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Introduction
In recent years, there has been a growing interest in the drinking of raw milk.  Raw milk is milk that has not undergone any form of heat treatment (e.g. pasteurisation) that is sufficient to kill harmful bacteria that may be present in the raw milk.
Although the consumption of raw drinking milk is still low among the general population, there are some consumers who believe that raw milk possesses particular health properties or attributes, in addition to the existing nutritional components. However, the removal of the pasteurisation step does increase the risk of microbial contamination during production, carrying through to the finished product. It is for this reason that raw cows drinking milk as a ready-to-eat product must be clearly labelled to inform people of these risks (see section on Labelling of RCDM for more information).   
The Food Standards Agency (FSA) therefore advises that consumers who have a weakened immune system and are particularly vulnerable to food poisoning should not consume raw drinking (i.e. unpasteurised) milk and cream. Vulnerable groups include children, pregnant women, older people and those who are unwell, have chronic illness and/or are immunocompromised.
Sales of raw drinking milk for direct human consumption is restricted in Northern Ireland, England and Wales and its sale is banned in Scotland.

Department of Agriculture, Environmental and Rural Affairs (DAERA); Agri-food Inspection Branch (AfIB) carry out hygiene official controls (inspections and sampling) at dairy farms on behalf of the FSA.  This includes dairy farms that supply raw cow’s drinking milk direct for human consumption.
Purpose of guidance
This guidance is intended for Food Business Operators (milk producers /dairy farmers) who are planning to supply or are supplying raw cows’ drinking milk direct for human consumption.  The purpose of the guidance is to assist them in meeting the specific food hygiene requirements relating to the sale of raw cows’ drinking milk in Northern Ireland.  This guidance compliments existing comprehensive guidance published by the FSA for all dairy farmers ‘Milk Hygiene on the Dairy Farm’. The ‘Milk Hygiene on the Dairy Farm’ guidance should be read along with the advice provided in this document.
This guidance has been produced to provide advice and an informal, non-binding overview of the requirements of the legislation. However, the guidance should be read in conjunction with the legislation itself. The text should not be taken as an authoritative statement of interpretation of the law, as only the courts have this power. References to legislation in this guidance means the legislation in their amended form.
Legal Requirements 
The supply of raw drinking milk is regulated by EU and domestic food hygiene regulations.  These regulations place the responsibility for the production and supply of safe food, such as raw drinking milk, solely with the food business operator.  The farmer is the Food Business Operator (FBO) in the case of the supply of the raw drinking milk direct for human consumption. 

Detailed information on the legislative requirements, as it applies to milk production, is found in section 2 of the guidance ‘Milk Hygiene on the Dairy Farm’.

The EU and domestic food hygiene regulations that apply to raw cows’ drinking milk include:

Regulation (EC) No. 178/2002 General Food Law
Regulation (EC) No. 852/2004 General Rules on Hygiene – sets out the general hygiene rules to be applied by all food businesses to protect customers

Regulation (EC) No. 853/2004 Hygiene Rules for Food of Animal Origin – lays down specific rules for food of animal origin including milk

Regulation (EC) No. 2073/2005 Microbiological Criteria of Foodstuffs
Regulation (EU) 2017/625 General Rules for Official Controls
The Food Hygiene Regulations (Northern Ireland) 2006 – these regulations make provision for the execution and enforcement of EU food hygiene regulations in Northern Ireland.

Registration

DAERA:

All farms producing raw cow’s drinking milk must notify the Department of Agriculture, Environmental and Rural Affairs; Agri-food Inspection Branch (AfIB).  The contact details for AfIB are on page 17 of the document.  Those farms supplying more than small quantities (i.e. supplying >24 pints/ day) will need to complete an amendment to their registration as suppliers of raw drinking milk. 
Local Authority: 

Your local authority is the designated competent authority for enforcing the regulations for certain aspects of your proposed food business operation including:
· Food Standards:

This refers to legislation which applies to the composition of the milk (e.g. water and fat content) and how it is labelled.
· Food Business Registration: It is a legal requirement that all food businesses must be registered with the local council.

