








NO: .............
EXPORT OF MILK AND MILK PRODUCTS TO INDIA - 3106EHC
NOTES FOR THE GUIDANCE OF THE OFFICIAL VETERINARIAN AND THE EXPORTER

1.
SCOPE OF THE CERTIFICATE
Export health certificate 3106EHC may be used for the export of milk and milk products from the United Kingdom to India.

2.
CERTIFICATION BY AN OFFICIAL VETERINARIAN (OV)

This certificate may be signed by an OV appointed by the Department for Environment, Food and Rural Affairs (Defra), Scottish Government, Welsh Government, or an Authorised Veterinary Inspector (AVI) appointed by the Department of Agriculture and Rural Development Northern Ireland (DARDNI), who is on the appropriate panel for export purposes and who holds the requisite OCQ (V) qualifications. 
OVs/AVIs should sign and stamp the health certificate with the OV/AVI stamp in any colour OTHER THAN BLACK. 
A certified copy of the completed certificate must be sent to the CIT Carlisle or DARD - within seven days of issue. 
The OV should keep a copy for his/her own records.

3.
EU HEALTH MARK

Paragraph IV. 1 may be certified on the basis of oval marks which demonstrate compliance with EU Regulations (EC) 853/2004 and 854/2004. Pasteurisation or equivalent treatment is considered sufficient to inactivate the organisms mentioned. 

4.
LETHALITY TREATMENT FOR MICRO-ORGANISMS

Paragraph IV. 2. refers. 
Pasteurisation (or an equivalent treatment which produces a negative reaction to the alkaline phosphatase test) is deemed to be sufficient to destroy the organisms listed. This assumes that the raw milk was produced and subsequently handled hygienically and there is no post-process contamination. Some concerns have been raised about the effectiveness of pasteurisation in destroying M. avium paratuberculosis (MAP). An FSA (Food Standards Agency) commissioned survey found MAP in approximately 2% of samples of pasteurised milk in the United Kingdom. Whilst this indicates that MAP can survive pasteurisation, it is clear that pasteurisation significantly reduces the number of viable bacteria. Therefore, it is essential to ensure that FBOs carry out pasteurisation correctly, and even more so to ensure that the farms from which the milk is sourced follow good hygienic practice (environmental, milking and storage hygiene). While MAP may be secreted directly into the milk in the udder, resulting in relatively low numbers, perhaps < 10 cfu/ml, the main source is thought to be faecal contamination. The faeces of infected animals can contain > 1 X 108cfu/g. Some researchers have indicated that the concentration of MAP in raw milk could be as high as 104cfu/ml due to faecal contamination. Others have suggested that a MAP concentration of 106 CFU/ml should be used when modelling MAP destruction for safety reasons. This demonstrates the importance of good hygienic practice, especially if there is clinical evidence of disease on the farm. Certification/declaration from the supplying farms/FBOs to the effect that good environmental, milking and storage hygiene practice is being followed and familiarity of the process at the processing FBOs may be used to support certification of paragraph 
IV 2. Under experimental conditions, a longer holding period at 72°C proved to be more effective in inactivating MAP than a higher pasteurisation temperature. Of the three strains studied, only one strain was isolated from milk heated at 72°C for 20 sec and none of the strains was isolated from milk heated at 72°C for 25 sec. These findings suggest that the duration of heating is more important for the inactivation of MAP in milk than the intensity of heating. If the product has been subjected to heat treatment for at least 25 seconds, then the declaration/certification from the farm may be dispensed with.
5.
TREATMENT WITH PERFORMANCE DRUGS

Paragraph IV 3 and 4 may be signed on the basis that it is currently illegal to administer bovine growth hormone (BGH), bovine somatropin hormone (BST), or estrogenic hormone treatment to food-producing animals in the United Kingdom.
6.
ANIMAL RENNET  

