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 The report of the Thirty-sixth Session of the Codex Committee on Food Hygiene (CCFH) is 
attached.  It will be considered by the Twenty-seventh Session of the Codex Alimentarius Commission, 
Geneva, 2004. 
 
 

A.   MATTERS FOR ADOPTION BY THE CODEX ALIMENTARIUS COMMISSION: 

1. Draft Code of Hygienic Practice for Milk and Milk Products at Step 8 (ALINORM 04/27/13,  
Appendix II).  See also paras. 15 through 53 of this report. 
 Governments wishing to comment on the above matter should do so in writing in conformity with 
the Uniform Procedure for the Elaboration of Codex Standards and Related Texts at Step 8 (Procedural 
Manual of the Codex Alimentarius Commission, Thirteenth Edition).  Comments or proposed amendments 
should be sent to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards 
Programme, Viale delle Terme di Caracalla, 00100 Rome, Italy preferably by e-mail: codex@fao.org or fax: 
+39 06 570.54593 before 15 May 2004. 

2. Definitions on Food Safety Objective, Performance Objective and Performance Criterion 
(ALINORM 04/27/12, Appendix III). See also paras. 63-90 of this report. 

Governments wishing to comment on the above matter should do so in writing.  Comments should be 
sent to the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, Viale 
delle Terme di Caracalla, 00100 Rome, Italy preferably by e-mail: codex@fao.org or fax: +39 06 570.54593 
before 15 May 2004. 



 

B. REQUEST FOR COMMENTS AND INFORMATION: 

1. Discussion Paper on the Management of the Work of the Committee (ALINORM 04/27/13, 
Appendix IV)  See also paras. 54-62 of this report. 

Governments and interested international organizations are invited to provide their comments on the above 
subject matter.  Comments should be forwarded to F. Edward Scarbrough, U.S. Manager for Codex, Attn.: S. 
Amjad Ali, Room 4861 - South Bldg., Food Safety and Inspection Service, United States Department of 
Agriculture, 1400 Independence Ave. S.W., Washington D.C. 20250, U.S.A. (Fax No.:1.202.720.3157;  E-
mail:  syed.ali@fsis.usda.gov), with a copy to Secretary, Codex Alimentarius Commission, Joint FAO/WHO 
Food Standards Programme, Viale delle Terme di Caracalla, 00100 Rome, Italy, by Fax: +39 06 570.54593 
or E-mail: Codex@fao.org  before 1 July 2004. 

2. Proposed Draft Revision of the Code of Hygienic Practice for Eggs and Egg Products. See also 
paras. 101-106 of this report. 

Governments and interested international organizations are invited to provide their comments on: processing 
of egg products, including emerging technologies; pasteurisation of eggs and egg products; hygienic 
provisions related to processing of egg and egg products; advice on the safe use and handling of eggs with 
particular focus on vulnerable groups; clarification of definitions, including collection and handling, grading 
and cleaning. 

Comments should be forwarded to Dr Luba Tomaska, Food Standards Australia New Zealand, 55 Blackall 
Street, Barton ACT 2600, PO Box 7186, Canberra, MC  ACT 2610, fax: 61-2-6271-2278, Email: 
luba.tomaska@foodstandards.gov.au  with a copy to Secretary, Codex Alimentarius Commission, Joint 
FAO/WHO Food Standards Programme, Viale delle Terme di Caracalla, 00100 Rome, Italy, by Fax: +39 06 
570.54593 or E-mail: Codex@fao.org  before 1 July 2004. 
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SUMMARY AND CONCLUSIONS 

 
The Thirty-sixth Session of the Codex Committee on Food Hygiene reached the following conclusions: 
 
MATTERS FOR ADOPTION BY THE 27TH SESSION OF THE CODEX ALIMENTARIUS COMMISSION: 

1. Draft Code of Hygienic Practice for Milk and Milk Products (ALINORM 04/27/13, paras. 15-53 
and Appendix II). 

2. Definitions on Food Safety Objective, Performance Objective and Performance Criterion 
(ALINORM 04/27/13, paras. 63-90 and Appendix III). 

MATTERS OF INTEREST TO THE CODEX ALIMENTARIUS COMMISSION 

The Committee: 

- combined the discussion papers related to the management of its work in one document and agreed to 
revise the consolidated version of the document on the basis of the discussion at the Committee and 
written comments submitted and to circulate it for further comments for consideration at its next session 
(paras. 54-62); 

- replied to the request of the 26th Session of the Commission regarding the development of specific 
guidelines on risk analysis (paras. 70-72); 

- agreed to redraft the proposed Draft Principles and Guidelines for the Conduct of Microbiological Risk 
Management on the basis of the discussion at the Committee and written comments submitted and to 
forward the definitions on Food Safety Objecitves, Performance Objective and Performance Criterion to 
the Commission for adoption with the understanding that these definitions would be included in the 
Procedural Manual (paras. 63-90); 

- agreed to redraft the proposed Draft Guidelines on the Application of the General Principles of Food 
Hygiene to the Management of Listeria monocytogenes in Foods and to prepare an Annex to the 
Guidelines on the establishment of Food Safety Objectives and related performance objective and 
performance criteria, including microbiological criteria for Listeria monocytogenes in Ready-to-Eat 
Foods (paras. 91-100); 

- agreed to revise the proposed draft Code of Hygienic Practice for Egg Products on the basis of the 
discussion at the Committee and written comments submitted (paras. 101-106); 

- agreed to redraft the Proposed Draft Guidelines for the Validation of Food Hygiene Control Measures 
on the basis of the discussion at the Committee and written comments submitted (paras. 107-125); 

- decided to develop risk management guidance documents for Campylobacter in Broiler Chickens; for 
Enterohemorrhagic Escherichia coli in ground beef and fermented sausages; and for Salmonella in 
Broiler Chickens. It also agreed to consider the Risk Profile of Vibrio spp in Seafoods at its next session 
(paras. 126-148); 

- agreed to proceed with the revision of the Draft Revision of the Recommended International Code of 
Practice for Foods for Infants and Children at its next session (paras. 149-154); 

- agreed to defer the consideration of the proposed draft Guidelines for the Reuse of Processing Water in 
Food Plants and the discussion paper on the Proposed Draft Guidelines for Evaluating Objectionable 
Matter in Food until the Committee develops its procedures for prioritization of work (paras. 155-157); 

- while considering other business, agreed to prepare draft Terms of Reference for the FAO/WHO 
Expert Consultation on the Uses of Active Chlorine which would include safety/benefit issues; 
supported the establishment of a Codex/OIE Task Force on Antimicrobial Resistance and agreed to put 
the discussion paper on Viruses in Food on the list of activities for consideration regarding its 
prioritization (paras. 158-160). 
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MATTERS OF INTEREST TO OTHER COMMITTEES: 

CODEX COMMITTEE FOR FISH AND FISHERIES (CCFFP) 

Hygiene Provisions of the Code of Practice for Fish and Fishery Products and the Draft Standard for 
Salted Atlantic Herring and Salted Sprat 

 The Committee endorsed with minor amendment the food hygiene provisions of the Code of Practice 
for Fish and Fishery Products and the draft Standard for Salted Atlantic Herring and Salted Sprat with the 
understanding that the amendment should not cause any delay for the adoption by the Commission (paras. 
12-14); 

 The Committee agreed that the risk profile of Vibrio spp. in seafood would be placed on the 
agenda of its next session in order to discuss how the risk management work on these issues should 
proceed (para. 137). 

CODEX COMMITTEE ON MEAT HYGIENE (CCMH) 

 The Committee decided to develop risk management guidance documents for Campylobacter and 
Salmonella in broiler chickens and for enterohemorrhagic Escherichia coli in ground beef and 
fermented sausages (paras. 126 through 148). 
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REPORT OF THE 36th SESSION OF THE CODEX COMMITTEE ON FOOD HYGIENE 

INTRODUCTION 

1. The Codex Committee on Food Hygiene (CCFH) held its Thirty-sixth Session in Washington, D.C, 
United States of America, from 29 March to 3 April 2004, at the kind invitation of the Government of the 
United States of America.  Dr Karen Hulebak, Deputy Administrator, Office of Public Health and Science, 
Food Safety and Inspection Service, United States Department of Agriculture, chaired the meeting and Dr 
Michael Wehr served as Vice-Chairperson.  The Session was attended by 196 participants from 43 Member 
countries and one Member organization1 and 21 international organizations.  A complete list of participants is 
given in Appendix I to this report. 