In some circumstances the council may also be jointly responsible for hygiene matters depending on how you supply the milk. For example, if you sell milk from a farm shop responsibility for monitoring of this aspect of your operation may then become the responsibility of your local authority Environmental Health Officer. 

For advice on these matters you will need to contact your Council’s Environmental Health Service and ask to speak with the Food Control team. 

All FBO’s are advised to notify DAERA and their local authority at least 28 days before they intend to start selling RCDM.

Food Safety Management Systems (HACCP)

Regulation (EC) No. 178/2002 General Food Law places the responsibility for the production and supply of safe food, such as raw drinking milk, solely with the food business operator.  The farmer is the food business operator in the case of the supply of the raw drinking milk direct for human consumption and has the responsibility for ensuring that their milk does not present a health hazard for consumers. 

One of the ways that FBO’s can manage food safety is to have a documented food safety management system in place – sometimes known as HACCP (Hazard Analysis of Critical Control Points).

Having an effective Food Safety Management System (FSMS) will help FBO’s to show what they do to produce and sell milk that is safe to drink, by demonstrating how they comply with food hygiene regulations and eliminate, prevent or reduce food safety hazards to an acceptable level.  An effective FSMS can also prevent costly food safety incidents, help avoid legal action and product recalls, prevent the need to destroy stock and protect the reputation of the business.
A FSMS is often based on the HACCP principles and involves keeping appropriate records.  

HACCP involves the following 7 steps:- 

1. Conduct a Hazard Analysis – Identify the hazards in the primary production operation i.e. what could go wrong. 

2. Determine the Critical Control Points (CCPs) - Identify the most important points where things can go wrong.

3. Set critical limits at each CCP – limits that let the FBO know when the hazards aren’t under control.
4. Establish a monitoring system for each CCP - Carry out checks at CCPs to detect problems.
5. Establish corrective action - Decide what to do if something goes wrong, how to put it right and prevent recurrence.
6. Establish verification procedures to determine if the HACCP system is working effectively - Prove that the HACCP Plan is working.

7. Establish documentation and record keeping.

Microbiological Requirements for Raw Cows’ Drinking Milk
Under Schedule 6 of The Food Hygiene Regulations (Northern Ireland) 2006 FBO’S are required to ensure RCDM meets the following microbiological standards: 
Plate count at 30°C (cfu per ml) ≤ 20,000

Coliforms (cfu per ml) < 100

Somatic cell count, Antibiotics, TB/BR status

As well as complying with specific requirements for RCDM laid down in national regulations, FBO’s must comply with the requirements for raw milk laid down in EU law. 
Somatic Cell Count
The rolling geometric average must be equal or below 400,000 per ml (over a 3 month period, with at least one sample per month). 

Antibiotics

FBO’s must have procedures in place to ensure that their raw cows’ drinking milk is 
not placed on the market if it contains antibiotic residues above the legal limit. Regulation (EC) No 37/2010 states as the Maximum Residue Level (MRL) for individual veterinary medicines.

FBO’s must keep a record of all medicines administered to animals. A system should be in place to ensure that the FBO can identify which animal(s) have been treated so that they can ensure their milk is disposed of appropriately and not added to the bulk tank. 

TB/BR status

Raw cows’ milk for direct human consumption must come from a herd that is officially tuberculosis free, and either brucellosis free or officially brucellosis free.

Pathogens

Regulation (EC) No 178/2002 requires that food is not placed on the market if it is unsafe, and therefore, milk should not contain harmful bacteria. FBO’s need to demonstrate that the hygiene controls they have in place via their FSMS are effective and working properly and how they can demonstrate that their product is safe. 

The following harmful bacteria / pathogens have been associated with raw milk and guidelines on the safe parameters for these pathogens have been determined:  

Salmonella spp


 not detected/25ml

Campylobacter spp


 not detected/25ml

E. coli O157 



 not detected/25ml

Guidance on ‘corrective actions following unsatisfactory results’ is provided later in this document.  

