
FOOD STANDARDS SCOTLAND CONSULTATION
The Animal Feed (Scotland) Amendment Regulations 2016
	Date consultation launched:
	Closing date for responses:

	4 March 16
	  27 May 16 


	Who will this consultation be of most interest to?

In particular all feed business operators (FBOs) producing and placing on the market for sale animal feed additives, also those preparing pre-mixtures containing animal feed additives as well as enforcement authorities.      


	What is the subject of this consultation?

· The draft Scottish Statutory Instrument (SSI) The Animal Feed (Scotland) (Amendment) Regulations 2016 
· Implementing Commission Regulation (EU) 2015/327 and Commission Regulation (EU) 2015/2294, both amending Regulation (EC) No.1831/2003 of the European Parliament and Council on additives for use in animal nutrition.     
· The addition of an ambulatory reference to 2(3) in the above SSI which allow amendments to the Annexes of Regulation 1831/2003 to be automatically applied and to take effect. 

	What is the purpose of this consultation?

To give stakeholders the opportunity to;

- comment on the draft domestic draft (SSI) The Animal Feed (Scotland) (Amendment) Regulations 2016, providing for an ambulatory reference to the Annexes of Regulation 1831/2003
- respond to the consultation questions in Annex A requesting for information on costs and benefits to stakeholders in Scotland.

	Responses to this consultation should be sent to:

	Claire Moni 
Regulatory Policy Branch
FOOD STANDARDS SCOTLAND 

Tel: 
01224 285158   
	Please note our new postal address: 
Pilgrim House, Old Ford Road, Aberdeen,

AB11 5RL
Email: Claire.Moni@fss.scot
   


	Is a Business & Regulatory Impact Assessment (BRIA) included with this consultation?

	
	No
 FORMCHECKBOX 
 See section on Consultation Process on page 4 for reason.


The Animal Feed 
(Scotland) (Amendment) Regulations 2016
Details of Consultation
Food Standards Scotland (FSS) would welcome your comments on the draft Animal Feed (Scotland) (Amendment) Regulations 2016 in Annex B. 
The above domestic Regulations will contain an ambulatory provision which will allow for  future amendments to the Annexes of Regulation (EC) 1831/2003 to be automatically executed and enforced by Scottish legislation. 

No partial Business and Regulatory Impact Assessment (BRIA) has been produced, since it is understood that there are currently no Scottish manufacturers of these feed additives and pre-mixtures preparations, for which the new EU provisions introduce new labelling and conditions of use requirements and in the main the other aspects of the Regulations are technical in nature and introduce no new policy burdens. However if any impact is identified during the consultation, a full BRIA will be completed.    
Introduction
The purpose of the draft Scottish Instrument is to enable the enforcement of and provide penalties for non-compliance with the requirements of the Commission Regulation No. (EU) 2015/327 as regards requirements for placing on the market and conditions of use of additives consisting of preparations and the Commission Regulation (EU) 2015/2294 as regards the establishment of a new functional group of feed additives.
Background 

EU Regulations
The European Regulations (EU) 2015/327 and (EU) 2015/2294 both amend the Commission Regulation (EC) No 1831/2003 on additives for use in animal feed. The amending provisions provide new labelling, placing on the market and conditions of use for additives consisting of preparations, as well as and providing for a new functional group in the category ‘technological additives’ in Annex I of the (EC) 1831/2003 Regulation. 
	Key proposals:
Provide enforcement provisions to Commission Regulation No. (EU) 2015/327 as regards requirements for placing on the market and conditions of use of additives consisting of preparations and the Commission Regulation (EU) 2015/2294 as regards the establishment of a new functional group of feed additives.




Regulation (EC) No. 1831/2003 lays down rules on the monitoring and labelling of feed additives and pre-mixtures in order to provide for a high level of protection for human health, animal health, environment and users' and consumers' in relation to feed additives, while ensuring the effective functioning of the internal market.

