Annex 9
Intervention Protocol for FSS approved meat establishments

1. Introduction
1.1. This document provides guidance to the Operational Delivery management and frontline teams (Official Veterinarians and Official Auxiliaries) on:
1.1.1. Monitoring compliance of FSS-approved meat establishments; and
1.1.2. Action that should be taken in the event that a Food Business Operator (FBO) does not put in place suitable measures to raise levels of compliance to meet legal requirements.
1.2. FBOs can access this protocol at: https://www.foodstandards.gov.scot/publications-and-research/publications/intervention-protocol-for-fss-approved-meat-establishments

2. Strategic Aims
2.1. The goal of the Intervention Protocol is to protect consumers and safeguard public health by improving overall business compliance through:
2.1.1. Targeting high impact intervention where repeated non-compliance and/or risks to public health exist or are suspected.
2.1.2. Seeking prompt compliance and targeting intervention in high risk areas of non-compliance.
2.1.3. Provide a gradual, consistent and proportionate response to legislative non-compliance ensuring advisory and deterrent elements, along with the escalation of sanctions, where necessary, based on the level of non-compliance and risk to public health, animal health and welfare at individual establishments.
2.1.4. In this intervention protocol FSS strengthens the links between routine OC activities, such as inspections/interventions, enforcement and review of approvals. Linking these activities with quality targeted audits/unannounced inspections and enforcement action, FSS will ensure adequate and sufficient  evidence is available when initiating a review of approval. Audits/unannounced inspections provide a useful tool in risk-profiling where concerns around non-compliance and repeated stoppages are identified.

3. Background
3.1. It is FSS’ responsibility, as competent authority for approved meat establishments, to ensure that FBOs comply with legal requirements and produce safe food. 
3.2. FSS resources are directed to non-compliant establishments identified during Official Controls (OCs) activities outlined below:
a) Intermediate or final FSS audit interventions.
b) Findings from classic or targeted unannounced inspections (e.g. routine or investigating complaints, intelligence etc.), that are also merged into the audit process, or
c) Routine FSS presence (e.g. slaughterhouses).

3.3. This protocol includes a process for initiating the prompt review and potentially suspension or withdrawal of plant approval, as the ultimate sanction for non-compliance, whilst taking an open and pragmatic approach to informing FBOs about what  FSS is doing and why, based on a risk assessment methodology. FSS must take action quickly in the event of non-compliances which may impact on public health or animal welfare, and provide clarity to frontline teams on when and what action to take. Where an FBO fails to put the necessary measures in place relating to public health, animal health and welfare improvements, FSS officials may recommend that their approval status is reviewed. This could lead to their approval being withdrawn or suspended.
3.4. Providing advice and education will often secure sustained compliance as well as delivering a more cost-effective enforcement regime. Voluntary compliance is likely to be more sustainable in the long term than formal enforcement action.

4. 	When and how FSS will intervene
4.1 The Official Controls Verification (OCV) audit methodology requires that each establishment entering a new annual audit cycle will undergo a resource calculation; that audit resource will then be distributed throughout the 12-month cycle. Following each intervention a report will be produced, with an Intermediate or final audit outcome. This report will also be sent to the respective FBOs.
4.2 The audit outcome can be: 
· Good (no major or critical non-compliances), 
· Generally Satisfactory (no more than 2 completed majors, no active majors and no critical), 
· Improvement Necessary (up to 6 completed majors; or up to 2 majors still active; up to one completed critical) or 
· Urgent Improvement Necessary (more than 6 completed majors; or more than 2 active majors; or more than one completed critical; or any active critical).
4.3 In all cases of Improvement Necessary (IN) or Urgent Improvement Necessary (UIN), an assessment will be conducted by the Area Veterinary Advisor to ascertain if any major or critical non-compliances are still active and, if there are, this protocol will be activated, as per steps highlighted in section 4.7.
4.4 For timely action to be enabled in cases of active major or critical NCs, it is crucial that communication from the Veterinary Auditor, unannounced inspection (UAI) MHI/OV or plant OV reaches the Area Veterinary Advisor (or deputy) within 48 hours from the inspection/intervention/documentation review, with a list of non-compliances. Veterinary Branch Managers should not await the production of the audit report before triggering this protocol. 
4.5 FSS Area Veterinary Advisors will have an important role to play in overseeing the consistency and actions taken by the OVs in plants with routine OV attendance. In particular, Area Veterinary Advisor should increase their visibility within the slaughterhouse and approved game handling establishments. In standalone cutting establishments, the Area Veterinary Advisor will oversee OC attendance and actively liaise with the Audit team and area Operations Manager to review attendance frequency and secure compliance. 
4.6 It is important that a brief report of meetings with the FBO is produced, if any take place. This should summarise discussions held, particularly any education and support provided to the FBO. These meeting reports (together with any subsequent progress updates) will serve as a useful reminder of the approach taken and may form part of the evidence base in the event that a referral for review of approval is made. The FBO should be given opportunity to comment and agree the content of the meeting record. 
4.7 The following steps should be applied by the Area Veterinary Advisor, as appropriate and considering the establishment’s history of compliance and responsiveness to FSS enforcement:
a) Review level of enforcement action. Major or critical active non-compliances (particularly in establishments without routine FSS presence, i.e. standalone CPs) should be enforced at least via an advisory letter, due to the potential risk to public health, animal health or welfare, and also to document, for the benefit of the FBO, required actions and clear deadlines.
b) Review the resource allocation for the audit cycle and add subsequent targeted inspections (announced or unannounced), to verify compliance immediately after the agreed deadline for completion. Engage the Audit team or the Area Operations Manager, as required, to secure resource.
c) If advisory letter/s have not been complied with, issue letter at Annex 2 of this protocol, to request the FBO to submit a formal action plan within 14 calendar days, for FSS’ consideration,. The action plan should clearly document how the FBO plans to address the non-compliant areas, prevent reoccurrence, and improve compliance levels. Enforcement advisory letters may be extended for this period or formal enforcement notices may be served, according to risk associated with non-compliances. 
d) If no action plan is submitted by the FBO within the 14 days or the submitted one is not providing sufficient assurance, the Area Veterinary Advisor should try and set up a meeting with the non-compliant FBO and members of the Operational Delivery Senior Managers (Veterinary Auditor/Advisor, Operations Manager, Head Veterinarian and Head of Field Operations). At that meeting, this protocol will be highlighted again and expectations clearly set out by FSS.
e) Enforcement action should be escalated as necessary throughout this process and, where there is an accumulation of formal notices and/or unsatisfactory response by FBO to FSS requests from compliance, a review of the approval status of the establishment should be triggered, as per next section.
f) At all times, in order to safeguard public health and animal welfare, consider if additional FSS resources are required in the respective establishment, as per section 6 below. 