Listeria Monocytogenes

In addition to the pathogens mentioned above, Regulation (EC) No. 2073/2005 Microbiological Criteria of Foodstuffs also specifies the limit for Listeria monocytogenes in ready to eat food.

Where RDM has a shelf-life of less than 5 days it may be assumed, providing that milk is kept refrigerated, that Listeria monocytogenes will not grow. However, Listeria monocytogenes may still be present in the product even if it is assumed it will not grow. Therefore, FBO’s must demonstrate that Listeria monocytogenes does not exceed the limit of 100 cfu/ml throughout the proposed shelf life. 
Where the FBO wishes to allocate a longer shelf-life they need to demonstrate that Listeria monocytogenes is either:

· Absent in 25ml before it leaves the control of the FBO or

· Prove that it will not exceed 100 cfu/ml throughout the proposed shelf-life. 

Note: Before applying a shelf life of greater than 5 days, shelf life testing should be undertaken. 
Guidance on ‘corrective actions following unsatisfactory results’ is provided later in this document.  

Requirements for water supply

All water used in the parlour, milk storage room and milk filling area must be potable or clean. Potable or clean water must not contain any harmful bacteria (pathogens) and results of water samples for harmful bacteria must indicate that there are ‘none present in 100ml’ for the water supply to be considered acceptable for use.
Colony count @22°C 

no abnormal change (guideline <100/ml)

Colony count @37°C 

no abnormal change (guideline <10/ml)

Coliforms



0/100ml

Escherichia coli


0/100ml

Enterococci 



0/100ml

Clostridium perfringens 

0/100ml

Recommendations for Testing 

Testing recommendations for the Food Business Operator 

FBO’s supplying raw cows’ drinking milk direct for human consumption will need to demonstrate that it is safe and meets the requirements mentioned above.  It is recommended that the provision of one full set of test results for the milk (including shelf life) and the water supply, which show the above requirements have been met, should be provided before raw drinking milk sales commence. 

Samples taken must be representative of the final product being consumed. It is therefore recommended that samples be taken from the final container or vending machine.

The use of a laboratory with relevant accreditation for the milk and water tests described above under the FSMS, would ensure that appropriate testing methods are used, and results are valid and reliable. 

Ongoing testing

The FBO should devise and apply a sampling and testing regime that provides ongoing assurances that the FSMS is effective. A recommended testing schedule for their milk and water supply is outlined below: 
· Raw milk: Plate Count and Coliforms: weekly for one month. If weekly testing demonstrates ongoing compliance with the legislation, testing can be reduced to monthly. 
· Raw milk: Pathogens (Salmonella spp, Listeria spp, Campylobacter spp, E. coli O157): monthly for 6 months. If monthly testing demonstrates compliance with the legislation, testing can be reduced to six-monthly. 

· Water: Mains direct supply - annually

Other water supplies- all tests monthly for 3 months.  If monthly testing demonstrates compliance with the legislation, testing can be reduced to a six-monthly frequency. 

Please note: Additional somatic cell count and antibiotic testing is not required if the majority of milk is still purchased and tested by milk purchaser. The milk purchaser will carry out this testing and report results to the farmer. Any results indicating the presence of chemical residues or high somatic cell counts (geometric means over 400,000) should be reported to DAERA by the raw milk producer. 

Corrective actions following unsatisfactory results

If testing identifies the presence of harmful bacteria (pathogens) in the milk or water, sales of raw drinking milk must cease immediately.  The level of testing may need to be increased and/or additional targeted sampling carried out throughout the process to help identify the cause of the problem. Corrective action should be taken to prevent reoccurrence and supply not resumed until satisfactory results are obtained.   

If plate count and coliform testing indicates levels greater than the legal standard, raw milk sales may continue, however the FBO should take steps to investigate the cause of the problem and take corrective action to prevent reoccurrence.  Should further testing show results continue to fall short of the standards required, sales of raw milk must cease until satisfactory results are obtained.