Some additives authorised under (EU) Regulation 1831/2003 are ‘preparations’, which means the active additive has been mixed with technological additives or other substances which are not themselves intended to have a function in the feed and for example, they may assist stability for functionality of the active additive by improving homogeneity. 
The (EU) Regulation 2015/327  will bring more transparency and clarity when placing additive preparations on the market, without affecting intellectual property rights relating to the composition of pre-mixtures containing such additives. The new Annex III introduced in Commission Regulation (EC) No 1831/2003, provides for additional labelling requirements for this type of additive and for pre-mixtures containing them.  This is intended to allow verification that technological additives used in a preparation are authorised for the intended purpose and that those additives exert a function only on the active substance contained in the preparation.
Annex IV of Commission Regulation (EC) No. 1831/2003, on general conditions of use, also amended, to take into account technological progress and scientific development concerning additives consisting of preparations. Regulation (EU) 2015/2294 will insert a new functional group and point (n) on hygiene condition enhancers to Annex I of (EC) 1831/2003.

The changes to Regulation (EC) 1831/2003 are introduced by the two (EU) Regulations:
Article 1 (EU) Regulation 2015/327
Amending Annex III regarding: 

- Specific labelling requirements for certain additives and for pre-mixtures, and;

- Additional labelling and information requirements for certain additives consisting of preparations and pre-mixtures containing such preparations.

Amending Annex IV regarding:

- Technological additives or other substances or products contained in additives consisting of preparations shall only modify the physic - chemical characteristics of the active substance of the preparation and shall be used in accordance with their conditions of authorisation where such provisions are provided for; and

- Physico-chemical and biological compatibility between the components of the preparations shall be ensured in relation to the effects desired.

Article 2 transitional provision
- Provides a transitional provision allowing additives consisting of preparations and pre-mixtures produced and labelled in accordance with Regulation (EC) No 1831/2003 before 23 March 2017 may continue to be placed on the market and used until stocks are exhausted.
Article 1 (EU) Regulation 2015/2294

Amending point 1 of Annex I – the following point (n) is added 

- Hygiene condition enhancers: substances or, when applicable, microorganisms which favourably affect the hygiene characteristics of feed by reducing a specific microbiological contamination. 
What this means for industry in Scotland
These requirements will be of interest to those feed businesses involved in using, marketing and selling specific technical additives as outlined above. However, the British Estimated Feed Association of Feed Supplement and Additive Manufacturers (BAFSAM) and the FSS do not anticipate significant impact to feed businesses in Scotland, as the previous consultation on the EU proposals in June and August 2015 did not indicate any costs associated with the Regulations. FSS would like to provide stakeholders with another opportunity to comment on the questions set out in Annex A.           

Enforcement 
The (EU) Regulation 2015/327 and (EU) Regulation 2015/2294 are both already legally binding across the UK and the EU and have applied since March 2015 and December 2015. However the enforcement authorities will not have the necessary powers to enable them to enforce the labelling provisions of (EU) Regulation 2015/327 and (EU) Regulation 2015/2294.    
Providing for enforcement of the two EU Regulations would remove the risk to the UK of incurring infraction proceedings and ensure that animal feeds and feed ingredients containing additives and pre-mixtures are labelled consistently across Europe. The UK has a legal obligation to ensure that the provisions are in place. The proposed Animal Feed (Scotland) (Amendment) Regulations 2016 will enable enforcement authorities in Scotland to take action if the additional labelling and information requirements are not met.
It is expected that the impact to enforcement authorities will be in relation to a one-off  familiarisation cost for learning and dissemination of information to staff. Enforcement authorities as part of their routine inspections will already be checking labels and information relating to feed additives and therefore the impact of this will be incorporated to existing inspections is likely to be minimal. 
However, FSS would like to invite enforcement authorities to consider the consultation questions in Annex A and provide comments on whether this assessment outlined above is reasonable.         
Consultation Process

FSS consulted with feed stakeholders on the EU proposals on the 7 August 2015 and also wrote out to enforcement authorities alerting them to the EU Regulations on the 22 June 2015. At the time FSS did not receive comments and was not therefore able to identify the impacts to Scottish stakeholders.  