OPENING OF THE SESSION 

2. The Session was opened by Mr James R. Moseley, Deputy Secretary for the United States Department 
of Agriculture.  Mr Moseley, speaking on behalf of Dr Elsa Murano, U.S.D.A. Undersecretary for Food Safety, 
noted that Codex has become an essential global organization, both with respect to protecting the health of 
consumers and facilitating international food trade.  He emphasized the importance of the Codex Strategic 
Objectives and the implementation of the recommendations arising from the Codex Evaluation as means to 
enhance the effectiveness of Codex.  Mr Moseley stressed the importance of Codex in continuing to base its 
standards on sound science, noting the importance of the work the Committee would be undertaking during the 
Session with respect to microbiological risk management and risk assessment.  Mr Moseley commented upon 
the importance of the Codex Committee on Food Hygiene to effectively manage a workload that is both large 
and important.  Mr Moseley also observed that the Codex Trust Fund had been implemented with support from 
the United States and several other countries and that this Session of CCFH was the first time that the fund had 
been utilized to support the attendance of developing countries at Codex meetings. 

3. Dr Karen Hulebak emphasized the importance of the Committee’s work products in helping to ensure 
the production of and trade in safe food, and also pointed out the need for the Committee to establish a 
strategic, transparent, and orderly mechanism for setting its priorities and managing its own agenda, and in so 
doing, to maximize its ability to produce effective and timely risk management guidance documents. 

ADOPTION OF THE AGENDA (Agenda Item 1)2 

4. The Delegation of the United States drew the attention of the Committee to the fact that there were 
some overlapping areas in the documents in items 5 (a), (b), and (c) and proposed that the Committee convene 
a working group to merge the three documents in to a consolidated version. 

5. Some delegations were of the view that there was a need to consolidate Agenda Items 5 (a) and (b) 
only, as they were related to the internal work of the Committee. Some delegations were of the view that issues 
covered under Agenda Item 5 (c) were of horizontal nature relating to cross-committee interactions and that 
more detailed consideration in the Plenary should be given in order to decide on how these documents might be 
merged.  Other delegations indicated that there was necessity to ensure consistency of merged documents with 
the document on Proposed Draft Principles and Guidelines for Microbiological Risk Management. After some 
discussion, the Committee agreed that a Working Group led by the United States would meet during the 
sessions and to discuss how to restructure and consolidate the documents under Agenda Items 5 (a), (b), and (c) 
into one and, if possible, prepare a first draft of the document.  

6. In order to allow some time for the preparation of the consolidated document, it was also agreed to 
rearrange the Provisional Agenda, switching Agenda Item 9 with Agenda Items 5 (a), (b), and (c). 

7. The Delegation of the Netherlands drew the attention of the Committee to the fact that there was a 
possibility of advancing the document on the Proposed Draft Principles and Guidelines for Microbiological 
Risk Management (Agenda Item 6) and proposed to establish a Working Group in order to prepare a proposal 
for consideration of this item in the Plenary, however no consensus was reached on this proposal. 

                                                 
1  CRD 10 (EC Annotated Agenda). 
2  CX/FH 04/1. 
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8. The Committee adopted the Provisional Agenda as the Agenda for the Session with the above 
modification. 

MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND/OR OTHER 
CODEX COMMITEES TO THE FOOD HYGIENE COMMITTEE (Agenda Item 2)3 

9. The Committee was informed about matters arising from the 26th Session of the Commission, from the 
53rd Session of the Executive Committee as well as the report on the FAO/WHO Workshop on the Provision of 
Scientific Advice to Codex and Member Governments.  It noted that most of matters were for information 
purposes while only others would be discussed in more detail under relevant agenda items. In addition, the 
Committee noted the matters of interest to the Committee as follows: 

Active chlorine 

10. The Committee noted the request of the 36th Session of the Codex Committee on Food Additives and 
Contaminants (CCFAC) (Rotterdam, 22-26 March 2004) to FAO/WHO to convene an Expert Consultation to 
conduct a comprehensive risk assessment of use of active chlorine, taking into account benefits and risks and 
that the CCFAC agreed on the need to clearly define the scope of the Consultation.  It further noted that 
CCFAC would prepare clear terms of reference for the aspect relevant to its work and that it requested relevant 
Committees, including the Committee on Food Hygiene to consider safety/benefit issues relevant to uses of 
active chlorine within their respective purviews and to elaborate terms of reference for the expert consultation 
within their mandate and pose questions so that the Expert Consultation could be comprehensive.  The 
Committee agreed to consider this matter on Agenda Item 14 “Other Business and Future Work” (see paras. 
158). 

Antimicrobial resistance 

11. The Committee noted the information from the Representative of WHO regarding the conclusions of 
the Workshops on Non-human Usage and Antimicrobial Resistance (Geneva, 1-5 December 2003 and Oslo, 
15-18 March 2004) and that some conclusions from these workshops were relevant to Committee’s work, 
therefore it agreed to consider this matter on Agenda Item 14 “Other Business and Future Work” (see para. 
159).   

 

ENDORSEMENT OF HYGIENE PROVISIONS IN THE CODEX STANDARDS AND CODES OF 
PRACTICE (Agenda Item 3) 

PROPOSED DRAFT CODE OF PRACTICE FOR FISH AND FISHERY PRODUCTS4 

DRAFT STANDARD FOR SALTED ATLANTIC HERRING AND SALTED SPRAT5 

12. In accordance with the terms of reference of the Codex Committee on Food Hygiene, the Committee 
was invited to endorse the hygiene provisions of the Proposed Draft Code of Practice for Fish and Fishery 
Product, including Section 2.2 and 2.6 of Definitions; Section 6 – Aquaculture and Section 10 – Processing of 
Quick Frozen Coated Fish Product and of the draft Standard for Salted Atlantic Herring and Salted Sprat. 

13. The Committee agreed to amend the third bullet of Section 10.3.5.1 “Sawing” to read “saw dust must 
not collect on the saw-table and must be collected in special containers under adequate hygienic conditions, if 
used for further processing” for consistency with the language used in the fourth bullet.  The amendment 
should not cause any delay for the adoption by the Commission. 

                                                 
3  CX/FH 04/2; CRD 11(Report of the FAO/WHO Workshop on the Provisions of Scientific Advice to Codex and 

Member Countries); CRD 12 (Matters Referred by the Codex Alimentarius Commission and/or Other Codex 
Committees). 

4  ALINORM 04/27/18, Appendix V; Comments submitted by India (CRD 22) and Indonesia (CRD 29). 
5  ALINORM 04/27/18, Appendix II; Comments submitted by Indonesia (CRD 29). 
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Status of the Endorsement of the Hygiene Provisions of the Proposed Draft Code of Practice for Fish 
and Fishery Product, and of the draft Standard for Salted Atlantic Herring and Salted Sprat 

14. The Committee endorsed the hygiene provisions of the Proposed Draft Code of Practice for Fish and 
Fish Products, including Section 2.2 and 2.6 of Definitions; Section 6 – Aquaculture and Section 10 – 
Processing of Quick Frozen Coated Fish Product as amended above.  It also endorsed the hygiene provisions of 
the draft Standard for Salted Atlantic Herring and Salted Sprat as proposed by the Committee on Fish and 
Fishery Products.   

DRAFT CODE OF HYGIENIC PRACTICE FOR MILK AND MILK PRODUCTS (Agenda Item 4)6 

15. The Committee noted that the 26th Session of the Codex Alimentarius Commission adopted the 
proposed draft Code of Hygienic Practice for Milk and Milk Products at Step 5 as proposed by the 35th Session 
of the CCFH. 

