ANNEX II + III  :
 TECHNICAL SPECIFICATIONS + TECHNICAL OFFER

Contract title: “Procurement of vaccine baits and implementation of the vaccination campaign in red foxes"

Publication Reference:  EuropeAid/133082/C/SUP/BA
Column 1-2 should be completed by the Contracting Authority

Column 3-4 should be completed by the tenderer

Column 5 is reserved for the evaluation committee 
Annex III - the Contractor's technical offer

The tenderers are requested to complete the template on the next pages: 

· Column 2 is completed by the Contracting Authority shows the required specifications (not to be modified by the tenderer), 

· Column 3 is to be filled in by the tenderer and must detail what is offered (for example the words “compliant” or “yes” are not sufficient)   

· Column 4 allows the tenderer to make comments on his proposed supply and to make eventual references to the documentation

The eventual documentation supplied should clearly indicate (highlight, mark) the models offered and the options included, if any, so that the evaluators can see the exact configuration. Offers that do not permit to identify precisely the models and the specifications may be rejected by the evaluation committee.

The offer must be clear enough to allow the evaluators to make an easy comparison between the requested specifications and the offered specifications

ANNEX II: TECHNICAL SPECIFICATIONS
Project Title: “Procurement of vaccine baits and implementation of the vaccination campaign in red foxes"

Publication Reference: EuropeAid/133082/C/SUP/BA
1. GENERAL INSTRUCTIONS

1.1 Description of the Project

The subject of the contract is procurement and air distribution of vaccine baits for oral vaccination against rabies to be applied to wild animals for the year 2013 and the first half of 2014 as part of the national disease eradication programme.
The above actions are part of a 5-year programme to be implemented successively each year in Bosnia and Herzegovina.  
To improve the animal health situation as regards rabies and classical swine fever (CSF) which have serious implications on trade and public health in Western Balkans countries, the European Commission has launched a five year programme to be financed from the national Instrument for Pre-accession (IPA) Programme in the period 2008-2013. It has been envisaged that the animal disease control and eradication programs will run simultaneously in each of the seven Western Balkan countries over the five-year period while regional cooperation will be ensured through the technical assistance financed from IPA Multi-beneficiary programme
 for two years, starting in July 2011.
Year 1 of the IPA programme for animal disease control and eradication control for BiH is being conducted in October 2011 with the areal distribution of 1,200,000 rabies baits and supply of 170,000 vaccines against CSF for domestic pigs.  Year 2 of the vaccination, currently under implementation, will involve areal distribution of 1,200,000 rabies baits in each of the two campaigns for spring and autumn 2012.

Organisation of the veterinary services in BiH

Organization of the Veterinary Services in Bosnia and Herzegovina mirrors the complex structure of the institutional framework The State Veterinary Office (SVO) is an administrative organization within the Ministry of Foreign Trade and Economic relations (MoFTER) which is directly responsible to the Minister. Its mandate is defined in the State Veterinary Law passed in 2002 ("OG BiH" No.34/02). The basic principles for animal disease control are laid down in the State Veterinary Law which provides the SVO with main coordination role, while most executive functions resulting from this Law are carried out by the Entities and Brčko District veterinary administration
. The veterinary inspections are also organised at the entity level (including cantons in FBiH), with exception of veterinary border inspection which is assigned to the SVO.
Relevant legislation
Based on the State Veterinary Law of BiH,  SVO is annually passing the “Decision on measures of control of infectious and parasite diseases of animals and their implementation and financing” which also addresses rabies. Furthermore, each entity has veterinary laws and a sub-laws addressing measures for control and eradication of rabies. Also, veterinary services of the entities and the Brčko District are responsible for implementation of surveillance and control of rabies in animals in BiH, whereas the public health division in the entities is responsible for the prevention of rabies in humans.

