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(Only the Dutch text is authentic)

(2006/147/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Directive 2005/94/EC of 20
December 2005 on Community measures for the control of
avian influenza and repealing Directive 92/40/EEC (1), and in
particular, Article 57 (2) thereof;

Whereas:

(1) Avian influenza is an infectious viral disease in poultry
and birds, causing mortality and disturbances which can
quickly take epizootic proportions liable to present a
serious threat to animal health and under certain circum-
stances to human health. There is a risk that the disease
agent might be spread to other holdings thus reducing
sharply the profitability of poultry farming, to wild birds
and from one Member State to other Member States and
third countries through the international trade in live
birds or their products.

(2) Highly pathogenic avian influenza A virus of subtype
H5N1 has been isolated from wild birds in certain
parts of the Community and in third countries adjacent
to the Community or populated by migratory birds
during winter. The likelihood of virus introduction with
wild birds is increasing during the forthcoming migratory
season.

(3) Early detection systems and biosecurity measures to
reduce the risk of transmission of avian influenza to
poultry flocks are in place in the whole territory of the
Netherlands.

(4) In its opinion on ‘Animal health and welfare aspects of
avian influenza’ of 20 September 2005 the Animal
Health and Welfare Panel of the European Food Safety

Authority (EFSA) recommends that preventive vacci-
nation can be considered if a high risk of virus intro-
duction is identified in densely populated poultry areas.
During an avian influenza epidemic there is always a
significant risk that hobby and pet birds are hidden
and constitute an ongoing risk of infection. This
occurrence should be considered, and instead of mass
culling of such birds, a policy of increased surveillance
and biosecurity may be recommended. In addition, quar-
antine and vaccination may be considered as options for
these types of birds. However, such a practice should not
jeopardise the strict biosecurity and other measures that
should be in force in such areas aimed at eradicating any
introduction of virus. In particular, vaccination may be
applied in flocks in which the general flock management
systems that are used preclude birds being permanently
housed indoors or sufficiently protected against contacts
with wild birds.

(5) On 21 February 2006, the Netherlands have submitted
to the Commission for approval a plan for preventive
vaccination in the light of the particular risk of intro-
duction of avian influenza into their territory. The
Commission has immediately examined this plan in
collaboration with the Netherlands and deems that after
certain adaptations it is in conformity with the relevant
Community provisions. It appears therefore appropriate
to approve this plan.

(6) Only vaccines authorised in accordance with Directive
2001/82/EC of the European Parliament and of the
Council of 6 November 2001 on the Community code
relating to veterinary medicinal products (2) or Regulation
No 726/2004 of the European Parliament and of the
Council of 31 March 2004 laying down Community
procedures for the authorisation and supervision of
medicinal products for human and veterinary use and
establishing a European Medicines Agency (3) should be
used.

(7) Where preventive vaccination is carried out in the Neth-
erlands monitoring on vaccinated and unvaccinated
poultry flocks and movement restrictions for vaccinated
birds have to be implemented.

(8) The measures provided for in this Decision are in
accordance with the opinion of the Standing
Committee on the Food Chain and Animal Health,
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HAS ADOPTED THIS DECISION:

Article 1

Subject matter, scope and definitions

1. This Decision lays down certain measures to be applied in
the Netherlands where preventive vaccination is carried out in
certain poultry holdings at particular risk for introduction of
infection including movement restrictions on vaccinated poultry
and certain products derived thereof.

2. For the pupose of this Decision, in addition to the defi-
nitions laid down in Council Directive 2005/94/EC the
following definitions shall apply:

(a) ‘backyard poultry’ means chicken, ducks, turkeys and geese
which are kept by their owners:

(i) for their own consumption or use; or

(ii) as pets.

(b) ‘organic’ and ‘free range layers’ means laying hens as
defined in Council Directive 1999/74/EC of 19 July 1999
laying down minimum standards for the protection of
laying hensand Commission Directive 2002/4/EC (1) of 30
January 2002 on the registration of establishments keeping
laying hens, covered by Council Directive 1999/74/EC
which have access to open runs.

Article 2

Approval of the vaccination programme

1. The plan for preventive vaccination against highly
pathogenic avian influenza H5N1, submitted by the Netherlands
to the Commission on 21 February 2006, is approved (‘the
preventive vaccination plan’).

In accordance with ‘the preventive vaccination plan’ the
preventive vaccination against avian influenza H5N1 shall be
carried out with an inactivated heterologous vaccine of avian
influenza subtype H5 or in exceptional circumstances and only
in the case of organic and free range layers with a bivalent
vaccine containing both avian influenza subtypes H5 an H7
authorised by the Netherlands in backyard poultry, organic
and free range layers in the whole territory of the Netherlands.

2. Intensive monitoring and surveillance, as set out in the
‘the preventive vaccination plan’ shall be carried out in the
backyard poultry and flocks of organic or free range layers
where preventive vaccination is carried out.

3. The preventive vaccination plan shall be implemented effi-
ciently.

4. The Commission shall publish the preventive vaccination
plan.

Article 3

Provisions for movements of live poultry, table eggs, fresh
poultry meat, minced meat, meat preparations,

mechanically separated meat and meat products

The provisions for movements of live poultry coming from
and/or originating from holdings in which preventive vacci-
nation is carried out and on movements of table eggs, fresh
poultry meat, minced meat, meat preparations, mechanically
separated meat and meat products derived from vaccinated
poultry in accordance with ‘the preventive vaccination plan’
shall apply in accordance with Article 4 to 11 of this Decision.

Article 4

Provisions for movements and dispatch of live backyard
poultry and day-old poultry and hatching eggs derived

from such poultry

The competent authority shall ensure that:

1. Vaccinated backyard poultry must be individually identified
and may only be moved to other vaccinated backyard
holdings within the Netherlands in accordance with ‘the
preventive vaccination plan’ which requires records of such
movements.