Paragraph IV 5 refers. The statement which is not applicable should be deleted. 
7.
RESIDUES / TOXINS IN MILK
Paragraph IV 6 refers. ‘Drugs’ in sub-paragraph (i) should be read as ‘veterinary drugs’ since these are the drugs that Codex focuses on.
Generally speaking, the EU Maximum Limits (MLs) for veterinary medicines (Regulation 37/2010), pesticides (Regulation 396/2005) and contaminants (heavy metals and aflatoxins – Regulation 1881/2006) are either comparable with or exceed (are stricter than) those established by Codex. Furthermore, EU legislation covers a much wider range of residues/contaminants/microbes/toxins than Codex. The Codex Committee on milk and milk products elaborates standards for the various products (cheese, whey, infant formula etc). The products covered by the provisions of this standard must be prepared and handled in accordance with the appropriate sections of the Recommended International Code of Practice – General Principles of Food Hygiene (CAC/RCP 1-1969), the Code of Hygienic Practice for Milk and Milk Products (CAC/RCP 57-2004) and other relevant Codex texts such as Codes of Hygienic Practice and Codes of Practice. The products must comply with any microbiological criteria established in accordance with the Principles for the Establishment and Application of Microbiological Criteria for Foods (CAC/GL 21-1997) and the Codex General Standard for Contaminants and Toxins in Food – GSCTF (CODEX STAN 193-1995). 
Sub-paragraphs (i) and (ii) of paragraph IV 6 may, therefore, be signed on the basis of compliance with EU legislation and evidence (supporting certification and/or familiarity with /audit of the HACCP plans). No additional tests for the residues/contaminants/toxins mentioned are required as long as the requirements of the Food Safety Act and the UK Food Hygiene Regulations 2006 (which implement the EU Food Hygiene Regulations (EC) 853/2004 and 854/2004) are complied with, and cross-contamination post-process or after checks is avoided. In the case of preformed toxins, (IV 6 ii), the certifying Official Veterinarian must ensure that HACCP plans in the whole food chain are observed which should prevent growth of the organisms mentioned and production of toxins.  If this is not the case, further investigation which includes monitoring of the organisms mentioned and/or tests for the toxins is required.  Currently, EU levels have only been established for (coagulase positive) Staphylococcus aureus, where levels over 105cfu/g trigger investigation for their enterotoxin. If levels as high as this are obtained, the batch must not be certified for export to India. Neither Codex nor EU have any 
thresholds for Bacilus cereus, Clostridium perfringens or Clostridium botulinum or their toxins. However, the Health Protection Agency (HPA) has provided guidance on preventing contamination by these toxins of Ready To Eat (RTE) products. An extract from this can be found in the Annex and it explains how the toxins are produced. Food Business Operators (FBOs) throughout the food chain must have taken adequate measures to prevent toxins from being formed in the milk/products they handle as absence of viable bacteria in the final product intended for export does not necessarily mean their toxins are not present. If the certifying Official Veterinarian has concerns about the hygienic standards (process hygiene criteria) at any stage in the food chain, then the certificate should not be signed. Although the Health Protection Agency (HPA) Laboratory at Colindale is able to test the final product for toxins – see http://www.hpa.org.uk/ProductsServices/InfectiousDiseases/MicrobiologicalTestsAndServices/ - their primary remit is to investigate samples associated with food poisoning incidents. A special submission form is available for this, and can be found at: 
http://www.hpa.org.uk/web/HPAwebFile/HPAweb_C/1194947329070 

8.
BOVINE SPONGIFORM ENCEPHALOPATHY (BSE)

Paragraph IV 7 may be certified on the basis of historical legislation which was introduced to prevent recycling of ruminant protein back into ruminants as a means of controlling BSE. The ‘feed ban’ has since been reinforced in the UK - as detailed in the footnote - and most processed animal proteins have been excluded from farmed animal feed since 2001 across the whole of the EU. The UK/EU Transmissible Spongiform Encephalopathies Regulations provide the legal basis for this reinforced feed ban. As of 2011, there were about 18,000 holdings in the UK which contained around 52,000 animals born before 1 August 2006. However, it is very unlikely that any of these animals would be actively contributing to the bulk tank, the dairy breeds in most cases being used as suckler cows. 
9.
DISCLAIMER
This certificate is provided on the basis of information available at the time and may not necessarily comply fully with the requirements of the importing country.  It is the exporter’s responsibility to check the certificate against any relevant import permit or any advice provided by the competent authority in the importing country.  If these do not match, the exporter should contact the Centre for International Trade - Carlisle, via the link below:

http://www.gov.uk/government/organisations/animal-and-plant-health-agency/about/access-and-opening#centre-for-international-trade-carlisle
ANNEX
Common toxin-forming bacteria found in Ready to Eat (RTE) foods

