CONDT. 5

AN ROINN TALMHAIOCHTA, IASCAIGH AGUS BIA  - DEPARTMENT OF

AGRICULTURE, FISHERIES & FOOD
Conditions for a Bovine A.I. Field Service Licence (FSL)
For the purpose of this document unless otherwise stated:

“Licence” or “licence holder” means a Field Service Licence or Field Service Licence Holder.

“Minister” means the Minister for Agriculture, Fisheries and Food.

“DAFF” means the Department of Agriculture, Fisheries and Food.

“Registered Veterinarian” means a veterinarian registered with the Veterinary Council of Ireland.

“technician” means licensed AI technician or registered veterinarian practising artificial insemination.

“Approved Centres” means centres approved by the Minister or a competent authority designated under Regulation 4 of the European Communities ( Bovine Breeding Animals)  Regulations, 2009, S.I. 19 of 2009. 
“Approved Veterinarian” means a veterinarian registered with the Veterinary Council of Ireland approved by the Minister for the purposes of supervising relevant aspects of the FSL.

“Staff” means all persons engaged by or contracted to the FSL holder.

“engaged” means employed/contracted/have a formal documented relationship.

“A.I. Code” means a code assigned by ICBF in respect of semen approved for use in artificial insemination or fertilisation in accordance with the European Communities (Trade in Bovine Breeding Animals, Their Semen, Ova and Embryos) Regulations, 1996, S.I. 112 of 1996 as amended.

1. All year round quality service:
1.1 The licence holder shall provide a quality artificial insemination service, on a year round basis.

1.2 The licence holder shall not employ an A.I. technician unless he/she is appropriately licensed to the licence holder.
2. Legal status/Resources:

2.       The licence holder must, in the view of the Minister, be a legal personality within the State and possess the resources needed to provide a reliable and efficient quality artificial insemination service in accordance with these Conditions and in particular the licence holder shall:

(a) (i)
own/operate a Semen Collection Centre or Semen Storage Centre situated     
              in the State and approved  by the Minister under the European  

             Communities (Bovine Breeding )

             Regulations  2009, S.I 19 of 2009 ,   


                                      







or

        (ii) have a satisfactory contractual arrangement for the period of validity of this   

              licence with an approved Semen Collection Centre(s) or approved Semen       

             Storage Centre(s) in the State attached to one or more other licensed  

        A.I. service organisations in the State which will guarantee that it can, 

             on an on-going basis and in its own right, fulfil all the related 

             requirements in these Conditions;          

(b) have an adequate level of resources to deliver the quality service proposed in a manner which satisfies the Minister and ensures that records can be produced on request.

(c)    have in place a written contract with its licensed Technicians and approved veterinarian which ensures that the licence holder can meet these licence conditions. This documented arrangement must be agreed to and signed by the licence holder and the technician. 

(d)  have satisfactory access on an on-going and secure basis to sufficient supplies  

      of semen from a range of bulls of the main dairy and beef breeds used in the               

      State which have been selected through an officially approved testing and   

      evaluation programme acceptable to the Minister. 
3 Veterinary Surgeon(s), A.I. technician(s) and other staff:

      3.1
The licence holder shall maintain, by means of a formalised system of monitoring and control (which can be verified by documentary evidence) adequate permanent veterinary supervision of the artificial insemination service through an approved veterinarian to ensure to the satisfaction of the Minister that:

· Good veterinary practices and procedures are used throughout the insemination service provided by the licence holder

· All A.I. technicians engaged by the licence holder are supervised

· All technicians engaged by the licence holder perform their duties consistent with the highest possible standards in the following areas

       


- Traceability, and records which enable verification




- Maintenance of optimum animal health




- Hygiene 




- Animal welfare 




- Fertility

· Proper storage and handling of semen by all staff so as to ensure its fertility and health status is not impaired

· Precautions are taken by all persons engaged by the licence holder to prevent the introduction/ transmission, of infectious/ contagious animal disease onto premises visited by them.

· Adequate resources and facilities must be provided by the licence holder to enable the

              approved veterinarian to carry out his/ her duties as outlined in 3.1.

· In the event of a change of approved veterinarian supervising the A.I. service, the

              licence holder must notify the Department within 5 days for temporary approval of a             

              replacement, and arrange for a permanent approved replacement within 3 months.

· Any other requirements as determined by the Minister from time to time are fully met.

3.2 The licence holder is responsible for all semen in its possession or in the possession of all persons engaged by the licence holder at all times up to and including the point of insemination. 

    3.3  

The licence holder shall ensure that:
(a) All Technicians (except registered veterinarians) engaged by the licence holder to practise the artificial insemination of cattle must hold a provisional or full A.I. technicians licence and operate within the conditions of that licence to the satisfaction of the Minister; 


(b) (i) The licence holder must supply semen only to those licensed technicians       

                                engaged by it. 

(ii) The licence holder shall ensure that each technician licensed to it carries out      

       inseminations only on its behalf.