Regarding the draft instrument attached in Annex B a 12 week public consultation ending on the 27 May, will provide stakeholders across Scotland, with the opportunity to comment on the draft The Animal Feed (Scotland) (Regulations) 2016. Similar consultations are also taking place in England, Wales and Northern Ireland. 
However, due to the Scottish Parliament Elections it is likely that the domestic implementing Regulations will come into force in Scotland in September/October 2016. 


On this occasion a BRIA has not been prepared, as FSS is not aware of any feed business manufacturing and marketing these feed additives preparations in Scotland.   FSS has spoken to key feed stakeholders and they have confirmed that the specific feed additives preparations concerned are purchased out with Scotland, and are produced largely by European and or global manufacturers. 
FSS estimated that some feed businesses involved in the repackaging, selling and marketing of these specific feed additives preparations, feed pre-mixtures and compound feed, might be affected and incur a small one-off relabelling and updating IT templates cost. 
However, since Regulation (EU) 2015/327 was published in March 2015 it is likely that Scottish feed stakeholders have already updated their labels and IT templates to comply with the (EU) Regulations. Key feed businesses have confirmed that they source feed additives preparations only from approved additive manufacturers that are accredited by the following assurance schemes; AIC Universal Feed Assurance Scheme (UFAS), Feed Materials Assurance Scheme (FEMAS) and with (EU) European Feed Ingredient Safety Certification (EFISC) and therefore which already comply with the labelling information and requirements within (EU) Regulation 2015/327. 

We are particularly keen to hear from Small and Medium Enterprises (SMEs’) on any likely impact and would encourage them to comment on all aspects of this proposal. FSS would in particular like to invite feed manufacturers to consider the questions in Annex A and to provide comments on whether the assessment above is reasonable. 
Other relevant documents 

Commission amending Regulations; Regulation (EU) 2015/327 and Regulation (EU) 2015/2294 are attached in Annex C and also available from the EUR-Lex website at;   

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32015R0327&from=EN 

http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32015R2294&from=EN
  Responses
Responses are required by the 27 May 2016 please send comments by email to Claire.Moni@fss.scot stating, in your response, whether you are responding as a private individual or on behalf of an organisation/company (including details of any stakeholders your organisation represents). However, due to the Scottish Elections it is likely that the domestic Regulations will come into force in Scotland in September/October 2016. 
We will summarise all comments received and the official response to each will be published on the FSS website within 3 months following the end of the consultation period. 
Thank you on behalf of Food Standards Scotland for participating in this public consultation.
Yours sincerely,

Claire Moni 
Regulatory Policy Branch
Enclosed

Annex A Consultation letter, (consultation questions and standard consultation information)
Annex B: Draft Scottish Statutory Instrument – The Animal Feed (Amendment) (Scotland) Regulations 2016
Annex C: EU Regulations 2015/327 and EU Regulations 2015/2294  

Annex D: List of Interested Parties
Annex E: Publication Personal Data 

Annex F: Consultation Feedback Questionnaire

 Annex A 

Consultation Questions
	Q1. Has FSS adequately described the Scottish market. If not, please provide us with information on the; number of feed businesses affected, their location, ideally the size of the business and the number of employees.

Q2. FSS invites feed businesses to consider whether there are familiarisation (learning, reading and disseminating) costs with the EU Regulations and SSI.   Please provide written evidence of familiarisation costs, such as time required per business. 

Q3 a). FSS invites feed businesses to consider the labelling costs for feed additive preparations and pre-mixture and the costs associated with amending and updating IT data base information. FSS estimate the impact as negligible, but if you agree or disagree with this please provide written evidence.