5. Approvals and referral for review of approval
5.1. Approval of establishments must be kept under FSS review during the delivery of OCs, including initiating actions to withdraw or suspend the approval in certain circumstances as described in Article 138 (2)(j) of Retained Regulation 2017/625. Criteria for the review of approval can be found at: https://www.foodstandards.gov.scot/downloads/Approved_establishments_working_group_-_2019_-_Scottish_National_Protocol_Update_-_January_2020.pdf
5.2. More information regarding approval of establishments is available at the following link:
http://www.foodstandards.gov.scot/food-safety-standards/regulation-and-enforcement-food-and-feed-law/approval-meat-plants 
5.3. Findings from routine OCs, escalation of this protocol by following the steps in section 4.7 or interventions conducted in response to local intelligence, will inform the Area Veterinary Advisor if there is a need to initiate a review of approval in accordance with this protocol. This will usually be considered after significant formal enforcement action and unsatisfactory (or absent) response from the FBO to FSS’ requests for documented action plans to address non-compliance. 
5.4. The Area Veterinary Advisor will collate the evidence required to assist in any review of approval and will liaise with any other relevant parties (FSS investigators, Local Authority colleagues, Animal and Plant Health Agency etc.). The evidence will be presented to the Head Veterinarian and must include (but is not limited to):
a) current approval documentation and approval history
b) latest copy of Business Agreement between the FBO and FSS and an overview of the financial situation (timeliness in paying FSS invoices, Company House notices etc.)
c) latest FBO audit report (i.e. the Establishment Live Report) and overview of the outcomes from the recent audits
d) latest enforcement report and any supporting evidence (photo report, videos, statements etc.)
e) an overview of FSS/FBO activity/engagement, including reports of meetings held with the FBO and
f) any other relevant information.
The Scottish National Protocol for Approvals provides details on the process following the Area Veterinary Advisor submission of a recommendation to the decision maker for approvals.


6. Additional controls
6.1. Introducing additional controls may provide an effective incentive to the FBO and deliver improvements in compliance. The Head Veterinarian, Head of Operational Delivery (HOD), area Operations Manager and Veterinary Advisor should consider whether additional Official Controls are required until satisfactory compliance is achieved. For example, for slaughterhouses, an additional OV may be brought in to focus on hygienic production and practices, allowing the resident OV to continue to carry out routine daily statutory duties. Similarly, for a standalone CP, a permanent FSS resource could be implemented if there are major concerns in relation to the FBO’s ability to produce safe food.
6.2. Charges for additional controls will be made under Retained Regulation  2017/625 and the Meat (Official Control Charges) (Scotland) Regulations 2009 as amended.
6.3. Although recommendations to increase FSS resource at a specific establishment can come from anyone in the Operational Delivery Division (including Vet Auditors), the Head of Operational Delivery has ultimate responsibility for determining if/ when/ where additional controls should be put in place. Once agreed internally, FSS will draft a notice of additional resource to inform the FBO of additional controls being introduced, and if required, revise the Business Agreement. The note will explain reasons for this action and that charges for these additional controls will be levied at full cost. 
6.4. When reviewing corrective actions taken by the FBO the following considerations must be taken into account:
a) confirm what actions were proposed and why
b) the appropriateness of the proposed actions
c) evidence that demonstrate the effectiveness of the corrective actions
d) observation of the changes. A follow-up inspection may be needed to confirm that the corrective action has been completed, is effective and will secure sustained compliance.
6.5. FSS will then review the need for additional resources, consider whether it is appropriate to remove them and review the Business Agreement. 


