR Summaries for Focetria and Pandemrix have also been updated and can be found on the
Agency's pandemic influenza HINI website http://'www.emea.europa.ew/influenza/vaccines/home.htm

Positive opinions for new medicines

The Committee adopted positive opinions, recommending the granting of a marketing authorisation,

for the following new medicines:

s Scintimun (besilesomab), from CIS bio international, a radiopharmaceutical intended for use in
scintigraphic imaging, in conjunction with other appropriate imaging modalities, for determining
the location of inflammation/infection in peripheral bone in adults with suspected osteomyelitis.
The review of Scintimun began on 23 July 2008, with an active review time of 203 days.

= Zenas (amifampridine), from EUSA Pharma SAS, intended for the symptomatic treatment of.
Lambert-Eaton Myasthenic Syndrome (LEMS) in adults, a rare disorder of neuromuscular
transmission caused by impaired presynaptic release of acetylcholine (Ach). The review of Zenas
began on 25 June 2008, with an active review time of 196 days. Zenas is the 60th orphan
medicinal product to receive a positive opinion by the CHMP. The Committee recommended
that it be granted a marketing authorisation under ‘exceptional circumstances’.

Positive opinion for generic medicine
The Committee adopted a positive opinion for Sildenafil ratiopharm (sildenafil), from ratiopharm
GmbH, a generic of Viagra, indicated for the treatment of erectile dysfunction.

Positive opinion for ‘informed consent’ application

The Committee adopted a positive opinion for Leflunomide Winthrop (leflunomide), from Sanofi-
Aventis Deutschland GmbH, intended for the treatment of adult patients with active rheumatoid
arthritis and with active psoriatic arthritis. The application was made as an ‘informed consent’
application. This type of application requires that reference is made to an authorised medicinal product
and that the marketing authorisation holder of the reference product has given consent to the use of
their dossier in the application procedure. The reference medicine for Leflunomide Winthrop is Avara.

Summaries of opinions for all mentioned medicines, including their full indication, can be found here.

" The numbering of the orphan medicine that received a positive opinion from the CHMP has been corrected from 59th
to 60th.

7 Westferry Circus, Canary Wharf, London, E14 4HB, UK

Tel. (44-20) 74 18 84 00 Fax (44-20) 74 18 84 09
E-mail: mai{@emea.europa.eu  hitp://www.emea.europa.eu
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European Medicines Agency

Press office
London, 20 Nove i
Doc. Ref. EMEA/748707/2009
PRESS RELEASE

European Medicines Agency reaffirms efficacy and safety of HIN1
pandemic vaccines

The European Medicines Agency has reviewed further data on the centrally .authorised pandemic
vaccines, Celvapan, Focetria and Pandemrix. The Agency has reaffirmed their positive balance of
benefits and risks in the context of the current HIN1 influenza pandemic.

The data on Focetria and Pandemrix indicate that a single dose of these vaccines is able to trigger an
immune response that may be sufficient to give protection against the HIN1 pandemic influenza in
some age groups. For both vaccines, a single dose may be used in adults aged between 18 and 60 years
and in children and adolescents (from the age of 9 years for Focetria, and from 10 years for
Pandemrix). Pandemrix may also be used as a single dose in the elderly. For certain groups, such as

_younger children and immunocompromised patients, the recommendation remains that two_doses

should be given, to ensure that their immune system responds adequately to the vaccination. Further
data will become available in the coming months. Data on Celvapan are still being assessed.

The Agency also concluded that Focetna and Pandemrix can be co-administered with non-adjuvanted
seasonal flu vaccines.

The Agency, together with the national competent authorities, is continuously monitormg the safety
profile of HIN1 pandemic influenza vaccines. With vaccination campaigns ongoing in the Europeanl
Union, about 5 million people have been vaccinated so far. To date, the side effects reported have
mainly been mild symptoms such as fever, nausea, headache, allergic reactions and injection site
reactions, confirming the expected safety profile of the three vaccines. A very small number of cases
of Guillain-Barré syndrome and foetal death have been reported in patients previously vaccinated with
a pandemic vaccine. The Agency is still in the process of gathering all relevant information and
evaluating the data. However, on the basis of the available information there is no evidence to link
these to the vaccines.

The Agency will continue to evaluate all information that becomes available and make further
recommendations as necessary.

—-ENDS--

NOTES

1. For more details on the changes, please refer to the updated product information for Focetria and
Pandemrix in English.

2.  The latest approved product information for Celvapan is available.

3. More information on the Agency’s activities in relation to the influenza pandemic can be found
on the Agency's Pandemic influenza (HIN1) website.