2. No vaccinated backyard poultry and no day-old poultry and
hatching eggs originating from such poultry may be moved
to commercial poultry holdings within the Netherlands or
dispatched to another Member State.

Article 5

Provisions for movements and dispatch of live organic and
free range layers

The competent authority shall ensure that vaccinated live
organic and free range layers may only be moved either to
other holdings where vaccination is carried out or to a slaugh-
terhouse for immediate slaughter within the Netherlands and
may not be dispatched from the Netherlands.

Article 6

Health certification for intra-Community trade in live
poultry, day-old poultry and hatching eggs

Health certificates for intra-Community trade in live poultry,
day-old poultry and hatching eggs from the Netherlands shall
include the words:

‘The consignment consists of live poultry/day-old poultry/
hatching eggs originating from holdings where no vacci-
nation against avian influenza has been carried out’.
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Article 7

Provisions for dipatch of table eggs

The competent authority shall ensure that table eggs that come
from and/or originate from organic and free range layer
holdings in which preventive vaccination is carried out are
only dispatched from the Netherlands provided that the table
eggs:

(a) come from poultry which originate from flocks which have
been regularly inspected and tested with negative results for
highly pathogenic avian influenza H5N1 in accordance with
‘the preventive vaccination plan’, with particular attention
paid to sentinel birds; and

(b) are directly transported:

(i) to a packing centre designated by the competent
authority provided that they are packed in disposable
packaging and that all biosecurity measures required by
the competent authority are applied; or

(ii) to an establishment for the manufacture of egg
products as set out in Chapter II of Section X of
Annex III to Regulation (EC) No 853/2004 (1) to be
handled and treated in accordance with Chapter XI of
Annex II to Regulation (EC) No 852/2004 (2).

Article 8

Provisions for dispatch of fresh meat of poultry, minced
meat, meat preparations, mechanically separated meat and

meat products

1. The competent authority shall ensure that fresh meat
derived from vaccinated organic and free range layer flocks is
only dispatched from the Netherlands, provided that the meat
comes from poultry which:

(a) originate from flocks which have been regularly inspected
and tested with negative results for highly pathogenic avian
influenza H5N1 in accordance with ‘the preventive vacci-
nation plan’ with particular attention paid to sentinel birds;

(b) originate from flocks which have been clinically inspected
by an official veterinarian within 48 hours before loading,
with particular attention paid to sentinel birds;

(c) are kept separated from other flocks which do not comply
with this Article; and

(d) the meat has been produced in accordance with Annex II
and Sections II and III of Annex III to Regulation (EC) No
853/2004 and controlled in accordance with Sections I, II,
III, and Chapters V and VII of Section IV of Annex I to
Regulation (EC) No 854/2004 (3);

2. The competent authority shall ensure that minced meat,
meat preparations, mechanically separated meat and meat
products containing meat derived from vaccinated organic and
free range layer flocks is only dispatched from the Netherlands
if the meat complies with paragraph (1) and are produced in
accordance with Sections V and VI of Annex III to Regulation
(EC) No 853/2004.

Article 9

Commercial documents for fresh poultry meat, minced
meat, meat preparations, mechanically separated meat and

meat products

The Netherlands shall ensure that fresh poultry meat, minced
meat, meat preparations, mechanically separated meat and meat
products complying with the conditions set out in Article 8 is
accompanied by a commercial document stating:

‘The consignment complies with the animal health conditions
laid down in Commission Decision 2006/147/EC’.

Article 10

Information to Member States

The Netherlands shall inform in advance the central veterinary
authority in the Member State of destination on movements of
consignments referred to in Article 9.

Article 11

Washing and disinfection of packaging and means of
transport

The Netherlands shall ensure that in holdings where preventive
vaccination is carried out all means of transport used for trans-
porting live poultry, fresh poultry meat, minced meat, meat
preparations, mechanically separated meat, meat products and
poultry feedstuff are cleaned and disinfected immediately before
and after each transport with disinfectants and methods of use
approved by the competent authority.
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Article 12

Penalties

The Netherlands shall lay down the rules on penalties applicable
to infringements of provisions of this decision and shall take all
the measures necessary to ensure that they are implemented.
The penalties provided for must be effective, proportionate and
dissuasive. The Netherlands shall notify those provisions to the
Commission by 7 March 2006 at the latest and shall notify the
Commission of any subsequent amendments thereof.

Article 13

Reports

The Netherlands shall submit a report containing information
on the implementation of the preventive vaccination plan to the
Commission within one month from the date of application of
this Decsion and give monthly reports at the Standing
Committee on the Food Chain and Animal Health starting as
from 7 March 2006.

Article 14

Review of measures

The measures shall be reviewed in the light of the development
of the epidemiological situation and new information becoming
available.

Article 15

Addresses

This Decision is addressed to the Kingdom of the Netherlands.

Done at Brussels, 24 February 2006.

For the Commission
Markos KYPRIANOU

Member of the Commission
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Action Plan: preventive, voluntary vaccination of poultry in the Netherlands in 
response to the current threat of Avian Influenza (H5N1). 
 
Ministry of Agriculture, Nature and Food Quality, the Netherlands  
Final version 
 
1) Why do we need an action plan for preventive vaccination 
against Avian Influenza (H5N1)? 
 
The Netherlands lies at the crossroads of various bird migration routes. Its many 
foraging areas and open waters make it an attractive stopover for migrating birds. 
Infected migrating birds can infect commercial and hobby poultry in the Netherlands 
through direct contact, through their droppings or through contaminated surface 
water. In view of the high density of commercial poultry in the Netherlands, the 
incursion of highly pathogenic avian influenza could lead to the disease spreading to 
numbers of poultry farms and could even cause a large-scale outbreak comparable 
to that of 2003. 
 