16. The Committee first considered the outstanding issues, which were retained in square brackets, as 
follows: 

Section 2.5 Definitions 

Food Safety Objective  

17. In noting that concrete progress had been done on the elaboration of a definition of “Food Safety 
Objective” and that the definition would be considered under Agenda Item 6 “Proposed Draft Principles and 
Guidelines for the Conduct of Microbiological Risk Management”, the Committee agreed to delete the square 
brackets and the definition and to retain the term, while adding a footnote referring to the Definition which 
occurs in the Principles and Guidelines (under development).  Consequentially, the Committee agreed to retain 
the term “Food Safety Objective” without square brackets throughout the draft Code. 

Validation  

18. In recognizing the ongoing work on the development of “Proposed draft Guidelines for the Validation 
of Food Hygiene Control Measures” (Agenda Item 9), the Committee agreed to delete the square brackets and 
the definition and to retain the term, while adding a footnote referring to the Definition which occurs in the 
Guidelines (under development).  Consequentially, the Committee agreed to retain the term “Validation” 
without square brackets throughout the draft Code. 

Annex II Appendix B “Microbiocidal Measures” 

Irradiation 

19. The Committee noted the Appendices to Annex II contained examples of control measures applied 
around the world. In recognizing that irradiation was not an example of a microbiocidal measure and was not 
known to be practiced for milk and milk products at this time, the Committee agreed to delete the term and the 
description.  It also deleted reference to irradiation in the third paragraph of Appendix B as a consequential 
change. 

2.2 Process management 

12 log reduction of C. botulinum  

20. It was noted that the occurrence of C. botulinum in milk was extremely rare and/or insignificant, and 
that no cases of botulism linked to sterile milk had been reported, therefore, C. botulinum would not have had 
any relevance.  The Committee deleted the text in square brackets. 

IDF Standard 48.1969 (under review) 

21. The Committee was informed that the IDF Standard was still under development, therefore, it deleted 
the reference to this standard. 

                                                 
6  ALINORM 03/13A, Appendix III; Comments submitted by Australia, Brazil, Canada, Egypt, Mexico, New 

Zealand, Switzerland, Uruguay, IDF (CX/FH 04/4), Argentina, Thailand (CX/FH 04/4-Add.1), EC (CRD 14), 
India (CRD 23), Indonesia (CRD 31) and Cuba (CRD 32). 
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22. The Committee next considered the draft Code section by section. In addition to several minor editorial 
amendments, the Committee agreed to the following changes: 

Section 2.1 Scope 

23. The Committee agreed to move a sentence from the Annex clarifying that the Code did not contain 
provisions for the production of raw drinking milk to the base Code. It also acknowledged that the Code, once 
adopted, would encompass dried milk; thus, the Code of Hygienic Practice for Dried Milk (CAC/RCP 
31/1983) could be revoked.  

Section 2.3 Overarching principles applying to the production, processing and handling of all milk 
and milk products 

24. In recognizing that good agriculture practices are important measures applied at primary production to 
ensure the safety and suitability of milk and milk products and that there was not a formal  definition of this 
term, the Committee added a reference to good agriculture practices in the narrative of the third bullet.  

Section 2.4 Relatives Roles of Milk Producers, Manufacturers, Distributors and Competent 
Authorities 

25. The Committee added the terms “retailers”, “transporters” and “consumers” to the title of the Section 
and added the term “retailers” in the second and third paragraph to emphasize the continuum of controls that 
are applied from production to consumption and in particular the role of retailers. 

Section 2.6  Suitability 

26. The Committee amended the third bullet to specify that management system should be based on 
HACCP principles. In addition, it changed “perished” to “spoiled” in the second indent of the fourth bullet for 
clarity purpose. 

Section 3 Primary production 

27. The Committee added “safety and” before “suitability” and changed “effectiveness” with “stringency” 
in the last paragraph of the section for clarity and consistency with the scope of the Code. 

Section 3.2.3.1 Feeding 

28. In recognizing that the definition of “contaminant” in the General Principles of Food Hygiene 
(CAC/RCP 1-1969, Rev. 4-2003), encompassed any biological or chemical agent, foreign matter or other 
substances not intentionally added to food which may compromise safety or suitability, the Committee deleted 
“ microbiological or chemical” from the first paragraph. 

Section 3.2.3.3 Veterinary Drugs 

29. The Committee amended the first paragraph to specifically refer to veterinary drugs authorized by the 
competent authority for consistency with the language used in other part of the Code. It also added a footnote 
to the Annex to refer that the treatment with veterinary drugs should be consistent with the Code of Practice to 
Minimize and Contain Antimicrobial Resistance, under development in the Codex Committee on Residues of 
Veterinary Drugs in Foods (CCRVDF). 

Section 5.1 Control of Food Hazards 

30. The Committee recognized that when control measures should be designed so as to achieve a specified 
level of hazard control, it was too restrictive to give consideration to the establishment of Food Safety 
Objective only, therefore, it agreed to refer in a generic way to “FSOs and/or related objectives and criteria” 
and to amend, as appropriate, the rest of the Code consequentially. 

31. To better highlight the specific procedures required for the implementation of the HACCP principles, 
the Committee divided the last paragraph of the Section into two. 
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Section 5.1.1 Hazard Identification; 5.1.2 Control Measure Selection 

32. The Committee agreed on the following changes to align the Section with the language used in the 
HACCP Annex to the International Recommended Code of Practice: General Principles of Food Hygiene: 

• Amended the title of Section 5.1.1 to “Hazard Identification and Evaluation”; 

• Changed the second principle to refer to “the severity of its adverse health effects and reasonable 
likelihood of occurrence”; 

33. In Section 5.1.2, the Committee agreed on the following changes: 

• Amended the principle to read, “Following hazard evaluation, control measures and control 
measure combinations should be selected that will prevent, eliminate or reduce the hazards to 
acceptable levels.” 

• Deleted the beginning of the second paragraph to start with “The next step…” and struck out the 
third paragraph. 

Section 5.5 Water 

34. In recognizing that in certain conditions, the source of water was not always potable but that potable 
water should be made available, the Committee amended the principle to read “Dairy processing 
establishments should have potable water available, …”. 

Section 10.2 Training programs 

35. For consistency with changes in section 2.4, the Committee added a reference to retail of milk in the 
first paragraph of the section.  

Annex I – Guidelines for the Primary production of Milk 

Section 3.2.3.3 Veterinary Drugs 

36. The Committee inserted a footnote to the Section’s title to refer to the Code of Practice to Minimize 
and Contain Antimicrobial Resistance, under development in the CCRVDF. 

Section 3.2.4 Hygienic milking 

37. In recognizing that automatic milking is used and that foremilk from each teat contains higher number 
of microorganisms than the milk that is subsequently drawn by the same teat, the Committee amended the last 
paragraph of the Section to clarify that: the milker should check the milk of each animal for organoleptic or 
chemical/physical indicators; the milk that does not appear normal should not be used for human consumption; 
and, foremilk from each teat should be discarded or collected separately, and not used for human consumption, 
unless it can be shown that it does not affect the safety and suitability of the milk. 

Section 3.3.2 Milk Storage Equipment 

38. In the Additional Provisions for the Production of Milk Used for Raw Milk Products, the Committee 
changed the term whey to milk products, to make the text more comprehensive. 

Section 3.4 Record Keeping 

39. A last bullet was added to refer to records of equipment cleaning. 

Annex II – Guidelines for the Management of Control Measures during and after Processing 

Section 4 Definitions - Pasteurization 

40. The Committee considered it more appropriate to refer to “pathogenic microorganisms” instead of 
“harmful microorganisms” to emphasize the focus on the control measures aimed at controlling hazards of 
public health concern. 
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41. The Committee agreed, in order to ensure consistency with wording used in other parts of the body of 
the Code, to transfer the definition of “process criteria” into part 2.5 “Definitions” of the main Code. 

Section 5.1.1 Hazard Identification 

42. The Committee amended the fifth paragraph to clarify that the role of the manufacture or other 
appropriate party was to document the conditions that specific sanitary measure are successfully applied. The 
sixth paragraph was amended to refer to control measures, as more appropriate term. 

Section 5.2.1.2 Distribution of Finished Products – Perishable products 

43. The Committee amended the first paragraph to recognize that validation might not be necessary when 
selected storage conditions are well established; a bullet point was added to the second paragraph to refer to 
product presented for retail sale. 