4. This press release, together with other information on the work of the EMEA, can be found on the
EMEA website: www.emea.europa.eu

Media enquiries only to:
Martin Harvey Allchurch or Monika Benstetter
Tel. (44-20) 74 18 84 27, E-mail press@emea.curopa.eu

7 Westferry Circus, Canary Wharf, London, E14 4HB, UK
Tel. (44-20) 74 18 84 27 Fax (44-20) 74 18 84 09
E-mail: press@emea.europa.eu  hitp:/www.emea.europa.eu
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Initial Results Show Pregnant Women Mount Strong Immune Response to One
Dose of 2009 HIN1 Flu Vaccine

Healthy pregnant women mount a robust immune response following just one dose of 2009 HIN1 influenza
vaccine, according to initial results from an ongoing clinical trial sponsored by the National Institute of
Allergy and Infectious Diseases (NIAID) of the National Institutes of Health.

"For pregnant women, who are among the most vulnerable to serious health problems from 2009 HIN1
infection, these initial results are very reassuring," says NIAID Director Anthony S. Fauci, M.D. "The
immune responses seen in these healthy pregnant women are comparable to those seen in healthy adults at
the same time point after a single vaccination, and the vaccine has been well tolerated.”

According to the Centers for Disease Control and Prevention, since the outbreak began last spring, at least
100 pregnant women have been hospitalized in intensive care units in the United States and at the last
official count, 28 pregnant women have died.

A preliminary analysis of blood samples taken 21 days post-vaccination from a subgroup of 50 pregnant
women participating in the trial shows the following

° 5 women who received a single 15-microgram dose of the vaccine, the HIN1 flu vaccine elicited an

immune response likely to be protective in 92 percent, or 23 of 25, of these women,
e In 25 women who received a single 30-microgram dose of the vaccine, the HIN1 flu vaccine elicited an

e ACAL = o

immune response likely to be protective in 96 percent, or 24 of 25, of these women,

The trial began on Sept. 9 and reached its target enrollment of 120 volunteers in mid-October. All
participants are between 18 to 39 years old and began the study in their second or third trimester (14 to 34
weeks) of pregnancy. At entry into the study, the participants were divided at random into two groups: half
are receiving two doses of a 15-microgram vaccine and the other half are receiving two doses of a
30-microgram vaccine. The two injections of vaccine are spaced three weeks apart.

Safety is being monitored closely in the trial, by the study investigators and by an independent panel of
experts known as a safety monitoring committee. To date, the vaccine appears to be well-tolerated, and no
safety concerns related to the vaccine have arisen.

2009/11/05 15:40
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Farly Results: In Children, 2009 HIN1 Influenza Vaccine Works Like Seasonal Flu
Vaccine

Early results from a trial testing a 2009 HIN1 influenza vaccine in children look promising, according to the
trial sponsor, the National Institute of Allergy and Infectious Diseases (NIAID), part of the National
Institutes of Health. Preliminary analysis of blood samples from a small gfoup of trial participants shows
that a single 15-microgram dose of a non-adjuvanted 2009 HIN1 influenza vaccine — the same dose that is
in the seasonal flu vaccine — generates an immune response that is expected to be protective against 2009
HIN1 influenza virus in the majority of 10- to 17- year-olds eight to 10 days following vaccination. These
results are similar to those recently reported in clinical trials of healthy adults. Younger children generally
had a less robust early response to the vaccine. :

"This is very encouraging news," says NIAID Director Anthony S. Fauci, M.D. "As we had hoped,
responses to the 2009 HIN1 influenza vaccine are very similar to what we see with routinely used seasonal
influenza vaccines made in the same way. It seems likely that the HIN1 flu vaccine will require just one
15-microgram dose for children 10 to 17 years of age. The 2009 HIN1 influenza virus is causing widespread
infections among children, so these are welcome results."

The ongoing NIAID-sponsored trial began in mid-August at five sites nationwide. The trial is assessing the
safety and immune responses to one and two doses of either 15 micrograms or 30 micrograms of vaccine.
Data from the trial is being compared for three age groups: children 6 months to 35 months old; 3 to 9 years
old; and 10 to 17 years old.

The preliminary results are based on blood samp les taken eight to 10 days after the first vaccination.

_Immune responses were strongest among the oldest children, those 10 to 17 years old. In this group of 25
childrén) a strong immune response was seen in 76 percent who received one 15-microgram dose of vaccine.
The immune responses in children nine years old and y ounger were not as strong. Among 25 volunteers aged
3 to 9 years old, a strong immune response was seen in 36 percent of those given 15 micrograms of vaccine.
In the youngest group, 20 children between 6 months to 35 months old, a single 15-microgram dose of
vaccine produced a strong immune response in 25 percent of recipients.

/2 2009/11/17 21:31
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