Biosecurity is the most important instrument in the prevention and control of avian 
influenza (AI). Hygiene measures such as quarantining newly introduced animals, 
optimum farm hygiene, measures to control vermin and prevent direct contact with 
visitors, are necessary to prevent AI infections. Other measures must never 
undermine the stringency of biosecurity. 
 
Now that wild migrating birds are seen as a risk for the introduction of the highly 
pathogenic AI virus, it is important to protect kept birds that are susceptible to AI from 
wild birds and their droppings. That is why commercial poultry has to be kept indoors 
in risk areas, when migrating birds appear to be infected with AI. For non-commercial 
poultry – birds kept as a hobby - that are susceptible to AI, measures like these 
cause considerable problems for animal welfare and enforcement.  
 
For example, certain types of duck, if not given enough opportunity to swim, lose a 
protective layer from their feathers, leaving them vulnerable to infection. Furthermore, 
ducks can be very territorial which causes fights when the birds are forced to share a 
small area. Hobby birds are generally housed in backyard areas that do not lend itself 
to protective covering. Considering the above, amateur holders are very reluctant to 
build a protective covering, which holds a typical autumn or spring storm.  
 
It is estimated that around 100,000 people in the Netherlands keep poultry on a non-
commercial basis, accounting for 1 to 3 million birds. Vaccination of the non-
commercial poultry – birds kept as a hobby – can be seen as an alternative for 
keeping the birds indoors or outside with protective covering.     
 
In The Netherlands we have a large population of free range and organic poultry, 
which are specifically at risk of infection. They represent a substantial part of the 
Dutch poultry sector, characterized by access to outdoor space. 
The worldwide threat of AI H5N1 will not be controlled in a short time and this will 
lead to protective measures like we had at the end of 2005 and recently implemented 
again (February 20, 2006): keeping the free range and organic commercial poultry 
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indoors for several months a year during the migration periods with all it’s 
consequences for animal welfare and trade. Preventive vaccination of free range and 
organic poultry can be seen as a sustainable alternative for this measure and also is 
an effective tool to protect the poultry flocks at risk and protect the poultry industry for 
massive spread of the virus and thus prevents a major outbreak like in 2003.  
 
Vaccination with an inactivated vaccine reduces the susceptibility of the poultry 
population to AI. Vaccination protects animals against disease and death. Vaccinated 
birds can still in some cases be infected by the AI virus, but the dose required is 
considerably higher than for non-vaccinated birds. When infected, vaccination 
considerably reduces excretion of the virus by the infected birds which prevents the 
virus from spreading further. Control measures to combat AI outbreaks in the US 
(H1N1) and Italy (H7N1), included both culls of infected flocks, and vaccination of the 
surrounding poultry population. In order to use vaccination properly and effectively 
the administration has to take place before an actual infection in the region has 
occurred. In case of an outbreak, vaccination is too late. Firstly, as the staff has other 
priorities. Secondly, as it takes the individual bird a few weeks to build up the 
protection against the virus.  
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2) Voluntary vaccination against AI for poultry kept as a hobby. 
 
The aim of the vaccination plan is to reduce the risk of introduction of AI to the 
Netherlands by hobby poultry and to protect the hobby poultry from disease. The 
Netherlands wants to give its amateur poultry keepers an alternative for keeping the 
birds indoors or for keeping them outside with protective covering. 
 
2.1 Type of vaccine:  
There are currently a number of suitable vaccines available. These vaccines are 
inactivated, contain a neuraminidase that enables the DIVA principle to be applied to 
the current threat of H5N1 and they have proven efficacy. Gallumine Flu H5N9 by 
Merial Lyon, Poulvac i AI H5N9 by Fort Dodge, Nobilis Influenza H5N2 by Intervet 
and Nobilis Influenza H5N6 by Intervet qualify. 
 
The procedure of article 8 of Directive 2001/82/EC is followed to allow usage of the 
inactivated vaccines, after informing the Commission of the detailed conditions of 
use. 
 
2.2 Region: the whole of the Netherlands  
 
2.3 Legal basis: Directive 2005/94/EC 
 
2.4 Protection period:  
Optimal protection is at least 1 year after the booster vaccination (Ellis, T.M., et al (2004). 
Vaccination of chickens against H5N1 avian influenza in the face of an outbreak interrups virus 
transmission. Avian Pathology 33: 405-412.)  
However, samples will be taken ad random during that period to monitor the titers of 
antibodies.  
 
2.5 Vaccination period:  
From March until June 2006 (included). The programme will be reviewed after the 
end of the bird migration season.  
 
2.6 Vaccination frequency:  
All AI vaccinations are given at least twice* on the instructions of the manufacturer, 
including booster vaccination. Full efficacy: from 3 weeks following the second 
vaccination. (*a higher frequency is used where there is reason for it, such as the vaccination regime for 
turkeys or the findings during the monitoring programme).  
 
2.7 Performing the vaccination:  
Vaccinations are carried out “lege artis”, in accordance with the requirements laid 
down in the protocol by the competent authority, and following the manufacturer’s 
instructions.  
 
2.8 Identification of vaccinated animals:  
The vaccination will not lead to health risks for humans on consumption of meat or 
other products of vaccinated birds. However, vaccinated hobby birds and their 
products may not enter trade channels for human consumption. Transportation of 
vaccinated birds outside the Netherlands is also subject to permission by the 
competent authority (receiving and sending country), as it could endanger 
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intracommunity and international trade in Dutch poultry and poultry products. Birds 
are identified by a non-removable leg-ring marked “Vaccinatie A.I. 2006 NL”. The 
vaccination is carried out after the owner has signed a declaration (see below) and 
the ring has been applied. 
 