1.
Bacillus cereus is a diverse group of bacteria which are widespread in the environment, therefore all foods and food ingredients are likely to be contaminated by the spores of this bacterium. The spores may survive the cooking process, hence people are frequently exposed to low numbers of B. cereus through food without becoming ill.  Minimum growth temperatures for B. cereus vary between 4°C and 12°C with an upper limit of around 50°C although some psychrotrophic strains occur. Not all strains produce toxins that cause either the emetic or diarrhoeal disease. The emetic and diarrhoeal toxins are distinct; the emetic toxin is pre-formed in food and is both acid and heat stable. Hence foods can be toxic in the absence of viable B. cereus.
2.
Clostridium perfringens is found in the gut and thus indicates faecal contamination although spores commonly occur in the environment. It is uncommon to detect this organism in properly handled foods. Illness is caused by the ingestion of large numbers of viable vegetative bacteria, which sporulate in the lower small intestine and produces enterotoxin which causes diarrhoea. This enterotoxin is not produced in foods. Spores are common in the environment and may survive the cooking process such that low level contamination of the final product may occasionally occur. Control is achieved by preventing spore germination and growth in food and rapid cooling, adequate cold storage and adequate reheating of food are of paramount importance. C. perfringens will grow between 15°C and 52°C with virtually no growth below 12°C. Not all C. Perfringens produce enterotoxin and these non-toxigenic isolates (irrespective of the numbers of bacteria present) will not produce foodborne disease. However the presence of high numbers of non-toxigenic C. perfringens in a ready-to-food is unsatisfactory and indicates poor

processing, particularly during cooling.
3.
Illness due to Staphylococcus aureus is caused by enterotoxins which are preformed in food. Only some S. aureus contain enterotoxin genes and therefore have the potential to cause food poisoning. Although most cases of infection are due to S. aureus, other coagulase-positive Staphylococcus species (e.g. S. intermedius) can also produce enterotoxins and cause foodborne disease. Adequate cooking will kill the bacterium, however some protection is afforded in dry, high-fat and high-salt foods. Staphylococcal enterotoxins are heat-stable and can survive some normal cooking processes including boiling, hence active toxin can be present in the absence of viable

organisms. Most coagulase-positive staphylococci grow between 7°C and 48°C with no growth at refrigeration temperatures. Many people carry S. aureus and contamination of foods after processing by food handlers can occur. Toxin production starts at 10°C and storage of

foods below this should prevent its development. In foods such as ripened cheeses and fermented meat products, S. aureus levels are highest 2–3 days after initial production and may reduce significantly during storage. If levels exceed 105cfu/g at any time during the life of a food, there is a risk of sufficient enterotoxin to cause illness that will remain in the food product regardless of

subsequent recoverable levels of this organism. However cheese products sampled at retail with coagulase-positive staphylococci levels in excess of 103 cfu/g should be regarded with suspicion and further investigation is warranted, for example by arranging for 
checks of the producer’s test records. If levels exceed 104cfu/g, isolates should be sent to the Reference Laboratory for enterotoxin gene testing. If levels exceed 105cfu/g in any product or if the food is associated with possible staphylococcal food poisoning, the food (if available) should be tested for enterotoxin and the strain for enterotoxin gene detection. The only food safety criterion for staphylococci in Regulation (EC) No. 2073/2005 (as amended) is for an absence of staphylococcal enterotoxins in cheese, milk powder and whey powder in product placed on the market during their shelf life. This Regulation has process hygiene criteria with limits of between 10 and 105 coagulase positive staphylococci/g in cheese, milk and whey powder during manufacture, and if values of >105cfu/g are detected, the batch should be tested for staphylococcal enterotoxins. However, since assays for enterotoxin detection are not rapid, can be insensitive for some food matrices and do not detect all types of staphylococcal enterotoxins, public health actions should not be delayed pending results.
Tests for Clostridium botulinum neurotoxin, staphylococcal enterotoxins, Bacillus toxins, are usually only available at national or international reference laboratories. Given the specialist and complex nature of some of these tests, results may not be available as quickly as primary tests. Hence public health actions and interventions should not be delayed pending the results of specialist and reference tests.
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