7. Dealing with adverse behaviour by the FBO
It is appreciated that, whilst many FBOs will respond positively and will want to put in place measures for reaching compliance, others may react in a negative way. In cases of obstruction towards FSS staff, powers should be used to try and gain entry via enforcement action or referral for investigation. The “Unacceptable behaviour” Policy is available on FSS website and should be followed.  


8. Routine monitoring
8.1. The Area Veterinary Advisor should regularly review and assess progress made by the FBO towards securing compliance and keep the other FSS managers informed. 


9. Support available
9.1. The Area Veterinary Advisor and OM will ensure that technical support and adequate resources, respectively, are available to frontline teams.


10. Routine publication of audits on FSS website
10.1. FSS publishes a brief summary of FBO final audit reports and outcomes on the FSS website at link below: 
https://www.foodstandards.gov.scot/business-and-industry/safety-and-regulation/approval-of-meat-plants 


11. Review
11.1. This protocol-will be kept under review, as/when there are any changes in the way FSS deliver are areas of meat OCs. 


12. Annex content
12.1. Annex 1 – Intervention flow chart
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12.2. Annex 2 – Letter to FBO requesting Action plan
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ANNEX 2 

Dear [Name]

FOR YOUR IMMEDIATE ACTION
Further to your most recent audit inspection, I would like to highlight that the level of compliance at your establishment needs to improve urgently. Our assessment indicates that [insert as the case is] [major/critical] non-compliances have been identified during the [latest audit inspection or routine delivery of Official Controls] and require your immediate attention in order to safeguard public health [and/or animal welfare]. 
In view of the levels of non-compliance identified, it is the responsibility of FSS to ensure the relevant safeguards are restored. This may be done through a significant increase in our attendance, with the associated increase in charges and potentially escalation of enforcement, which may ultimately lead the review of your approval.
You are required to produce an action plan with the aim of rectifying the non-compliances identified. This should be submitted to your Area Veterinary Advisor [or deputy] [insert name] within 14 calendar days from the date of this letter. Contact details: [email & mobile number].
FSS will then assess the adequacy of your proposed actions and may suggest you attend a meeting with the FSS management team, where we can explain if your action plan meets our requirements and if any further action is required. 
The FSS Veterinary Advisor will be prepared to discuss how FSS can continue to work co-operatively with you to improve your compliance levels and negate the possibility of reviewing your approval.
Finally, please do not hesitate to contact me should you wish to discuss the contents of this correspondence in further detail. 
What can I do to prevent further enforcement action and the possible review of the establishment’s approval?
You should work with the FSS [OV or Veterinary Advisor] to develop and implement an action plan for swift and sustained improvement to rectify these non-compliances. Any such action plan must immediately address the issues raised within the latest audit inspection [or findings from routine FSS Official Controls], along with ensuring a longer term strategy for the continued protection of public health through the application of best practice. 
Current enforcement activity at your establishment will not be stopped as a result of  being categorised as “Urgent Improvement Necessary”. If you have already been served with a formal enforcement notice, you must comply with its contents and within the agreed timeframe. 
What happens if I don’t comply?
You should not ignore this letter. It is not too late to work with FSS to make improvements in your levels of compliance but failure to take appropriate action may result in FSS officials recommending that your approval status is reviewed, which could ultimately lead to your approval being withdrawn or suspended.
Additionally, FSS may decide to implement an increased regime of activities through the application of unannounced inspections and or additional controls. Both may be chargeable to you as the FBO.
Do I have a right of appeal?

The decision to categorise your premises as “Urgent Improvement Necessary” is based on the outcome of Official Control activities and audit findings, therefore it does not in itself hold the right of appeal. However, any FBO that is not satisfied with the outcome of an audit does have the right of appeal. Information on the audit appeals process can be found on our website at below link:

FSS Approved Establishments | Food Standards Scotland


Yours sincerely, 

(Area Veterinary Advisor)
Chapter 7 – Enforcement, Annex 9 (Sub Annex 4)	
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Veterinary Advisor
Auditor/UAI Inspector/OV
Head Veterinarian (HV)
FBO

Phase
Start
Major or Critical Active NCs Identified as part of the audit programme
Veterinary Auditor/ OV/ UAI Inspector notifies Vet Advisor within 48h
Inform Head Veterinarian. Initial assessment is done to assess adequacy of enforcement action
Review audit resource allocation & schedule targeted inspections to check on FBO  progress
Review Action Plan and consider meeting with FBO
If NCs persist gather evidence for potential review of approval & submit to HV
HV escalates to HoD & informs Vet Advisor of outcome
IF non-compliances persist, ask FBO for formal Action Plan within 14 calendar days, escalate enforcement & consider additional controls
FBO receives the letter from Vet Advisor requesting Action Plant
FBO to send Action Plan to Vet Advisor
HV and Senior Management consider additional controls
FBO informed that Action Plan is suitable
Review of Approval required
Major or Critical  NCs Requiring Formal Enforcement by OVs