2.9 Targeted bird(s):  
The species covered by the vaccination plan are chickens (Gallus gallus), turkeys 
(Meleagris gallopavo), ducks and geese (Anatidae not being swans) not kept for 
commercial purposes. As the leg-ring is permanent, the animal must be sufficiently 
mature, i.e. over 7 weeks old. Younger birds and birds of other species can serve as 
sentinels. 
 
2.10 Location:  
The vaccination must be carried out at the address where the animals are housed: 
birds from different holdings are not collected together, so that other pathogens have 
no opportunity to spread. Preventive hygienic measures taken by the vaccinating vet 
greatly reduce the risk of spreading disease. The owner is responsible for the proper 
presentation of animals to be vaccinated. 
 
2.11 Supervision and security:  

• The vaccination programme is carried out under the supervision and 
responsibility of the competent authority. 

• Designated veterinary practitioners will carry out the actual vaccinations. 
• Before treating the birds, the vet must sign a protocol indicating that he will 

work according to the methods described by the competent authority. This 
also means that all the participating vets are known to the competent authority.  

• The competent authority issues the leg rings, declarations and vaccines (the 
latter via a supplier) to the veterinary practitioners. 

• The competent authority carries out random checks on the implementation of 
the programme with regard to the legitimate use of the vaccines.  

• The owner of the birds to be vaccinated must sign an “owner’s declaration” 
agreeing to meet certain requirements, and receives a “vaccination 
declaration” signed by the vet. 

• The competent authority subsequently checks whether the quantity of vaccine 
used corresponds to the number of completed and returned vaccination 
declarations.  

• Vaccinated birds must not be transported to another country without prior 
permission from the competent authority in the Netherlands and in the 
receiving country. 

• Slaughterhouses are not allowed to slaughter vaccinated hobby poultry.  
• The manure of vaccinated animals should remain in The Netherlands. 
 

2.12 Monitoring:  
• Clinical monitoring 

In flocks where vaccinated birds are kept alongside non-vaccinated birds, non-
vaccinated birds must be monitored for possible symptoms to trace active infections 
that may have gone unnoticed. This applies to birds under 7 weeks of age and non-
vaccinated AI susceptible birds other than chickens, turkeys, ducks and geese. The 
owner must inform the veterinarian that treated the birds of any deaths and illness. 
Suspect cases must be reported to the competent authority for examination.  
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• Serological monitoring 

Prior to first vaccination blood samples are taken (at each address where vaccination 
takes place) and tested for antibodies against avian influenza with an ELISA-test.  
 
Infections in vaccinated hobby birds will be traced through serological monitoring with 
a N1 neuraminidase test. All vaccinated flocks will be monitored one time, in the first 
year after vaccination. Within the flock 5% of the vaccinated birds (with a minimum of 
5 and a maximum of 20) will be tested. If non-vaccinated AI susceptible birds are 
present at the holding, some individuals will be included in the monitoring (HI test) as 
they are running the greater risk of getting infected. For ducks and geese, the use of 
sentinels will be compulsory. 
 
The Netherlands also wants to determine the efficacy of the vaccine. Vaccine 
producers have already tested vaccines for chickens, turkeys and ducks. The 
vaccine’s efficacy will be assessed on the basis of random checks (HI test). Tests are 
based on a 95% level of confidence, showing a 90% immunological response to the 
vaccine.  
 
There is already an extensive serological monitoring programme on (non vaccinated) 
poultry holdings in The Netherlands. 
 
2.13 Requirements for housing:   
The requirement to keep birds indoors or outside with protective covering lapses 
three weeks after the booster. 
 
2.14 Costs:  
This is a preventive measure. The costs are borne by the keeper of the poultry. They 
amount to roughly EUR 100 to 200 per poultry keeper and include three consultancy 
visits, vaccination, identification and analysis of the serological test carried out within 
one year of vaccination. The costs of clinical monitoring and the analysis to test the 
efficacy of the vaccine are borne by the government.  
 
2.15 Outbreak within 1 km: 
However it is important to realise that vaccination does not automatically lead to the 
lifting of national measures taken following an outbreak, so hobby poultry kept within 
a kilometre of an infection would be preventively culled, whether or not they are 
vaccinated. 

 
2.16 Declarations: 
Following vaccination, the vet completes and signs a vaccination declaration for the 
owner of the birds. This records: 

o The relevant address and registration details of the vaccinating vet. 
o Name and address of the owner of the amateur poultry holding 
o Location where the animals are housed and vaccinated. 
o The number of birds of each species vaccinated with the number of 

vaccine doses used.  
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Before identification and vaccination the owner signs an owner’s declaration in 
duplicate. This contains rules of conduct to be observed by the person presenting the 
birds for vaccination.  
He declares: 

o that the animals are the property of the person named as owner in the 
vaccination declaration and that the owner requests the vaccination of 
the animals against AI; 

o that all the vaccinated animals will be presented for vaccination again 3 
to 4 weeks* after the initial vaccination. A new date is set immediately 
for the next vaccination; 

o that he will not in the intervening period remove from the holding any 
animals which have been vaccinated only once; 

o that the animals and products will not enter economic channels for 
human consumption;  

o that he will not transfer the animals at a later date without 
communicating this to the competent authority. A copy of the 
vaccination declaration will accompany the animals if they are 
transferred at a later date. Transfers are registered on a mutation list. A 
mutation list is an official register where the transfer of vaccinated 
hobby poultry is registered; 

o that he will not remove the leg ring attached by the vet;  
o that he will comply with any monitoring or checks required by the 

competent authority; 
o that he will keep a register with all relevant information concerning the 

vaccinated poultry; 
o The declarations are archived for three years. 