Q3 b). FSS invites feed businesses to consider the impacts associated with introducing a new functional category of feed additives. FSS estimate the impact as negligible, however if you agree or disagree with this please provide written evidence to support your views.

Q4. FSS invites enforcement authorities to consider the impacts associated with dissemination and familiarisation of the (EU) Regulations and the draft domestic Instrument. Please provide evidence to support your view, documenting time required per authority.

Q5. FSS invites feed businesses and enforcement authorities to agree or disagree that the EU Regulations and the draft instrument, will not have a significant impact on small and medium (SME) businesses, please provide evidence to support your response.      
Q6. FSS would invite all stakeholders to comment and provide evidence on any other additional costs and benefits associated with the EU Regulations and draft domestic Instrument.

 


Standard Consultation Information 

1. If you have any queries relating to this consultation please contact the person named on page 1, who will be able to respond to your questions. 

Publication of personal data and confidentiality of responses 

2. In accordance with the principle of openness, our office in Pilgrim House in Aberdeen will hold a copy of the completed consultation.   FSS will publish a summary of responses, which may include full name.  Disclosure of any other personal data would be made only upon request for the full consultation response.  If you do not want this information to be released please email openness@fss.scot  or return by post to the address given on page 1.
3. In accordance with the provisions of Freedom of Information Act (Scotland) 2002/ Environmental Information (Scotland) Regulations 2004, all information contained in your response may be subject to publication or disclosure. If you consider that some of the information provided in your response should not be disclosed, you should indicate the information concerned, request that it is not disclosed and explain what harm you consider would result from disclosure. The final decision on whether the information should be withheld rests with FSS. However, we will take into account your views when making this decision.  
4. Any automatic confidentiality disclaimer generated by your IT system will not be considered as such a request unless you specifically include a request, with an explanation, in the main text of your response. 

Further information

5. A list of interested parties to whom this letter is being sent appears in Annex E.  
Please feel free to pass this document to any other interested parties, or send us their full contact details and we will arrange for a copy to be sent to them direct. 

6. Please contact us for alternative versions of the consultation documents in Braille, other languages or audiocassette.
7. Please let us know if you need paper copies of the consultation documents or of anything specified under ‘Other relevant documents’.
8. This consultation has been prepared in accordance with HM Government Code of Practice on Consultation, available at: https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/100807/file47158.pdf
9. The consultation criteria from that code should be included in each consultation and are listed overleaf:
The Seven Consultation Criteria

Criterion 1 — When to consult

Formal consultation should take place at a stage when there is scope to influence the policy outcome.

Criterion 2 — Duration of consultation exercises

Consultations should normally last for at least 12 weeks with consideration given to longer timescales where feasible and sensible.

Criterion 3 — Clarity of scope and impact

Consultation documents should be clear about the consultation process, what is being proposed, the scope to influence and the expected costs and benefits of the proposals.

Criterion 4 — Accessibility of consultation exercises

Consultation exercises should be designed to be accessible to, and clearly targeted at, those people the exercise is intended to reach.

Criterion 5 — The burden of consultation

Keeping the burden of consultation to a minimum is essential if consultations are

to be effective and if consultees’ buy-in to the process is to be obtained.

Criterion 6 — Responsiveness of consultation exercises

Consultation responses should be analysed carefully and clear feedback should be provided to participants following the consultation.

Criterion 7 — Capacity to consult

Officials running consultations should seek guidance in how to run an effective consultation exercise and share what they have learned from the experience.

10. Criterion 2 states that Consultations should normally last for at least 12 weeks with consideration given to longer timescales where feasible and sensible. 

11. The Code of Practice states that an Impact Assessment should normally be published alongside a formal consultation.   
Comments on the consultation process itself

12. We are interested in what you thought of this consultation and would therefore welcome your general feedback on both the consultation package and overall consultation process.  If you would like to help us improve the quality of future consultations, please feel free to share your thoughts by sending an email to openness@fss.scot or return by post to the address given on page 1.