Appendix A: Microbiostatic Control Measures 

44. The Committee amended Appendix A as follows: 

• In the description of pH reduction, the term “minimum pH value for preventing growth” was 
changed to “pH value for preventing growth” for clarity purpose; 

• The example of “Pulse high-intensity light” was moved to Appendix B as typical example of 
microbiocidal control measure; 

• The range of water activity values for preventing microorganism growth was broaden to 0.90 and 
0.96 to encompass more pathogens and the reference to minimum was deleted. 

45. The Delegation of Cuba while referring to CRD 32, called the attention of the Committee to the results 
of the most recent meeting of the FAO Global Lactoperoxidase Group of Experts, held in South Africa in 
February 2004. The Delegation noted that the meeting concluded that there was no scientific basis for the 
exclusion of milk and milk products treated by using the lactoperoxidase system from international trade. 

46. In this regard, the Committee noted that the 26th Session of the Codex Alimentarius Commission had 
considered this matter and endorsed the clarifications provided by the 35th Session of the CCFH and that future 
consideration of this matter would depend on the availability of adequate microbiological and chemical risk 
assessments of process.7 

47. The Delegation of Cuba informed the Committee that it was undertaking research on the use of 
lactoperoxidase system and that Cuba would provide the updated scientific information when available. In the 
light of the above, the Delegation reiterated their request to reconsider the exclusion of milk and milk products 
treated by using the lactoperoxidase system for international trade. 

Appendix B: Microbiocidal Control Measures 

48. The Committee agreed to refer to Centrifugation instead of Bactofugation® as the latter was a 
registered trade mark. 

Section 1.2 Process Management 

49. The Committee changed the term “process performance” to “performance criteria” as more appropriate.  

50. In sub-section “Verification of process”, it amended the first paragraph to recognize that other methods 
than alkaline phosphatase reaction could be used to demonstrate that appropriate heat treatment has been 
applied to pasteurized products. 

Section 2.2  Process Management 

51. The Committee agreed to delete the phrase “thermal processing” in the second paragraph noting that 
the phrase was too limiting. 

52. The Committee agreed to add a sentence to the last paragraph on “verification of process” reflecting 
that other methods can be used to verify the delivery of a process. 
                                                 
7  ALINORM 03/41, paras. 221-222. 
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Status of the Draft Code of Hygienic Practice for Milk and Milk Products 

53. The Committee forwarded the draft Code of Hygienic Practice for Milk and Milk Product to the 
Commission for final adoption to Step 8 (see Appendix II).  It also requested the Commission to revoke the 
Code of Hygienic Practice for Dried Milk (CAC/RCP 31-1983), which provisions were covered by the new 
Code. 

DISCUSSSION PAPERS ON THE MANAGEMENT OF THE WORK OF THE COMMITTEE 
(Agenda Item 5)  

PROPOSED DRAFT PROCESS BY WHICH THE COMMITTEE ON FOOD HYGIENE COULD UNDERTAKE ITS 
WORK IN MICROBIOLOGICAL RISK ASSESSMENT/RISK MANAGEMENT (AGENDA ITEM 5A) 8 

DISCUSSION PAPER ON THE DEVELOPMENT OF PROCESS, PROCEDURES AND CRITERIA TO ESTABLISH 
PRIORITIES FOR THE WORK OF THE CODEX COMMITTEE ON FOOD HYGIENE (AGENDA ITEM 5B) 9 

DISCUSSION PAPER ON THE DEVELOPMENT OF OPTIONS FOR A CROSS COMMITTEE INTERACTION 
PROCESS (AGENDA ITEM 5C) 10 

54. As agreed during the adoption of the agenda (see para. 6), the Committee considered agenda items 5 
(a), (b), and (c) on the basis of a consolidated document (CRD 2) prepared by a Working Group, which met 
during Sessions. 

55. In introducing the document, the Delegation of the United States stated that the basic assumptions of 
the discussion paper were that: 

• The document was an internal guide to the CCFH unless directed otherwise by Commission, and 
did not need to go through the Step process; 

• Procedures would be consistent with the CAC umbrella procedures for the conduct of work within 
Codex Alimentarius; 

• The document would articulate how the CCFH would implement the general procedures outlined 
in the CAC framework; 

• The document would be available to other committees so that they are aware of the internal 
procedures used by the CCFH; 

• Within the CCFH, the document would have the same weight as the Procedural Manual, but was 
limited to the internal operations of the CCFH; and, 

• Procedures for cross-committee interactions would focus on how the CCFH would operate, and 
would not instruct other committees how they should operate. 

56. The Delegation of the United States asked the Committee instructions on the general content of the 
document and revisions required for its further development. 

57. The Committee noted that the document, once finalized by the Committee, should be included in the 
Procedural Manual, after endorsement by the CCGP and adoption by the Commission. 

58. The Committee expressed its appreciation to the Working Group for the fast and valuable work. In 
noting that there had not been enough time to study the document in detail, it decided to focus its discussion on 
major issues to be considered by the drafting group, so as to provide general guidance, as follows: 

59. The Committee agreed to delete Appendix 2 “Suggested elements to include in a microbiological risk 
management risk profile” and to include it in the proposed draft Principles and Guidelines for the Conduct of 
Microbiological Risk Management. 

                                                 
8  CX/FH 04/5; Comments submitted by Argentina, Canada, Ghana (CX/FH 04/5-Add.1), EC (CRD 15), Indonesia 

(CRD 33) and Peru (CRD 40). 
9  CX/FH 04/5-Add.2; Comments submitted by EC (CRD 15) and Indonesia (CRD 33). 
10  CX/FH 04/5-Add.3; Comments submitted by USA (CRD 8) and India (CRD 24). 
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60. It was suggested that the document should be further simplified and shortened and that, in revising the 
document, the Working Group should take into account the following points: 

• Written comments submitted at the Session; 

• Impact on international food trade and potential regional impacts among the criteria for new work;  

• Criteria for new work and prioritization should be transparent, consistent and as objective as 
possible; 

• Weighing of the criteria (both new work and prioritization) and the need to meet more than one 
criteria; 

• Frequency and modality of CCFH work on prioritization (e.g. every session versus every three 
years; during the adoption of the Agenda versus Working Group meeting; etc.); 

• Consistency with proposed draft Principles and Guidelines for the Conduct of Microbiological 
Risk Management and explore the possibility to maintain a skeleton of the risk profile in the 
document; 

• Focus on process rather than on product; 

• Include discussion of implementation of Food Safety Objective, Performance Objective, 
Performance Criterion and Microbiological Criteria in the Committee’s risk management products; 

• Be consistent with the Codex criteria for the establishment of work priorities. 

Status of the Discussion Papers on the Management of the Work of the Committee 

61. The Committee agreed to attach to this report the consolidated document, without the Appendix on 
Risk Profile, and to circulate it for comments (see Appendix IV).  It further agreed that a working group led by 
the United States, with the assistance of the Australia, Canada, EC, Finland, India, Japan, the Netherlands, New 
Zealand, Norway, Sweden and United Kingdom will meet during the year to revise the document based on the 
above discussion and written comments submitted at the present Session and received in response to the 
Circular Letter, for circulation, comments and further discussion at its next Session. 

62. The Committee agreed to hold a meeting of the working group on the Sunday immediately prior to its 
next Session to discuss the revised document and comments received and to present a report to the Session. 

PROPOSED DRAFT PRINCIPLES AND GUIDELINES FOR THE CONDUCT OF 
MICROBIOLOGICAL RISK MANAGEMENT (Agenda Item 6)11 

63. The Committee recalled that the 35th Session of the CCFH requested the drafting group led by France 
to redraft the document for circulation and consideration at the current session. 

64. While introducing the document, the Delegation of France highlighted main changes made by the 
drafting group throughout the text and explained how the document was revised in order to accommodate 
guidance provided by the last session of the Committee.  