 
2.17 Bio-security: 
The owner receives an information leaflet, including the pros and cons of vaccination. 
He also receives all relevant  information on bio-security measures to be respected. 
This includes hygiene measures, such as washing hands after having been in 
contact with the birds and other hygiene measures. He will also keep feeding the 
birds and providing them with water under a roof or other coverage. 
 
2.18 Public health aspects 
The vaccination programme has been developed in close collaboration with the 
Ministry of Health of The Netherlands. The public health aspects have been 
assessed. All conditions (monitoring, information to the owner, animal species) have 
been fulfilled. 
 
2.19 Non-commercial only:  
Vaccination is intended for birds kept as a hobby, without commercial intent. The 
programme is entirely voluntary. The amateur keeper need not have all the birds on 
the premises vaccinated, but is strongly advised to vaccinate all the birds which fall 
into the permitted group. Unvaccinated birds can serve as sentinels in the event of an 
outbreak in the poultry owner’s region. 
Zoos and animal parks governed by the Zoos Decree fall outside the scope of this 
scheme. A separate scheme is drawn up for this group. Pet shops, as commercial 
businesses, are also outside the scope of this scheme, though they can play a role in 
making their customers aware of the programme. 
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2.20 Report to the Commission: 
At the end of the vaccination period, a report will be provided to the Commission 
containing detailed information on the vaccination of hobby poultry in The 
Netherlands. 
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3) Voluntary vaccination against Avian Influenza for free-range 
poultry 
 
The aim of the vaccination plan is to reduce the risk of introduction of AI (H5N1) to 
the Netherlands in free range poultry and to protect the them from disease. The 
Netherlands wants to give its commercial free range poultry keepers an alternative 
for keeping the birds indoors or for keeping them outside with protective covering. 
 
This document describes a vaccination strategy for the voluntary vaccination of 
commercial free range poultry and explains some of the underlying arguments. 
 
3.1 Legal basis  
The New Council Directive on Community measures for the control of avian influenza 
(2005/94/EC) provides the legal basis for implementing a preventive vaccination plan. 
The decision of the Member State to implement a vaccination plan should be based 
on a risk analysis. 
 
3.2 Preventive vaccination  
Preventive vaccination can be in place when, based on a risk assessment there is a 
risk of exposure to AI virus in: 

• Certain areas of the territory  
• Certain categories of poultry, f.e. hobby flocks 
• Certain types of poultry husbandry, f.e. free range and organic poultry 
• Certain birds compartments as defined by the OIE 

The practical implementation of the vaccination strategy is described in a detailed 
instruction by the Animal Health Service (AHS), covering the following aspects; 
 
3.3 Vaccination strategy 
There are two approaches of preventive vaccination: 

1. Immediate vaccination of all present free range animals regardless of the age 
and stage of laying. 
This scenario can be put into place following the wish to protect the currently 
present free range laying hens within two months after approval of the 
program. This means the flocks have to be vaccinated twice at the laying farm 
in a relatively short period. 

2. Phased vaccination in the rearing period. 
In this scenario the future free range laying hens are vaccinated during the  
rearing period so that the hens have gained immunity before the start of the 
laying period. As the production cycle varies over the various farms, the 
immunity status in the population is build up gradually in a one year period.  

Regardless of the strategy applied, access to outdoor space is only allowed when the 
vaccination protocol is completed.  
 
3.4 Type of field strain 
The avian influenza strain that causes the biggest actual risk is the H5N1 virus, but 
from experience also various H7-strains (e.g. H7N7, 2003, The Netherlands) are 
(still) considered potential threats. Preferably the vaccination program should cover 
both these strains, but due to lack of suitable vaccines at current is aimed at H5N1. 
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3.5 Type of vaccine 
The selection and admission of potential vaccines is made dependent on a number 
of criteria and should at least cover the following characteristics; 
• A bivalent vaccine (H5 and H7) with a “rare” N-component (not N1, N2 or N3). As 

such a bivalent vaccine is not yet available, for the short term monovalent H5-
vaccines are prescribed. As soon as available, bivalent vaccines will be admitted.  

• Vaccine is inactivated, suitably formulated and proven effective in the indicated 
species. 

• Vaccine must support the DIVA (Differentiating Infected from Vaccinated. 
Animals) principle (meaning they have a different N-antigen as the N-antigen of 
the wild virus).  

• Only vaccines produced by qualified manufacturers will be allowed and used in 
accordance with the detailed instructions of the manufacturer. 

 
Based on these criteria at current three potential vaccines are selected;  
Gallumine Flu H5N9, Merial (Lyon, France),  
Nobilis Influenza H5N6, Intervet (Boxmeer, Netherlands) 
Poulvac I AI H5N9,  Fort Dodge (Weesp, Netherlands). 
 
The procedure of article 8 of Directive 2001/82/EC will be followed to allow usage of 
inactivated vaccines without a marketing authorization for placing on the market, after 
informing the Commission of the detailed conditions of use.  
 
3.6 Targeted animals 
The vaccination plan is aimed at commercial free range (outdoor) layers; Gallus 
gallus (domesticus). Details on the target population: 
• (Future) free range laying hens: 4 million animals in approximately 500 holdings. 
• Organic laying hens: 500.000 animals in approximately 130 holdings. 
 
3.7 Region 
The vaccination region covers the whole of the Netherlands. 
 
3.8 Vaccination period 
a) Immediate vaccination of laying hens: 
During 8 weeks in the period between March and June 2006 (included), dependent 
on the Commission Decision and the implementation of the program. 
b) Phased vaccination during the rearing period: 
A 1-1.5 year period starting in March 2006, the required period to have all flocks 
replaced by new vaccinated flocks. 
 
3.9 Vaccination frequency 
All AI vaccinations are given at least twice on the instructions of the manufacturer, 
including booster vaccination. Full efficacy is obtained 3 weeks following the second 
vaccination. Based on the results of the monitoring program (level and persistence of 
antibody titers) it might be decided that an additional vaccination is required later on 
in the laying period.  
 