Any person who sells RCDM that are in breach of the above parameters commits an offence. 

Reporting results to DAERA and verification testing by DAERA

All results that do not meet the required standards must be reported to DAERA as soon as these results are available. DAERA Milk Inspectors will also check all test results during inspections. 
In addition to the FBO’s own testing programme, DAERA will carry out sampling and testing of raw milk on a quarterly basis to verify compliance with microbiological standards. A fee of £63 will be charged by the FSA to the FBO.  In some circumstances these frequencies may be reduced.  Please contact FSA NI or DAERA for further details using the contact information provided at the end of this guidance.  

Labelling of Raw Cow’s Drinking Milk
Schedule 6 of The Food Hygiene Regulations (Northern Ireland) 2006 requires that a health warning must be provided to inform consumers that the milk has not been pasteurised and may contain organisms harmful to health.

Raw milk must be labelled ‘Raw milk’ (as required by Regulation (EC) No 853/2004) and also carry the following statement: 
‘This milk has not been heat treated and may therefore contain organisms harmful to health. The Food Standards Agency strongly advises that it should not be consumed by children, pregnant women, older people or those who are unwell or have chronic illness.’
The statement must be applied to the container in which any raw milk is sold. 
In addition, all labels must get approval from the local Environmental Health Officer to ensure compliance with other food standards and labelling requirements.
In the case of any raw milk which is not prepacked and is sold at a farmhouse catering operation, e.g. a B&B, the words:

‘Milk supplied in this establishment has not been heat treated and may therefore contain organisms harmful to health. The Food Standards Agency strongly advises that it should not be consumed by children, pregnant women, older people or those who are unwell or have chronic illness’ must appear -
(a) on a label attached to the container in which that milk is sold, or

(b) on a ticket or notice that is readily discernible by an intending purchaser at the place where the purchaser chooses that milk.
Where vending machines are used to sell RCDM, the health warning must be clearly displayed to the purchaser at the point of purchase. 

Raw cream is not required to carry the health warning but the words ‘made with raw milk’ must be displayed on the product.
The use by date determined through shelf life testing must also be applied.
The Sale of Raw Cow’s Drinking Milk
Schedule 6 of The Food Hygiene Regulations (Northern Ireland) 2006 restricts the sale of raw cows’ drinking milk in Northern Ireland.

Raw cows’ drinking milk can only be sold direct to consumers by registered milk production holdings (at the farm gate) or in a farmhouse catering operation on the holding, at farmers’ markets (by the FBO), delivered direct to the consumer (provided the sale was made on the farm) or by a distributor from a vehicle used as a shop premises (i.e. milk rounds). Sales through other outlets have been banned since 1985.
The FBO may only sell raw cows’ milk intended for direct human consumption at or from the farm premises where the animals from which the milk has been obtained are kept and to:

(i) the final consumer for consumption other than at those farm premises,

(ii) a temporary guest or visitor to those farm premises as or as part of a meal or refreshment, or

(iii) a distributor.

Where farm sales direct to the end consumer is the preferred option the following points outline in principle the practices accepted by the FSA: 
(a) The FBO or a duly authorised representative i.e. a member of family or employee of the business but not a third party can sell it at a farmers’ market; which is considered to be an extension of the farm;
(b) Having established a contract of sale on the farm i.e. taken orders from customers, an FBO may transport the orders to a prearranged location where it can be exchanged directly with the customers.  Once again, this must be carried out by the FBO or a duly authorised representative (as described above).  This is seen as facilitating collection by customers rather than an act of sale, which in effect has been agreed when the order was placed.