65. The Delegation of France drew the attention of the Committee to the fact that further work was 
necessary in order to make the document more consistent with the proposed draft “Process by which the 
Committee on Food Hygiene could Undertake its Work in Microbiological Risk Assessment/Risk Management 
(Agenda Item 5a) and that there was a need to have a clear guidance from the Committee regarding Section on 
definitions, especially on Food Safety Objectives, Performance Objective and Performance Criterion, parts of 
texts that were left in square brackets especially in Section on Principles and in relation to regional differences; 
and to expand the chapter on implementation of microbiological risk management decisions. The Delegation 
also indicated that many comments presented in several CRDs could be incorporated in the text during the 
further elaboration of the document. 

                                                 
11  CX/FH 04/6; Comments submitted by Mexico, United States of America, IDF (CX/FH 04/6, Add. 1); 

Switzerland (CRD 7); ICMSF (CRD 13); EC, Thailand (CRD 16), India (CRD 30), Indonesia (CRD 34), 
Argentina (CRD 37) and Peru (CRD 39). 
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66. The Committee expressed its sincere appreciation to the Delegation of France and their drafting 
partners for their work.  It decided to consider the document section by section focusing on major unresolved 
issues and to provide general guidance in the subsequent elaboration of the document. 

Introduction and Scope 

67. The Committee noted that the Commission had adopted at its 26th Session Working Principles for Risk 
Analysis for Application in the Framework of the Codex Alimentarius, which provided guidance in the 
framework of Codex so that food safety and health aspects of Codex standards and related texts be based on 
risk analysis. 

68. It was proposed to clarify the Scope and better define whether the document was applicable to the 
Codex or to member governments. In this regard, it was pointed out that in the document it was already stated 
that it was applicable to Codex and to member governments however it was necessary to clarify in each 
relevant section what was applicable to member governments or to Codex or to both. 

69. Several delegations were of the view that the Committee should not wait until the Committee on 
General Principles finalize the document on Working Principles for Risk Analysis for Application by 
governments and suggested to proceed with the elaboration of the Principles and Guidelines for the Conduct of 
Microbiological Risk Management applicable to both governments and Codex as this guidance was urgently 
needed. However, one delegation was of the view that this document should be prepared for application by 
Codex only. 

70. While considering this matter, the Committee also noted the request of the 26th Session of the 
Commission that relevant Committees develop or complete specific guidelines on risk analysis in their 
respective areas, for inclusion in the Procedural Manual. In this regard, it agreed to report to the Commission 
that the Committee: 

• Had developed the Principles and Guidelines for the Conduct of Microbiological Risk Assessment 
(CAC/GL-30, 1999) document, which provided guidance on microbiological risk assessment for 
microbiological hazards in foods. The document was written with the aim of providing advice to 
member governments and to the Codex; 

• Was currently developing the Principles and Guidelines for the Conduct of Microbiological Risk 
Management addressing issues that would be relevant to both member governments and to the 
Codex. 

71. The Committee noted that both these documents covered many aspects of communication including 
between risk assessors and risk managers in ways that were relevant both to member governments and Codex. 

72. The Committee requested the Commission’s advice whether this course of action was consistent with 
the Commission’s expectations. 

73. Some delegations pointed out that there was an urgent need to proceed with the elaboration of the 
Principles and Guidelines for the Conduct of Microbiological Risk Management as the concept of FSOs which 
was included in the Guidelines was already introduced in other Codex documents and that delay in the 
consideration might have a negative impact in their further development. 

74. The Committee agreed to continue work on the document. It requested the drafting group to articulate 
more clearly the applicability of the document in the Scope and better describe how different provisions could 
be applied by the Codex and/or by member governments in subsequent sections of the document. 

Definitions 

75. The Committee had a lengthy debate regarding the definition of Food Safety Objectives (FSOs). 
Several delegations were of the view that this definition should be limited to microbiological hazards only as it 
was within the purview of the document while others were of the opinion that FSOs should not be limited only 
to microbiological hazards as the broader concept of FSO include chemical, physical hazards, and that this was 
already introduced in other Codex documents under development, such as the draft Code of Hygienic Practice 
for Milk and Milk Products (see para. 17). 
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76. The Committee considered several amendments to the definitions and ways to proceed. After an 
extensive exchange of views, the Committee agreed to the proposals of a Working Group, which was convened 
during the Session, and agreed on broader definitions of FSOs, Performance Objective (PO) and Performance 
Criterion (PC) that apply to all types of hazards. 

77. Some delegations were of the opinions that the definition of risk managers was too restrictive and not 
consistent with Principle 3, which stated that industry had the responsibility for producing a safe food.  It was 
suggested that the drafting group discuss this definition and its use throughout the text. 

Section 2 General Principles 

78. Recognizing that limited time was available for discussion of the document, the following major 
suggestions were made: 

• to amend the first sentence of Principle 2 to read: “The microbiological safety of food is typically 
assured by an integration of controls in primary production, product design and processing, and the 
application of good hygienic practice and safe handling, during the manufacturing, labeling, 
distribution, storage, retail and preparation, such that the desired level of risk management is 
achieved”; 

• to consider Principle 3 in order to better reflect that not only industry but other stakeholders within 
the food chain have food safety responsibilities; 

• to modify the first part of Principle 5 to emphasize that the whole process and not only the basis 
for decisions, should be transparent and communicated. 

79. Different views were expressed in relation to Principle 6 on the dual roles of Risk Assessors and Risk 
Managers, especially in small or developing countries; however, it was pointed out that, irrespective of whether 
the roles were separated or combined, the scientific integrity and unbiased nature of the process should always 
be retained.  It was further noted that explanatory text associated with this principle need to be consistent with 
that which appears in equivalent text in the General Principles and Guidelines for the Conduct of 
Microbiological Risk Assessment (CAC/GL 30-1999). 

80. It was proposed to provide a more clear explanation on issues of general and specific applicability in 
Principle 7 and to take into account the reports of Kiel consultations12 for basis in further elaboration of this 
Principle. 

Section 5 Preliminary Microbiological Risk Management Activities  

81. It was noted that the concept of regional differences in relation to certain pathogens had been 
acknowledged by the Committee.  Therefore, it was proposed to add a new principle to this effect to read: “In 
the interest of safeguarding human health and minimizing the incidence of food-borne diseases, the existence 
of regional differences in the prevalence and level of various pathogens in the food chain should be recognized 
and taken into account in the Microbiological Risk Management process” and it was suggested that the 
remaining text on regional differences could be deleted.  

82. It was also indicated that there was a need to further clarify and articulate the concept on regional 
differences. 

83. As draft Principle 5 envisaged stakeholders’ involvement in the MRM policy, it was suggested that 
greater emphasis on this, especially in Sections 5 though 8, be given. 

Section 6.2.2 

84. Different views were expressed on the need to incorporate the aspects of shelf-life in the document and 
one Delegation suggested that because of this concept and the complexity of the subject, the Committee 
consider new work in this area. 

                                                 
12  The Interaction between Assessors and Managers of Microbiological Hazards in Food, Report of a WHO Expert 
Consultation, Kiel, Germany, 21-23 March 2000 and Principles and Guidelines for Incorporating  Microbiological Risk 
Assessment in the Development of Food Safety Standards, Guidelines and Related Texts, Report of a Joint FAO/WHO 
Consultation, Kiel, Germany, 18-22 March 2002. 
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Section 7 Selection of MRM options and implementation of MRM decisions 

85. It was suggested to provide clearer separation and explanation in the Section on various options for risk 
management decisions and to simplify the flow chart on the overall framework for managing food-borne risks. 

Status of the Proposed Draft Principles and Guidelines for the Conduct of Microbiological Risk 
Management  

86. The Committee noted that the CCGP had referred the matter of definitions of FSOs to the relevant 
committees for consideration regarding their applications to specific food safety issues. 

87. The Committee agreed to forward the definitions on Food Safety Objective, Performance Objective and 
Performance Criterion to the Committee on General Principles for endorsement and subsequent adoption by 
the Commission, with the understanding that these definitions would be included in the Procedural Manual (see 
Appendix III). 