Background information on rabies in BiH is provided as additional Information in Attachment A to this document  

2. 
Description of the project
2.1. 
Procurement and air distribution of vaccine baits against rabies in red foxes 
2.1.1. Description of air distribution of oral vaccine baits against rabies  

Vaccination area: The vaccination programme subject to this action envisages procurement and distribution of  a total of 3,825,000 baits (at approximately 25 baits per 1 km2) for three campaigns during spring and autumn of 2013 and spring of 2014. Distribution of baits should be performed on the entire territory of BiH.   Populated areas, water bodies and areas at an altitude higher than 1500 m should be excluded.  
The re-vaccination programmes in the second half of 2014 and 2015 is expected to be based on the same estimates and will be financed from the subsequent IPA funding.
Timing of vaccination :  Oral vaccination of foxes will be carried out in a pattern of two “single” vaccination campaigns per year (i.e.  Phase 1 and Phase 2), carried out in spring and autumn of 2013 and spring of 2014. Spring vaccination campaign should be conducted in April and May while autumn campaign should be organized in late September and October. 
Implementation period:  20 months
The implementation period shall run from the date of signature of contract by both parties to the provisional acceptance that shall be considered as the date when all the supplies are delivered, tested, distributed and accepted by the Contracting Authority. Inspection and testing shall be performed in accordance with requirements specified in Item 2.1.2. Technical Specifications. 

The implementation shall be completed within the days as in the Timetable below. The contractor must submit its best delivery and execution schedule within two weeks of the contract signature.
Delivery period: 

Delivery period is as laid down by the Vaccination plan timetable 1. Modifications of the delivery and distribution timetable are possible. A detailed distribution plan including the detailed timetable and distribution coordinates will be provided to the SVO by the Contractor after signing of the contract, based on the vaccination area indicated above in point 2.1.1. 
Vaccination plan timetable 1:
	Description 
	Quantity 
	Starting and end of the delivery time 
	Completion date of vaccination campaign
	Effective vaccination period (days)

	Phase 1
	1 275 000
	Delivery period cannot start prior to  April 10, 2013
	20 May 2013
	30

	Phase 2
	1 275 000
	Delivery period cannot start prior to September 20, 2013
	30 October 2013
	30

	Phase 2
	1 275 000
	Delivery period cannot start prior to April 10, 2014
	20 May 2014
	30

	TOTAL
	3 825 000


Delivery conditions: 
Automated or semi automated bait delivery (by plane or by helicopter) can be used for delivery and implementation of oral vaccination campaigns. The Contractor is obliged to act in accordance with the detailed instructions laid down by the distribution plan as indicated in the point 2.1.1. All records concerning oral vaccination will be submitted to the SVO without any prejudice.

Description of air carrier: Oral vaccination campaign means the distribution of baits with an aircraft (fixed-winged, helicopters). 
Distribution of baits should be supported by a computerized system (software) to enable detailed analysis of data and control (GPS supported system in connection with GIS system to monitor and control of distribution, recording of flight routes, recording of baits dropped and recording of baiting densities). 

Distribution pattern: Distribution pattern should take into account habitat and landscape features, species competing for baits and fox population density. The baiting density should be approximately 25 baits per km2. Flight lines distance should not exceed 500 meters. 
Availability of maps:  Air and bait distribution maps will be produced by the Contractor in shapefiles and submitted to SVO.  The maps will be based on the input given by SVO (please see the section Delivery period in 2.1.1. Description of air distribution of oral vaccine baits against rabies above.  
Specific requirements
Vaccine registration: According to existing BiH legislation, veterinary drugs/vaccines which are intended for use in domestic, pet and wild animals have to be officially registered. The Contractor will be obliged to register the vaccine in both entities prior to delivery and bidders should take this cost into account when preparing their offer.  The procedure for registration of veterinary drugs and vaccines in BIH is included in the continuation of Attachment A of this document.   

Flight permission: Competent BiH authority for issuing the permission or flight authorization is the Directorate of Civil Aviation (BHDCA) as a part of the Ministry of Communication and Transport of Bosnia and Herzegovina, located in Banja Luka.  The Contractor will be responsible to obtain the necessary permissions or flight authorization, with assistance from the SVO.  