The impromptu sale of milk to passing members of the public where no prior contract of sale has been made on the farm is not permitted;

(c) Having established a contract of sale on the farm the FBO may deliver 
orders direct to their customers. This could include direct home delivery and 
once again must only be carried out by the FBO or duly authorised 
representative.
Raw milk must not be sold in shops. This includes farm shops (with the exception of a farm shop on the premises where the milk is produced). 
Inspections of Raw Drinking Milk Farms
All farms supplying raw drinking milk will be subject to inspection every six months. Department of Agriculture, Environmental and Rural Affairs; Agri-food Inspection Branch (AfIB) carry out dairy hygiene inspections of raw drinking milk farms.  These inspections aim to verify that food business operators i.e. the farmers are meeting the standards required for the supply of raw drinking milk. The inspection involves a physical check of the milking premises, milking equipment, filling operations, associated storage facilities and all relevant records, procedures and test results.
What to expect during a dairy hygiene inspection

During an inspection, dairy hygiene inspectors will check the following:
1. The FBO is selling the raw cows’ drinking milk in accordance with the restrictions and the labelling requirements;
2.
The milk is being sourced from animals that are healthy, and a herd that is brucellosis and tuberculosis free;
3.
The production holding, milking premises and dairy, must comply with hygiene requirements.  (‘Milk Hygiene on the Dairy Farm’ published by FSA for dairy farmers, contains useful guidance)

Annex 2 of this document summarises the legal requirements for hygiene and record keeping for dairy farms in Regulation (EC) No. 852/2004 Annex I;
4.
Evidence that the raw cows’ drinking milk meets the microbiological requirements;
5.
Demonstration that an effective food safety management system is in place.
Documented procedures & records
In addition to the above-mentioned requirements, producers selling >24 pints of raw cows’ drinking milk per day are required to have in place, implement and maintain a permanent (i.e. documented) procedure or procedures based on HACCP principles.  A summary of the legal requirements of HACCP in Article 5 of Regulation (EC) No. 852/2004 has been detailed in Annex 1 of the guidance for information.  
The following written policies, procedures and records as part of the FSMS are required:
· A flow chart of the processes carried out which identifies critical hazards.  Physical, chemical and microbiological hazards must be considered.

· Operating procedures/working instructions and associated records for raw milk filling/cleaning operations must be documented.

· Written procedures must describe the systems in place to ensure that the raw milk will not be sold when the herd has lost its TB/BR free status and that milk from animals suffering any other infection/disease such as Salmonella must be withheld.

· Withdrawal & recall procedures must be in place. This should include the action to be taken on site, who should be notified and the investigation that would have to be carried out in situations where milk has been found to be contaminated and would be a risk to public health. The procedure must include up to date DAERA contact details. 

· Written hygiene, visitor and training policies must be in place. Staff must demonstrate that they are adequately trained in food hygiene matters.

· Other requirements: 

· calibrated thermometer to record bulk and packaged milk temperatures

· suitable protective clothing to be worn

· evidence of pest control

· chilled storage of packaged milk

Please note this list is not exhaustive and the dairy hygiene inspector may discuss other items at the time of inspection. 
Publication of compliance category

Registration details of all Raw Drinking Milk establishments together with their compliance category following the most recent dairy hygiene inspection are published on the FSA website at 
Raw Drinking Milk Premises in England Wales and Northern Ireland
Contact details

	FSA

Operational Policy and Delivery

FSA in NI

10a-c Clarendon Road

Belfast 

BT1 3BG

Executive.Support@food.gov.uk 

Tel: 028 9041 7700

	DAERA

Agri-Food Inspection Branch
Room1018, 

Dundonald House

Belfast 

BT4 3SB

Afib.adminteam@daera-ni.gov.uk
Tel: 028 9052 5001




Annex 1

Regulation (EC) No. 852/2004 Article 5 

Hazard analysis and critical control points
1. Food business operators shall put in place, implement and maintain a permanent procedure or procedures based on the HACCP principles.
2. The HACCP principles referred to in paragraph 1 consist of the following:
a. identifying any hazards that must be prevented, eliminated or reduced to acceptable levels;
b. identifying the critical control points at the step or steps at which control is essential to prevent or eliminate a hazard or to reduce it to acceptable levels;
c. establishing critical limits at critical control points which separate acceptability from unacceptability for the prevention, elimination or reduction of identified hazards;
d. establishing and implementing effective monitoring procedures at critical control points;
e. establishing corrective actions when monitoring indicates that a critical control point is not under control;
f. establishing procedures, which shall be carried out regularly, to verify that the measures outlined in subparagraphs (a) to (e) are working effectively; and


g. establishing documents and records commensurate with the nature and size of the food business to demonstrate the effective application of the measures outlined in subparagraphs (a) to (f).  