88. The Committee also agreed to return the Proposed Draft Principles and Guidelines for the Conduct of 
Microbiological Risk Management to Step 2 for revision by the drafting group led by France, with assistance 
of Argentina, Australia, Austria, Belgium, Canada, China, EC, Denmark, Finland, Germany, Hungary, India, 
Ireland, Italy, Japan, Netherlands, New Zealand, Norway, Sweden, the United Kingdom, the United States, 
ICMSF and IDF taking into account written comments submitted and the above discussion.  The Committee 
noted that there was a need for the drafting group to meet physically and accepted the kind offer of the 
Delegation of the EC to provide the venue and facilities for the drafting group meeting.  The revised document 
prepared by the drafting group will be circulated for comments at Step 3 before the next session of the 
Committee.  

89. The Committee also agreed that a Working Group would be convened on the Saturday before the next 
session of the CCFH to review the comments received and, if appropriate to prepare a revised version of the 
Principles and Guidelines for consideration by the Committee. 

90. The Committee noted that numerous comments of various nature were presented in CX/FH 04/6-Add.1 
and in CRDs and therefore requested the drafting group to take them into account in further elaboration of the 
document. 

PROPOSED DRAFT GUIDELINES ON THE APPLICATION OF GENERAL PRINCIPLES OF 
FOOD HYGIENE TO THE [MANAGEMENT] OF LISTERIA MONOCYTOGENES IN FOODS 
(Agenda Item 7)13 

91. The 35th Session of the CCFH agreed that a drafting group led by Germany would revise the proposed 
draft Guidelines at Step 2 for circulation, comments and further consideration at its next Session.14 

92. The Delegation of Germany introduced the proposed draft Guidelines and informed the Committee 
about major discussions and numerous changes made by the drafting group. 

93. The Committee decided not to discuss the proposed draft Guidelines in detail and focused its 
discussions on major issues to be considered by the drafting group, so as to provide general guidance to the 
drafting group, as follows: 

General Comments: 

94. The Committee thanked Germany and the drafting group for its work on the document and emphasized 
the practical information and guidance it provided in controlling Listeria in foods.  Due to the scope of the 
document, it was suggested to revise the title of the document to “Guidelines on the Application of General 
Principles of Food Hygiene to the Control of Listeria monocytogenes in Ready-to-Eat Foods”.  It was also 
suggested that the Scope should focus on Ready-to-Eat Foods that support the growth of Listeria 
monocytogenes. 

                                                 
13  CX/FH 04/7; Comments submitted by Canada, United States of America (CX/FH 047-Add. 1), EC (CRD 17), 

Peru (CRD 45) and Brazil (CRD 47). 
14  ALINORM 03/13A, para. 109. 
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Specific Comments: 

Section 5. Control of Operation 

95. It was suggested to refer to the reduction of the occurrence of Listeria monocytogenes in food instead 
of minimizing the risk of listeriosis. 

Section 5.2.3 Microbiological and other specifications 

96. Due to the decision reached on the definitions of Food Safety Objective (FSO), Performance Objective, 
and Performance Criterion (see paras. 75-76), it was agreed to initiate work on the establishment of FSOs and 
related performance objective and performance criteria, including microbiological criteria, and to include this 
information in an Annex to the Guidelines.  The concepts included in the Principles and Guidelines for the 
Conduct of Microbiological Risk Management (CX/FH 04/6) should be applied in this Annex.  In this regard, 
it was noted that the report of the FAO/WHO Expert Consultation on Risk Assessment of L. monocytogenes in 
Ready-to-Eat Food (to be published shortly) would provide data for this work. In order not to delay the further 
development of the Guidelines, it was agreed to proceed on the parallel development of the main guideline 
document and the Annex. 

Section 9.  Product Information and Consumer and Industry Awareness  

97. It was suggested to consider the wording related to the provision of information to health care providers 
from the boxed area of the scope and to add wording on the need to validate information and consumer 
awareness programs to ensure that they are understandable and useful in guiding their target audience to make 
appropriate choices. 

Section 9.1. Communication Programs 

98. It was suggested to delete the wording concerning the programs to provide guidance for health care 
providers that facilitate rapid diagnosis of foodborne listeriosis as outside the scope of the Guidelines. 

Section 9.2. Labelling 

99. It was noted that it was more appropriate to refer to “ready-to-eat food” instead of “ready-to-eat raw 
foods”. 

Status of the Proposed Draft Guidelines on the Application of General Principles of Food Hygiene to the 
[Management] of Listeria monocytogenes in Foods  

100. The Committee returned the proposed draft Guidelines to Step 2 and agreed that a drafting group led by 
Germany with the assistance of Austria, Canada, China, Denmark, EC, Finland, France, Greece, Hungary, 
Italy, Japan, Norway, the United Kingdom, Uruguay, the United States of America, ICMSF, IDF and IFT 
would revise the proposed draft Guidelines based on the written comments received and the above discussion 
for circulation, comments at Step 3 and further consideration at its next Session.  In addition, it agreed that a 
sub-group of the drafting group with the participation of the above listed countries and organizations plus 
Sweden, Switzerland, FAO and WHO would prepare an Annex to the Guidelines on the establishment of FSOs 
and related performance objective and performance criteria, including microbiological criteria for Listeria 
monocytogenes in Ready-to-Eat Foods for circulation, comments and further consideration at its next Session.  
The Committee noted the offer of FAO/WHO to make available experts to assist the sub-group in this work.  
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PROPOSED DRAFT REVISION OF THE CODE OF HYGIENIC PRACTICE FOR EGG PRODUCTS 
(Agenda Item 8)15 

101. The 35th Session of the CCFH returned the proposed draft Revision of the Code of Hygienic Practice 
for Eggs and Egg Products to Step 2 for revision by the drafting group led by Australia, for additional comment 
and further consideration at its next session16.  

102. In presenting the document, the Delegation of Australia noted that there was still a need for more 
information and guidance by the Committee on the structure, content and level of detail of the Code and on the 
nature of processing technologies to be incorporated. 

103. The Committee generally supported the work of the drafting group in the further development of the 
Code and with the approach covering the whole food chain and the improved structure. However, it recognised 
the need for further elaboration.  Therefore, the Committee decided not to discuss the proposed draft revised 
Code in detail and focused its discussions on matters to be considered by the drafting group so as to provide 
general guidance. 

104. In addition to the written comments, it was suggested to further consider the Definitions, to provide 
practical guidance on Primary Production, to obtain more information on processing technologies and to 
consider the inclusion of that information, and to expand the Section on Product Information and Consumer 
Awareness to include more information on the safe handling and cooking of eggs in the home. 

105. To assist in the preparation of the revised Code, the Committee agreed to request through a Circular 
Letter information on: processing of egg products, including emerging technologies; pasteurisation of eggs and 
egg products; hygienic provisions related to processing of egg and egg products; advice on the safe use and 
handling of eggs with particular focus on vulnerable groups; clarification of definitions, including collection 
and handling, grading and cleaning.  The importance of responding to CL in good time in assisting drafting 
group was emphasized. 

Status of the Proposed Draft Revision of the Code of Hygienic Practice for Eggs and Egg Products 

106. The Committee agreed that the drafting group led by the Australia with the assistance of Argentina, 
Belgium, Canada, EC, Hungary, India, the Netherlands, New Zealand, Spain, Sweden, Switzerland, the United 
Kingdom, the United States of America, and ALA, would revise the proposed draft revised Code.  The 
Committee agreed that the Code would be revised at Step 2 based on the above discussions and written 
comments submitted at the current meeting and submitted in response to the Circular Letter, for circulation, 
comments at Step 3 and further consideration at its next Session. 

PROPOSED DRAFT GUIDELINES FOR THE VALIDATION OF FOOD HYGIENE CONTROL 
MEASURES (Agenda Item 9)17 

107. The 35th Session of the CCFH returned the proposed draft Guidelines for the Validation of Food 
Hygiene Control Measures to Step 2 for revision by the drafting group led by the United States for circulation, 
additional comment and further consideration at the current meeting.18 

108. The Delegation of the United States introduced the proposed draft Guidelines and informed the 
Committee about major discussions and numerous changes made by the electronic drafting group. 