3.10 Performing the vaccination 
In short the following steps can be discriminated in the vaccination protocol; 
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• The poultry owner indicates to his veterinarian that he wants to vaccinate his 
flock, providing information on age and number of animals to be vaccinated.  

• Before treating the birds, the veterinarian must sign a protocol indicating that he 
will work according to the guidelines as given by the competent authority, which 
means that all participating veterinarians are known to the competent authority. 

• The designated veterinarian checks the administration, verifies the health status 
of the flock including the required sentinel animals and instructs his assisting 
team.  

• Both the owner and the veterinarian sign the vaccination declaration to confirm 
that they are familiar with the formulated AHS-guidelines and will act accordingly.   

• The vaccinations are carried out “lege artis” under responsibility of the designated 
veterinarian, in accordance with the requirements laid down in the protocol by the 
AHS and following the manufacturer’s instructions.  

• Vaccines will only be delivered on specific detailed request to the veterinarians 
from one central wholesaler, who keeps a central administration also according to 
the AHS-protocol.  

• The manure of vaccinated animals should remain in The Netherlands. 
• The AHS will verify the application of ordered doses afterwards by means of the 

provided vaccination declarations.  
• The AHS-protocol is approved and supervised by the Dutch Food and Consumer 

Product Safety Authority (VWA). 
 
3.11 Identification of vaccinated animals:  
From a monitoring point of view it is vital that vaccinated animals/flocks can be 
discriminated from non-vaccinated animals, which requires an adequate registration 
system. Registration of vaccinated animals is done at flock level, using the Flock 
Information System (KIP). The KIP-system is the official database in the Dutch 
poultry sector, which is e.g. also used within the Salmonella monitoring program. In 
KIP, both farms and flocks are registered which offers the opportunity to monitor the 
location and movement of (vaccinated) flocks. 
 
3.12 Monitoring/Surveillance 
The surveillance aims at both verifying the efficacy of the vaccination program as well 
as on detection of possible infections in the vaccinated flock. 
 
Efficacy of vaccination; 
The immunity of the flock is mediated by both the level of immunity of the individual 
animals (indicated by the titer) and the percentage of immune animals in the flock. 
This percentage is called “the degree of vaccination” and has a critical threshold 
value. By sampling of 30 vaccinated flocks per vaccine (20 samples/flock), assuming 
a priori that 90% of the birds develop a Log2 HI-titer >3 after vaccination, an estimate 
of both values can be obtained in order to evaluate the vaccination scheme.  
 
Surveillance of infection; vaccinated flocks 
After vaccination clinical signs or mortality among the vaccinated animals no longer 
can be used as reliable fast-detection system for outbreaks of either high or low 
pathogenic AI. Instead non-vaccinated animals (sentinels) are used for this purpose: 
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1) Sentinels:  
The detection of infection by sentinels depends on their number and their contact 
with the vaccinated animals. At most 1% of the total number of animals in the flock 
will be sentinel, with a maximum of 60 animals in a flock. The sentinels will be clearly 
identified by a non-removable leg ring and housed inside the house (near the feeding 
equipment) in 12 separate groups of 5 animals. 
 
a) “Early detection”-system: 
The sentinels will be checked daily for clinical signs and mortality. When 2 or more 
animals per group of 5 sentinels die within 3 days, the farmer has to contact his 
veterinarian. When the veterinarian suspects HPAI, the VWA will be informed. Dead 
animals will be tested for virus detection by RT-PCR. When needed, new sentinels 
will be added to the flock. 
 
b) Serological monitoring: 
As an extra back up, to account for a possible change in infection dynamics in a 
vaccinated flock and to monitor infections of LPAI the sentinels will also be monitored 
serologically (ELISA confirmed by HI). Every 3 months 3 out of 5 sentinels in each 
group (36 in total) will be tested. 
  
2) Test on Neuraminidase type 1 (N1-test): 
Besides testing the sentinel animals, also vaccinated animals can be tested for 
antibodies against N1 (as long as the vaccines are not-N1, DIVA) using IFT-N1. 
 
Surveillance of infection; non-vaccinated flocks 
In The Netherlands a general surveillance program is already implemented: 
• Free range flocks are sampled 4 times year (30 animals/flock). 
• Regular layer flocks are sampled once a year (30 animals/flock). 
 
3.13 Traceability 
Vaccinated flocks can be recognized by means of their registration in the national 
KIP-system and therewith can be kept separate from non-vaccinated animals. Table 
eggs will enter the community market. All eggs are stamped with a unique farm code 
and therewith can be traced back to the farm of origin. The laying hens delivered for 
slaughter will be accompanied by a copy of the vaccination declaration. 
  
3.14 Supervision and security:  
The vaccination program is carried according to the AHS-protocol. The veterinarian 
provides a copy of the vaccination declarations to the AHS, who reports the 
vaccinated flocks to both the VWA and the PVE (for registration in KIP). The AHS 
organizes together with the VWA the instruction of the veterinarians, checks the 
administration of the veterinary practices, monitors the delivery of vaccines and 
coordinates the serological sampling towards monitoring the flocks. 
The VWA has approved on and supervises the AHS-protocol and will check before 
and afterwards whether activities are/have been performed according to the protocol. 
 
3.15 Bio security and other measures 
Despite the vaccination program all standard hygiene- and bio security measures still 
remain in place, supported by additional (inter)national AI control measures. 
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3.16 Public Health 
The public health aspects are covered for by detailed instructions by leaflets to 
farmers to inform them on the impact and consequences of vaccination and the 
included intensive monitoring and surveillance program. The presented vaccination 
program has been discussed and agreed upon by the Ministry of Public Health. 
 