 3.4 

(a) The licence holder shall maintain on an ongoing basis a register recording at a minimum the following details for each of the technicians/ approved veterinarian engaged by it:

1. Name

2. Address for correspondence

3. Home address if different to address for correspondence

4. Mobile telephone number

5. Fax number

6. Date of birth

7. PPS Number

8. Working base address

9. Start Date of employment by licence holder

10. Technician Licence Number/Veterinary Council Registration Number

11. End date of employment by licence holder

12. Date licence issued  

13. Date of expiry of licence

(b) The licence holder shall notify the Department within 5 working days of any  

changes to this data other than a temporary change in the working base address of the technician/ approved veterinarian.

4.  Source and use of Semen for A.I. Service:

4.1 All semen used by the licence holder must comply with relevant National and European

       legislation. 
4.2 Semen that has been put into an A.I. Technician’s flask cannot be returned to an approved centre  

       4.3 The licence holder shall ensure that-

(a) the A.I. code,  

(b) the latest available official genetic evaluation results (including their source and         

      evaluation date),

(c) a declaration of known genetic defects where applicable 

is published and is included in all publications/advertising/ publicity material relating to all semen being used in the A.I. service.

(d) If the licence holder includes other performance results (e.g. BLUP linear scoring or performance test station results) in publications/advertising/publicity material relating to all semen being used in the A.I. service then the source and date of these results should be clearly indicated.

5. Recording, Testing and Genetic Evaluation:
The licence holder undertakes to facilitate the recording, testing, genetic evaluation and publication of results of bulls used for test purposes to the satisfaction of the Minister. In particular the licence holder undertakes to:

(a) provide an electronic record of all inseminations with details at 6(b) below to the body officially approved to carry out genetic evaluations in Ireland

(b) facilitate the distribution of semen of bulls approved for test purposes to a sufficient number of herds in order to meet progeny testing requirements 

6. Certificate of Insemination and Herd Book Registration:

(a) The licence holder shall ensure that the following details are recorded at the time of insemination: 




(i)
Date of insemination
(ii) A. I. Code

(iii) Full National ID number of the cow 

(iv) Technician’s signature
(v) The full name and address of the herd owner

(vi) Herd Number of herd owner

(b) The licence holder shall issue a paper record of the insemination, with the above details clearly recorded, to the herdowner at the time of insemination. 

7. Monitoring of Conception Rates:

The licence holder shall to the satisfaction of the Minister operate an effective system for monitoring the conception rates being achieved in its A.I. service by reference to the bulls used as well as the Technicians or Veterinarians delivering the service.  The system shall be such that will enable results to be comparable across licensed A.I. service organisations and would allow for timely corrective action to be taken where conception rates are unsatisfactory. 
8. Records, etc.:

8.1 The licence holder shall keep records in respect of all semen on an individual   

      bull basis, by reference to its A.I. code, of all operations carried out in regard to the      

      practice of artificial insemination including the following;

· Storage of semen

· The purchase/receipt of semen 

· Transfer and supply of semen by the licence holder 

· Details of where semen is kept for the provision of the service 

· The recording and testing of bulls.

· A Register/database must be kept containing the following information:

Straws in 

	Date
	Semen 

Collection/Storage Centre
	Other Licence holders 
	Invoice Number
	Quantity
	A.I. Code
	Name of Bull 


Straws Out

	Date
	Other 

Licence holders


	Technician 

Code
	Docket Number
	Quantity
	A.I. Code
	Name of Bull 


   8.2       The licence holder shall put in place a documented Standard Operating Procedure    

               (SOP) detailing the traceability system enabling the recall of a specific batch code.    

                The SOP must be made available for inspection by authorised officers.

  8.3       The licence holder shall operate a system of stock control classified by A.I. code

        which will enable all semen in the possession of the licence holder to be easily   

        identified by reference to its current location and its origin. The licence holder    

        shall be in a position to account for all movement of such semen.

8.4     The licence holder shall carry out, at least once a year, a stocktake and reconciliation   

           of the throughput of semen for each bull and keep the results of these available for             

           inspection at the approved premises. The date of this stocktake and reconciliation       

           must  be notified to the Minister within 24 hours of completion. All stocktake and  

           reconciliation records as well as any reports, documents or certificates relating to

           such operations including traceability, shall be readily available at the address given         

           in Section 1(g) of the licence application and shall be open to inspection at all  

           reasonable times by an authorised officer of the Minister.

8.5      The licence holder shall furnish to the Minister, in such format and in such     

        medium as the Minister requires, within the timeframe specified, such returns,   

        reports and information relating to the operation of the artificial insemination   

        service. This data may be supplied to persons or organisations for scientific/research   

        purposes.  
9. General:

9.1     Breaches of the conditions of the Field Service Licence may result in the Licence
          being revoked, or other sanctions being imposed or could prejudice future    

          applications by the licence holder for a Field Service Licence. 
9.2     The Minister may withdraw or amend any of these conditions and may add further  

          conditions where necessary.

9.3   All records referred to above shall be retained for at least six years.

9.4     Any significant changes, which it is intended to be made to the operation or structure 

          of the licence holder shall be notified in advance in writing to the    

          Minister – examples would include:

(a) Changes in methods of supply of semen and/or AI service

(b) Changes to supervisory personnel

(c) Changes in contractual arrangements involving the licence holder.             

9.5       The Licence is non-transferable.      

9.6     The Licence to which these conditions apply shall unless revoked by  

 the Minister remain valid for the period specified in the licence. 
9.7    The licence holder shall supply any further information at any time as required by the  

         Minister.
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