                                                 
15  CX/FH 04/8; Comments submitted by Argentina, Canada, Colombia, Iran, Mexico, USA (CX/FH 04/8-Add. 1), 

EC, Thailand (CRD 3), India (CRD 25), Indonesia (CRD 35) and Peru (CRD 41). 
16  ALINORM 03/13A, para. 156. 
17  CX/FH 04/9; Comments submitted by Ghana, Iran, Mexico (CX/FH 04/9, Add. 1), Switzerland (CRD 7), EC, 

Thailand (CRD 18), India (CRD 26), Peru (CRD 43) and Brazil (CRD 46). 
18  ALINORM 03/13A, para. 164. 
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109. The Committee decided not to discuss the proposed draft Guidelines in detail and focused its 
discussions on major issues to be considered by the drafting group, so as to provide general guidance, as 
follows:  

General Comments 

110. The Committee expressed appreciation for the significant progress done by the drafting group in the 
preparation of the document and for the general approach of the document.  It was suggested: to further explore 
the relationship of validation with respect to good hygienic practice, HACCP and Risk Assessment; to consider 
validation in the context of equivalency; to clarify the respective roles of industry and the competent authority 
in validation and verification; to simplify the document to facilitate its application in smaller and less 
developed businesses; to consider whether the document could be presented as a stand-alone document or an 
attachment/annex to another document on food hygiene; and to clarify the relationship between these 
guidelines and other similar documents developed or under development by other organizations and, in 
particular with the draft ISO 22000 Food Safety Management Standard.  The Delegation of the United States 
noted that ISO should align itself with Codex rather than other way around. 

111. With regard to the ISO 22000, the Committee was informed of the decision of the 53rd Session of the 
Executive Committee (February 2004) that the Codex Secretariat establish preliminary contact with the 
International Organization for Standardization (ISO) to obtain information on the current status of food safety-
related work within the ISO and present its findings to the 54th Session of the Executive Committee, together 
with the implications to the work being undertaken by Codex.19 

Specific Comments on the Sections 

Section II. Scope 

112. It was suggested to broaden the scope of the document to include all types of validation, including 
validation of control measures and to clarify the roles and responsibility of the competent authority and the 
industry in validation.  

Section III. Definitions 

113. The Committee noted that “Food Safety Control System” was the only new definition contained in the 
document, while the other definitions were taken from other Codex texts (i.e. Control Measure, Monitoring, 
Validation, Verification) and from the WTO SPS Agreement (i.e. Appropriate Level of Protection - ALOP). 

114. It was suggested: to develop a definition of “validation” that could be applied to the work of other 
Codex Committees for inclusion in the Codex Procedural Manual and to consider the development of 
definition of “validation” consistent with the ISO definition; to develop a definition of “validation of control 
measures”. 

Section IV. Nature of Control Measures 

115. It was suggested: to clarify the term “food animals” in the second bullet of “Controlling initial levels of 
hazard(s)”; to be more specific when referring to environmental control and to keep the document within the 
Codex mandate; and, to remove the examples in the second bullet of “Reducing the level of hazard(s)” as they 
were inappropriate. 

Section V. Concept and Nature of Validation 

116. In noting the difficulties in validating good agricultural practices, good hygiene practices etc, it was 
suggested to consider the degree to which different types of control measures can be validated. 

                                                 
19  ALINORM 04/27/3, para. 99. 
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Validation vs. Verification and Monitoring 

117. It was suggested to add appropriate examples for verification and monitoring and to include a separate 
heading emphasizing the importance that Governments establish Food Safety Objectives, (FSOs) and 
Performance Objectives (POs) as far as possible in order to facilitate the evaluation of the effectiveness of 
Food Safety Control Systems. 

Relationship of HACCP to the Appropriate Level of Protection 

118. It was suggested: to revise the relation between ALOP and validation; to reconsider the subsection in 
the light of the revised definitions of Food Safety Objective (FSO) and Performance Objective (PO) (see paras. 
75-76); to consider validation in the context of equivalency; to change the terms “broad public health goals” to 
“identified risks” as ALOP under the SPS agreement refer to protection against an identified risk; and, to 
modify the first example to read “reasonable assurance of no harm”. 

Relationship of HACCP to Validation of Food Hygiene Control Measures 

119. It was suggested to further clarify the link between HACCP principles and validation of the 
management measures and to stress that the pertinence and efficacy of the HACCP plans in terms of food 
safety should be validated by the industry, on a scientific basis, without prejudice of the individual 
management measures or of the set of management measures combinations. 

Section VI. Steps prior to Validation 

120. It was suggested to add a new paragraph on the evaluation of technical and administrative feasibility 
and cost implications and their relationship to ALOP. 

Section VII. Design of Food Safety Control Systems 

121. It was suggested to clarify the different types of validation required in various food safety control 
systems (e.g. single system, combined system, entire food safety control system). 

Section VIII. Approach to Validation 

122. In noting that in the second paragraph it was indicated that in some cases on-farm practices would be 
essential food hygiene control measures and will need to be validated, it was suggested to explicitly name 
which on-farm practices include essential food hygiene control measures to be validated in order to avoid any 
misinterpretations. 

Section IX. Limitations to Validation 

123. It was suggested: in the first paragraph, to use a more specific and practical approach when referring to 
the incorporation of significant safety factors into the control measures established for the product; in the 
second bullet, to indicate that it is necessary to validate that the observed gap does not exceed the pre-
established levels; and, to modify the last bullet to read: “Lack of technical expertise and information: lack of 
technical expertise and information can also be a limitation to validation in case of small scale 
producer/manufactures, especially in  the developing countries. Necessary assistance should be provided by 
national and international organizations.” 

124. It was also suggested to add a new bullet to address the need for validation of control measures that lie 
beyond the responsibility of the producers or processors and the means (e.g. statistical studies using 
time/temperature monitoring devises) required to validate them. 

Status of the Proposed draft Guidelines for the Validation of Food Hygiene Control Measures 

125. The Committee returned the draft Guidelines to Step 2. It agreed that a drafting group led by United 
States, with the assistance of Argentina, Australia, Canada, France, Germany, New Zealand, Norway, Peru, 
Spain, Sweden, Thailand, Uruguay, ICMSF, IDF and IFEH, would revise the proposed draft Guidelines on the 
basis of the written comments submitted at the current Session and the above suggestions for circulation, 
comment at Step 3 and further consideration at the next session of the Committee. 



ALINORM 04/27/13 
 

16

REPORTS OF THE AD HOC FAO/WHO EXPERT CONSULTATIONS ON RISK ASSESSMENT OF 
MICROBIOLOGICAL HAZARDS IN FOODS AND RELATED MATTERS (Agenda Item 10)20 

126. The Representative of FAO provided the Committee with an update of the microbiological risk 
assessment activities undertaken by FAO and WHO.  The Committee was reminded that the risk assessments 
on Salmonella in eggs and broiler chickens and Listeria monocytogenes in ready-to-eat foods had now been 
completed.  Further work had been undertaken on the risk assessment on Campylobacter spp. in broiler 
chickens and five different scenarios were evaluated to allow a comparison of general and specific risk 
reduction strategies.  The Committee was also informed that progress had been made on the risk assessments 
on Vibrio spp. in seafood that should facilitate the discussion of this issue at the Committee’s next Session. 

127. The Representative of FAO requested the Committee to consider the utility of this work in the 
development of risk management guidance and highlighted the need for further guidance from the Committee 
in terms of undertaking risk assessment work on enterohemorrhagic Escherichia coli. 

GENERAL CONSIDERATION OF THE RISK MANAGEMENT PAPERS 

128. The Delegation of New Zealand strongly supported the microbiological risk management work of the 
Committee but noted that the manner in which the outcomes of the microbiological risk assessment activities 
of FAO and WHO could be best used in the development of risk management guidance by the Committee was 
yet to be determined.  The Committee agreed that a decision needed to be made concerning the format of risk 
management guidance documents that the Committee wanted to develop, taking into consideration its work in 
other areas including the elaboration of “Principles and Guidelines for the Conduct of Microbiological Risk 
Management”. 

129. Several delegations noted that the division of risk management tasks between this and other committees 
had to be considered to avoid duplication of work and ensure that the work of this Committee provided the 
specialized risk management guidance that was needed to address current and future food safety concerns.  The 
Committee agreed that the working groups would consider existing codes and guidance documents to avoid 
duplication. 