Storage and testing:
Proper storage (-20 ºC) of the vaccines will be provided by the Contractor until the distribution of the vaccine by air, and after the air distribution for the baits that remain unused during each flight. All batches of the vaccines will be tested in required amounts as described by the registration requirements above. Additional inspection and testing will be performed in the line with requirements and procedures given in Item 2.1.2. Technical requirements
Provisional Acceptance: The Contractor is obliged to deliver to the contracting authority all the required documentation as specified in Item 2.1.2. Technical requirements within period of one (1) month after completion of Phase 1 and Phase 2 of vaccination programme. Provisional acceptance will be issued in line with Article 31 of General Conditions. 

Warranty period: 1 year from the delivery date of each of the three phases as indicated above 
General Requirements

All supplies must be delivered, inspected and tested at designated places of delivery. Delivery on-site shall be as indicated in the Timetable above after the contract has been signed by both parties.

The Contractor must provide all relevant documents regarding the requirements. Documents written in one of the official languages of Bosnia and Herzegovina, including the original set of users’ manual of products. 
Products must be in conformity with relevant CE regulation /norms where applicable.

The tenderer should prove that the supplies proposed is produced by a manufacturer who is accredited by ISO 9001:2000 or an equivalent European quality mark.

Product information for oral vaccine baits against rabies:
· For liability purposes every single packaging unit should be labelled with the following information; name of product, name of manufacturer, contact address, batch number and shelf-life.

· Every box / carton containing the goods should contain a Summary of Product Characteristics (SPC). In the same time, every box/carton should contain “Instruction for use” in one of the constitutive languages in BIH.
· Documentation of the cold-chain until delivery at delivery address must be provided by the Contractor
· Upon delivery the batch records should be presented to recipient of goods at delivery address.

· Transportation and storage of goods must be accordingly to manufacturer specification.

2.1.2.
TECHNICAL REQUIREMENTS
Lot 1 - Rabies vaccine (live, oral) for foxes
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	1.1
	The vaccine bait should meet the requirements of European Pharmacopoeia Monograph ‘Rabies Vaccine (live, oral) for foxes’ and the additional recommendations as listed in the EC Health & Consumer Protection DG document ‘The Oral Vaccination of Foxes against Rabies’ (2002), including, but not restricted to:

- oral vaccine baits should be licensed by EMEA (The European Agency for Evaluation of Medical Products’ or one or more of the EU member states
	3 825 000
	
	
	

	
	Oral vaccine baits should have shown safety and efficacy in target species, the red fox (Vulpes vulpes)
	
	
	
	

	
	Oral vaccine baits should have shown safety in the most sensitive non-target animal species as in accordance with the European Pharmacopoeia and Community Code
	
	
	
	

	
	The vaccine bait matrix should contain a biomarker (e.g. tetracycline) to evaluate bait uptake in target species
	
	
	
	

	
	The vaccine virus should contain one or more stable genetic marker(s) that can be used to discriminate between the vaccine strain from other rabies virus strains
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	Melting point of bait matrix should be ≥ 40°C
	
	
	
	

	
	The titer of the final vaccine virus should not drop below the Minimum Effective Titer (100% protective dose) following exposure to 25°C for 7 days  
	
	
	
	

	
	Bait matrix should contain substances that comply with Regulation (EC) No. 1774/2002 of the European Parliament and of the Council laying down health rules concerning animal by-products not intended for human consumption. 
	