3.17 Costs and benefits 
The program is voluntary and the individual farmer pays for the costs. 
 
3.18 Report to the Commission 
At the end of the vaccination period, a report will be provided to the Commission 
containing detailed information on the vaccination of free range poultry in The 
Netherlands. 
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ANNEX: 
 
Monitoring vaccine efficacy in hobby poultry 
 
Principles: 
a) Monitoring programmes are dedicated to a single species; 
b) Each owner is likely to present 5 to 10 birds for vaccination;   
c) Vaccine efficacy is based on the following assumptions. Tests for chickens, 
turkeys and ducks based on a 95% level of confidence, show a 90% immunological 
response to the vaccine.  
 
The population size in the random checks concern a single species. The population 
size is the total number of birds of one species presented for vaccination by their 
owners.  
 
 Total number of birds  
presented for 
vaccination 

  30   40   50  100  200 300 400 500 1000 ≥4000 

required for  
random 
checks  

  25   32   37    59    82    95  103  109   122   139 

 
Example (chickens) If 500 owners present a total of 4000 chickens for vaccination a 
random check of 139 birds is necessary for a proper assessment of vaccine efficacy; 
However, a sampling threshold of 2 birds per owner applies to allow for possible 
differences between keepers and to prevent checking whole flocks from a limited 
number of owners. From a total of 500 owners therefore, 70 owners will be selected 
at random to have 2 birds sampled each.  
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RESUME DES CARACTERISTIQUES DU PRODUIT 
 
1. Dénomination du médicament vétérinaire
 

GALLIMUNE FLU H5N9 
 
 
2. Composition qualitative et quantitative
 

Pour 1 dose de 0,3 ml : 
 
Principe actif : 
Virus inactivé de l’Influenza aviaire, souche A/Turkey/Wisconsin/68 (H5N9) induisant un titre > 10 HI 
(inhibition de l’hémagglutination) 
 
Adjuvant : 
- Paraffine liquide légère 170-186 mg 
 
Excipients :  
- Ester d’acides gras et de polyols 6-16,2 mg 
- Ester d’acides gras et de polyols éthoxylés 0,6-4,8 mg 
- Mercurothiolate sodique   ≤ 0,030 mg 
- excipients  q.s.p. 0,3 ml 
 
Pour tous les excipients, voir rubrique 6.1 

 
 
3. Forme pharmaceutique
 

Emulsion injectable. 
 
 
4. Informations cliniques
 
 4.1. Espèces cibles 
 

Poules, canards et dindes. 
 
 4.2. Indications d’utilisation, en spécifiant les espèces cibles 
 

Chez les poules et les canards : 
Immunisation active afin de réduire la mortalité, les signes cliniques et l’excrétion virale dus à un 
virus de l’influenza aviaire de type A, sous-type H5N1 hautement pathogène. 
 
La mise en place de l’immunité est effective 3 semaines après vaccination. 
La durée d’immunité n’est pas établie. 
L’impact de la présence d’anticorps d’origine maternelle sur l’efficacité de la vaccination n’a pas été 
étudiée. 
 
Chez les dindes : 
Immunisation active contre les affections dues à un virus de l’influenza aviaire de type A, sous-type 
H5N1 hautement pathogène. 
 
Seule l’induction des anticorps a été démontrée après vaccination avec ce produit en accord avec le 
schéma vaccinal recommandé. 
La durée d’immunité n’est pas établie. 
L’impact de la présence d’anticorps d’origine maternelle sur l’efficacité de la vaccination n’a pas été 
étudiée. 

 
 4.3. Contre-indications 

 



 2

Aucune connue. 
 
 4.4. Mises en garde particulières à chaque espèce cible 

 
L’innocuité et l’efficacité lors d’une injection de rappel n’ont pas été démontrées.  

 
 4.5. Précautions particulières d’emploi 
 

i) Précautions particulières d’emploi chez l’animal 
 

Aucune information d’innocuité et d’efficacité n’est disponible pour les espèces animales autres que 
les poules, canards et dindes. 

 
ii) Précautions particulières à prendre par la personne qui administre le médicament aux 
animaux 
 
A l’attention de l’utilisateur :  
Ce produit contient de l’huile minérale. L’injection accidentelle de ce vaccin chez l’homme est 
susceptible d’engendrer des réactions inflammatoires locales intenses, principalement lors d’une 
injection sous pression au niveau du doigt et/ou des articulations de la main (la gravité et l’évolution 
des lésions dépendent principalement du site de l’injection accidentelle). En cas d’injection 
accidentelle, une consultation médicale s’impose. 
 
A l’attention du médecin traitant :  
Ce produit contient une huile minérale. Même si la quantité de produit injecté est faible, l’injection 
accidentelle de ce produit contenant de l’huile peut entraîner un œdème important, qui peut, par 
exemple, aboutir une ischémie nécrosante et à la perte d’un doigt. Un examen chirurgical approfondi 
et RAPIDE est requis et peut nécessiter la réalisation d’une incision précoce et d’une irrigation du 
site d’injection quand la pulpe du doigt ou un tendon sont impliqués. 
 
iii) Autres précautions  
 
A utiliser conformément aux exigences de la prophylaxie contre l'influenza aviaire mise en place au 
niveau national. 
 
Veiller à ce que le vaccin soit à une température de 20°C environ avant son usage. Bien secouer 
avant usage. 

 
 4.6. Effets indésirables (fréquence et gravité) 

 
La vaccination peut induire une réaction locale. 
Des traces d’huile peuvent être présentes au site d’injection. 

 
 4.7. Utilisation en cas de gravidité, de lactation ou de ponte 

 
Aucune information n’est disponible sur l’innocuité de ce vaccin en période de ponte. 