When any modification is made in the product, process, or any step, food business operators shall review the procedure and make the necessary changes to it.

3. Paragraph 1 shall apply only to food business operators carrying out any stage of production, processing and distribution of food after primary production and those associated operations listed in Annex I of Regulation (EC) No. 852/2004.
4. Food business operators shall:
a. provide the competent authority with evidence of their compliance with paragraph 1 in the manner that the competent authority requires, taking account of the nature and size of the food business;
b. ensure that any documents describing the procedures developed in accordance with this Article are up to date at all times;
c. retain any other documents and records for an appropriate period.

Annex 2

Summary of legal requirements in relation to hygiene and record keeping for primary production and associated operations in Regulation (EC) No. 852/2004 Annex I 
Hygiene provisions

1. As far as possible, food business operators are to ensure that primary products are protected against contamination, having regard to any processing that primary products will subsequently undergo.
2. Food business operators are to comply with appropriate Community and national legislative provisions relating to the control of hazards in primary production and associated operations, including:
a. measures to control contamination arising from the air, soil, water, feed, fertilisers, veterinary medicinal products, plant protection products and biocides and the storage, handling and disposal of waste; and
b. measures relating to animal health and welfare and plant health that have implications for human health, including programmes for the monitoring and control of zoonoses and zoonotic agents.
3. Food business operators rearing, harvesting or hunting animals or producing primary products of animal origin are to take adequate measures, as appropriate:
a. to keep any facilities used in connection with primary production and associated operations, including facilities used to store and handle feed, clean and, where necessary after cleaning, to disinfect them in an appropriate manner;
b. to keep clean and, where necessary after cleaning, to disinfect, in an appropriate manner, equipment, containers, crates, vehicles and vessels;
c. as far as possible to ensure the cleanliness of animals going to slaughter and, where necessary, production animals;
d. to use potable water, or clean water, whenever necessary to prevent contamination;
e. to ensure that staff handling foodstuffs are in good health and undergo training on health risks;
f. as far as possible to prevent animals and pests from causing contamination;
g. to store and handle waste and hazardous substances so as to prevent contamination;
h. to prevent the introduction and spread of contagious diseases transmissible to humans through food, including by taking precautionary measures when introducing new animals and reporting suspected outbreaks of such diseases to the competent authority;
i. to take account of the results of any relevant analyses carried out on samples taken from animals or other samples that have importance to human health; and
j. to use feed additives and veterinary medicinal products correctly, as required by the relevant legislation.
4. Food business operators are to take appropriate remedial action when informed of problems identified during official controls.

Record-keeping
1. Food business operators are to keep and retain records relating to measures put in place to control hazards in an appropriate manner and for an appropriate period, commensurate with the nature and size of the food business. Food business operators are to make relevant information contained in these records available to the competent authority and receiving food business operators on request.
2. Food business operators rearing animals or producing primary products of animal origin are, in particular, to keep records on:
a. the nature and origin of feed fed to the animals;
b. veterinary medicinal products or other treatments administered to the animals, dates of administration and withdrawal periods;
c. the occurrence of diseases that may affect the safety of products of animal origin;
d. the results of any analyses carried out on samples taken from animals or other samples taken for diagnostic purposes, that have importance for human health; and

(e) any relevant reports on checks carried out on animals or products of 

     animal origin.
3. The food business operators may be assisted by other persons, such as veterinarians, agronomists and farm technicians, with the keeping of records.
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