	
	
	

	
	Titer: titer of vaccine virus in baits (releasing titer) must be at least 0.5 log (FFU or TCID50/ml) higher than the proven minimum effective titer (100% protective dose)
Safety for humans: Vaccine should comply with safety requirements prescribed  by the European Pharmacopoeia and Community Code
Shelf life: 24 months
Delivery conditions:

Automated or semi-automated baits delivery from the air should be performed with an aircraft (fixed-winged or helicopter).
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	Distribution of baits should be supported by a computerized system (software) to enable detailed analysis of data and control (GPS supported system in connection with GIS system to monitor and control of distribution, recording of flight routes, recording of baits dropped and recording of baiting densities)
	
	
	
	

	
	Distribution of baits should be performed on the entire territory of BiH.   Populated areas, water bodies and areas at an altitude higher than 1500 m should be excluded.
The baiting density should be approximately 25 baits per km2. 
Flight lines distance should not exceed 500 meters.
Bait density may be recalculated due to specific field and ecological conditions.
Specific requirements:

- Registration of the vaccine should be performed in Federation BiH and Republika Srpska prior to delivery;

- The Contractor will be responsible for obtaining the flight permission for air distribution of baits from the relevant BiH authority; 

	
	
	
	


	1.

Item Number
	2.

Specifications Required
	3.

Quantity
	4.

Specifications Offered
	5. 
Notes, remarks, 
ref to documentation
	6.

Evaluation Committee’s notes 

	
	Storage 

Proper storage (-20 ºC) of the vaccines will be provided by the Contractor until the distribution of the vaccine by air, and after the air distribution for the baits that remain unused during each flight.
Inspection and testing:

The Contractor must organise the inspection and testing procedure during the implementation period to verify compliance of quantities and technical performance of supplies with technical specifications.

The inspection and testing will be organised by the Contractor at minimum during the following delivery stages: (i) All batches of the vaccines will be tested in required amounts as described by the registration requirements (ii) All batches of the vaccines manufactured for use in BiH under this tender will be tested in required amounts in an EU independent laboratory prior to distribution. Organization of the testing, including sample delivery to independent laboratory, is to be arranged by the Contractor.  (iii) storage and handling conditions of supplies before areal distribution, as well as storage of the spare baits after the areal distribution (iv) delivery conditions at the point of loading supplies into the air carrier.
	
	
	
	


	1.

Item Number
	2.

Specifications Required
	3.

Quantity
	4.

Specifications Offered
	5. 
Notes, remarks, 
ref to documentation
	6.

Evaluation Committee’s notes 

	
	The Contractor will submit to the Contracting Authority a tentative schedule for inspections and testing within 4 weeks upon the contract signature by both parties;

The Contractor will be responsible for keeping a written record on the minimum tests performed in accordance with template of the report to be agreed with SVO and provided to the Contracting Authority within 4 weeks upon the contract signature by both parties.

In the case of any discrepancies that occur during the bait distribution as result of the error of the Contractor, the Contractor will be responsible to provide all necessary means to correct them including purchase and redistribution of baits on his own expense.
Warranty period: 1 year from the delivery date of each of the three phases as indicated in the Timetable under Item 2.1
General Requirements

The Contractor must provide all relevant documents regarding the requirements. Documents written in one of the official languages of Bosnia and Herzegovina, including the original set of users’ manual of products.   Products must be in conformity with relevant CE regulation /norms where applicable.

The tenderer should prove that the supplies proposed is produced by a manufacturer who is 
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	accredited by ISO 9001:2000 or an equivalent European quality mark.
Product information for oral vaccine baits against rabies:
For liability purposes every single packaging unit should be labelled with the following information; name of product, name of manufacturer, contact address, batch number and shelf-life.
Every box / carton containing the goods should contain a Summary of Product Characteristics (SPC). In the same time, every box/carton should contain “Instruction for use” in one of the constitutive languages in BIH.
Every vaccine capsule must be labelled with “Rabies vaccine. Not for human consumption” in one of the constitutional languages of BIH.
Documentation of the cold-chain until delivery at delivery address must be provided by the Contractor.  Upon delivery the batch records should be presented to recipient of goods at delivery address.  Transportation and storage of goods must be done according to the manufacturer's specification
	
	
	
	


ATTACHMENT A - ADDITIONAL INFORMATION 
1. Background information on rabies in BiH: 

Rabies is a fatal viral disease of central nervous system that affects all warm-blooded species, especially carnivores. Fox populations infected with rabies act as a reservoir of the disease so they present a permanent risk for the transmission to humans either directly or via domestic carnivores. Two human cases were reported in 1994 and 1996 repetitively while in the period 2002-2007 in total 31 human exposure cases were recorded in Bosnia and Herzegovina. Following a surveillance programme, the control/eradication of the disease in foxes can be achieved by the oral vaccination.  