 
 4.8. Interactions médicamenteuses et autres formes d’interaction 
 

Aucune information n’est disponible concernant l’innocuité et l’efficacité lors de l’utilisation de ce 
vaccin avec d’autres médicaments. Par conséquent, il est recommandé de n’administrer aucun 
médicament simultanément avec Gallimune Flu H5N9 ou au cours de 14 jours précédant ou suivant 
la vaccination avec ce produit. 

 
 4.9. Posologie et voie d’administration 
 

Poules : 
- Poulet de chair: 
Voie d’administration: sous-cutanée (au niveau du tiers inférieur du cou). 
1 injection de 0,3 ml à partir de 3 semaines d’âge . 

 
- Poulettes futures reproductrices et futures pondeuses : 
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Voie d’administration: voie intramusculaire dans le bréchet ou sous-cutanée (au niveau du tiers 
inférieur du cou) . 
Pays à risque élevé 
- Primovaccination : 1 injection de 0,3 ml à partir de 3 semaines d’âge.  
- Rappel : 2 injections de 0,3 ml par animal, la première injection à l’âge de 6-8 semaines, la 
seconde 2 à 4 semaines avant l’entrée en ponte. 
Pays à faible risque 
- Primovaccination : 1 injection de 0,3 ml à partir de 7 semaines d’âge.  
- Rappel : 1 injection de 0,3 ml 3 à 5 semaines après la première injection. 
 
Canards : 
Voie d’administration: sous-cutanée (au niveau du tiers inférieur du cou). 
Pays à risque élevé 
- Primovaccination : 2 injections, la première d’une dose de 0,3 ml à partir de 2 semaines d’âge, la 
seconde d’une dose de 0,6 ml 2 à 4 semaines après la première injection. 
- Rappel (canettes futures reproductrices et futures pondeuses): 1 injection supplémentaire de 0,6 ml 
par animal, 2 à 4 semaines avant l’entrée en ponte. 
Pays à faible risque 
- Primovaccination : 2 injections, la première d’une dose de 0,3 ml à partir de 7 semaines d’âge, la 
seconde d’une dose de 0,6 ml 2 à 4 semaines après la première injection. 
 
Dindes : 
Voie d’administration: sous-cutanée (au niveau du tiers inférieur du cou). 
Pays à risque élevé 
- Primovaccination : 3 injections d’une dose de 0,3 ml, la première à partir de 2 semaines d’âge, la 
seconde à 6 semaines d’âge, et la troisième à 10 semaines d’âge. 
- Rappel (dindes futures reproductrices): 1 injection supplémentaire de 0,3 ml par animal, 2 à 4 
semaines avant l’entrée en ponte. 
Pays à faible risque 
- Primovaccination : 2 injections d’une dose de 0,3 ml, la première à partir de 6 à 7 semaines d’âge, 
et la seconde 4 à 6 semaines après la première injection. 
- Rappel (dindes futures reproductrices): 1 injection de 0,3 ml par animal, 2 à 4 semaines avant 
l’entrée en ponte. 
 

 4.10. Surdosage (symptômes, conduite d’urgence, antidotes), si nécessaire 
 
Aucune information n’est disponible concernant les effets de l’administration d’une surdose. 

 
 4.11. Temps d’attente 

 
Zéro jour. 

 
 
5. Propriétés immunologiques
 

Stimulation de l’immunité active chez les poules, canards et dindes contre le virus de l’influenza 
aviaire de type A, sous-type H5. 

 
 ATC vet-code : QI01AA23 
 
 
6. Informations pharmaceutiques
 
 6.1. Liste des excipients 
 

Paraffine liquide légère. 
Ester d’acides gras et de polyols. 
Ester d’acides gras et de polyols éthoxylés. 
Mercurothiolate sodique. 

 
 6.2. Incompatibilités 
 

Ne pas mélanger avec d’autres médicaments. 
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 6.3. Durée de conservation 
 

12 mois.  
Après ouverture : utiliser immédiatement. 

 
 6.4. Précautions particulières de conservation 
 

Conserver entre +2°C et +8°C, à l’abri de la lumière.  
Ne pas congeler. 

 
 6.5. Nature et composition du conditionnement primaire 
 

Flacon en verre, polypropylène ou polyéthylène. 
Bouchon nitrile. 
Capsule aluminium. 
 
6.6. Précautions particulières à prendre lors de l’élimination de médicaments non utilisés ou 
de déchets dérivés de l’utilisation de ces médicaments 
 
Tous médicaments vétérinaires non utilisés ou déchets dérivés de ces médicaments doivent être 
éliminés conformément aux exigences locales. 

 
 
7. TITULAIRE DE L'AUTORISATION TEMPORAIRE DE VENTE AUX PARTICULIERS

 
Merial B.V. 
Kleermakerstraat 10 
1991 JL Velserbroek 
Pays-Bas 
 

8. NUMERO(S) D’AUTORISATION DE MISE SUR LE MARCHE 
 
Sans objet. 
 
L’utilisation de ce vaccin est autorisé de manière provisoire à partir de mars 2006, conformément à 
l’article 45 de la loi néerlandaise sur les Médicaments Vétérinaires. 
 
Mentions réglementaires 
 
Soumis à prescription et usage exclusif par un vétérinaire. 

 
 

Remarque sur l’utilisation chez les oies : 
Merial déclare que les informations sur l’innocuité et l’efficacité ne sont disponibles que chez les 
poules, canards et dindes. Merial n’a à ce jour aucune connaissance quant à l’administration du 
vaccin GALLIMUNE® Flu H5N9 chez les oies. Quiconque voudrait vacciner les oies peut appliquer 
la posologie et la voie d’administration indiquées chez le canard. La firme Merial décline toute 
responsabilité en ce qui concerne l’innocuité et l’efficacité du produit chez d’autres espèces 
animales que celles mentionnées dans ce RCP. 
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