Reported cases of rabies in BiH:

	Year
	Wild animals
	Domestic animals

	
	Number of outbreaks
	Number of cases
	Number of outbreaks
	Number of cases

	2001
	68
	68
	26
	26

	2002
	55
	55
	15
	15

	2003
	56
	60
	15
	15

	2004
	38
	39
	17
	17

	2005
	35
	35
	5
	5

	2006
	57
	57
	13
	13

	2007
	46
	47
	9
	9

	2008
	85
	85
	20
	20

	2009
	44
	44
	26
	28

	2010
	36
	36
	11
	11

	2011
	21
	21
	6
	6


Procedure for registration of veterinary drugs/vaccines: 

Application for registration of veterinary drugs/vaccines is submitted by an official representative of a veterinary drugs/vaccines producer in Bosnia and Herzegovina. Only veterinary drugs/vaccines which are registered in accordance with the law can be used.

The following entity level laws apply for the approvals for veterinary drugs/vaccines: 

- The law on drugs used in veterinary medicine (“Official Gazette of FBIH”, No. 15/98) - Federation of Bosnia and Herzegovina (FBIH) 
- The law on veterinary drugs and veterinary-medical products (“Official Gazette of RS” No. 37/0)2- Republika Srpska (RS)
Competent authorities for registration: Ministry of Agriculture, Water Management and Forestry in FBiH and Ministry of Agriculture, Forestry and Water Management in RS. 
Required documentation for registration: 
In  Federation BiH:

1. Request for registration of veterinary drug/vaccine (submitted by a producer or official representative).

2. Report on preclinical (laboratory) trial for the veterinary drug/vaccine.
3. Pharmacological opinion.
4. Proof that the relevant veterinary drug/vaccine is present on the market in the producer’s country of origin.
5. Text of the “Instruction for use”.
6. Text of the label of the veterinary drug/vaccine (external label of the package).
7. Proposed registered name for the veterinary drug/vaccine.
In Republika Srpska:

1. All available documentation from the producer for registration of certain veterinary drug/vaccine.

2. The Periodic Safety Update Report (PSUR) for the veterinary drug/vaccine.

3. Certificate which states that the relevant veterinary drug/vaccine is free from bovine proteins.

4. Photocopy of original package, original text of the “Instruction for use”, text of the “Instruction for use” in one of the constitutive languages in BIH.
5. Veterinary-medical certificate which states that the relevant veterinary drug/vaccine is registered and is on the market in the producer’s country of origin.
6. Translation of the introduction and conclusion chapters from the veterinary drug/vaccine file provided from producer.
Fee: Veterinary drug/vaccine registration is subjected to a charge: in FBiH this amounts to approximately 2000 EURO, whilst in RS it is approximately 450 EURO. Registration of veterinary drugs/vaccines is only valid in the Entity in which that drug/vaccine is registered.

Registered veterinary drugs/vaccines have to be re-registered every 5 years.

� The IPA Multi-beneficiary Programme is a regional EU instrument used complementarily to the national IPA Programmes.  The IPA Multi-beneficiary aims to address cross-border issues and achieve higher effectiveness of national IPA programmes by setting up harmonized actions and realizing economies of scale.  


� Ministry of Agriculture, Forestry and Water Management of RS, Ministry of Agriculture, Water Management and Forestry of FBiH and Department for Agriculture of District Brcko.
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