130. The Committee considered two model formats for risk management guidance documents: 

• The Recommended International Code of Practice: General Principles of Food Hygiene together 
with Annexes.  Such annexes could include information on risk management options, expanded 
consideration of primary production issues, etc. 

• The format for a microbiological risk management guidance document as outlined in Appendix II 
of the “Discussion Paper on the Management of the Work of the Committee”, which was 
available to the Committee as CRD 2. 

131. Several delegations expressed reservations regarding the applicability of the Recommended 
International Code of Practice: General Principles of Food Hygiene as a model for the further development of 
these risk management papers indicating that it did not adequately reflect new developments in the area of 
microbiological risk management and risk based approaches, which linked management strategies with a 
reduction in the burden of food borne disease.  Other delegations were of the opinion that this was a workable 
approach but that in using this approach certain issues would require special attention.  In particular, 
consideration of how such guidance would fit in with HACCP and guidance to competent authorities on the 
implementation of these risk management documents would be needed. 

132. The Delegation of Germany reminded the Committee of the positive experience of the Listeria 
Working Group in using the International Recommended Code of Practice – General Principles of Food 
Hygiene approach to advance the work on developing guidance for the control of Listeria monocytogenes.  The 
Delegation highlighted the flexibility of this approach and indicated that the inclusion of annexes enabled the 
consideration of risk based management options.  The Delegation also cautioned the Committee that the 
Working Group had previously tried to use the alternative format under consideration and found it was not 
practical. 

                                                 
20  CX/FH 04/10. 
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133. This link between the development of these management documents and the “Discussion Paper on the 
Management of the Work of the Committee” was noted.  It was highlighted that this discussion paper was 
defining the way in which the Committee would work in the future and in developing management documents 
on these pathogen commodity combinations the Committee should begin moving in that direction.  It was also 
suggested that developing risk management guidance documents for pathogen-commodity combinations 
according to this new process would give the Committee useful experience for the optimisation of the format 
of future risk management guidance documents. 

134. Although there were some suggestions to postpone further development of the pathogen commodity 
risk management papers until the new format for risk management guidance documents was further clarified 
next year, it was noted that the significance of these pathogens in terms of food safety was considerable and 
therefore the Committee decided to continue to progress these documents in the coming year. 

135. As there was no clear consensus as to the type of risk management guidance documents to develop and 
considering that the new format for such documents to be developed by the Committee was still being 
elaborated, it was decided that the most useful way for the Committee to proceed would be to develop two 
types of risk management guidance documents – one based on the international code of practice and the other 
based on the draft format for risk management guidance documents, presented to the Committee in CRD2.  
The Committee was of the opinion that this would allow it to better evaluate each approach at its next session 
while at the same time proceeding with the work on these pathogen-commodity combinations of concern. 

136. The Committee noted that the development of risk management guidance documents on these 
pathogen/commodity combinations had not yet been approved as new work by the Commission.  In order to 
submit these as proposals for new work, the Committee would need to complete project documents for 
consideration by the Executive Committee.  It was agreed that these documents would also be prepared by the 
Working Groups for submission by the next session of the Committee. 

137. The Committee agreed that the risk profile of Vibrio spp. in seafood would be put on the agenda of its 
next Session in order to discuss how the risk management work on that issue should proceed. 

DISCUSSION PAPER ON RISK MANAGEMENT STRATEGIES FOR CAMPLYOBACTER SPP. IN 
POULTRY (Agenda Item 10a)21 

138. The Delegation of the Netherlands introduced this discussion paper and indicated that it had been 
further refined since the 35th session of the CCFH.  In particular the working group had focussed on the 
identification of risk management options and included some new concepts to approaching risk reduction.  The 
Committee was reminded that its 35th session had not made any specific recommendations with regard to the 
format of the document and in order to progress this work further the Committee should now provide the 
working group with clear guidance on the format of the document. 

Status of the Discussion Paper on Risk Management Strategies for Campylobacter spp. in Poultry 

139. The Committee agreed that the drafting group led by the Netherlands, with the assistance of Australia, 
Belgium, Canada, China, Denmark, EC, Finland, Japan, the Netherlands, New Zealand, Norway, Philippines, 
Sweden Thailand, the United Kingdom, the United States of America, and ALA would progress with the 
development of this paper in the microbiological risk management guidance document format presented in 
CRD 2.  In order to reflect this it was decided to change the title to “Discussion Paper on Guidelines for 
Microbiological Risk Management Options for Campylobacter in Broiler Chickens”. 

                                                 
21  CX/FH 04/10 – Add. 1,CRD 1 (Additional information submitted by the Netherlands and its drafting partners); 

Comments submitted by EC (CRD 19). 
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DISCUSSION PAPER ON THE RISK PROFILE FOR ENTEROHEMORRHAGIC ESCHERICHIA 
COLI (EHEC) INCLUDING THE IDENTIFICATION OF THE COMMODITIES OF CONCERN 
INCLUDING SPROUTS, GROUND BEEF AND PORK (Agenda Item 10b)22 

140. The Delegation of the United States introduced this discussion paper and expressed its appreciation to 
their drafting partners for their assistance in its preparation.  Following the request of the 35th CCFH, additional 
information had been solicited by Circular Letter on the top five serotypes of human EHEC isolates, the top 
five commodities of concern and animal husbandry practices that should be included in the risk profile.  The 
discussion paper had been updated accordingly.  The Delegation of the United States informed the Committee 
that in order to proceed with this work clear guidance was needed as to the format of the risk management 
document to be developed and the specific food commodity to be considered. 

141. Based on the risk profile the Delegation of the United States proposed that future work focus on ground 
beef.  The similarity, at least with respect to the ingredients, of fermented sausage to ground beef was noted 
and the drafting group was requested to also consider this commodity.  The representative of WHO noted that 
the biggest outbreak of food borne illness caused by EHEC was linked to sprouts and cautioned the Committee 
against limiting its work to one commodity only.   

142. The Committee noted that the risk profile was a good starting point to begin risk management work on 
EHEC but observed that several gaps still needed to be addressed.  They welcomed the global approach taken 
in the risk profile discussion paper and highlighted the importance of primary production in the development of 
risk management guidance. 

143. The Committee noted that no risk assessment had yet been undertaken for this pathogen and suggested 
this could be the next step. 

Status of the Discussion Paper on Risk Management Strategies for Enterohemorrhagic Escherichia coli  

144. The Committee agreed that the drafting group led by the United States, with the assistance of Austria, 
Australia, Canada, China, EC, France, Germany, Japan, the Netherlands, New Zealand and Sweden would 
progress with the development of this paper in the format of the Recommended International Code of Practice: 
General Principles of Food Hygiene together with an Annex.  The Committee agreed that the Working Group 
would take a systematic approach to reviewing the available information and, according to the type of risk 
management document to be developed, identify very specific questions for any necessary risk assessment 
work or specific scientific advice. It also agreed to change the title to “Discussion Paper on Guidelines for the 
Application of the General Principles of Food Hygiene to the Risk Based Control of Enterohemorrhagic 
Escherichia coli in Ground Beef and Fermented Sausages”. 

DISCUSSION PAPER ON RISK MANAGEMENT STRATEGIES FOR SALMONELLA IN POULTRY 
(Agenda Item 10c)23 

145. In introducing this discussion paper the Delegation of Sweden informed the Committee that it had been 
revised taking into consideration information received from members as a result of a Circular Letter.  A 
literature survey was also undertaken and relevant information incorporated into the discussion paper.  The 
Delegation of Sweden requested clear guidance from the Committee on whether and how to proceed and also 
on the final format to be used for the document. 

                                                 
22  CX/FH 04/10-Add. 2 
23  CX/FH 04/10-Add.3; Comments submitted by Australia, Thailand, Mexico (CRD 5), EC (CRD 20), India (CRD 

27), Indonesia (CRD 36) and Peru (CRD 38). 
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Status of the Discussion Paper on Risk Management Strategies for Salmonella in Poultry 

146. The Committee agreed that the drafting group led by Sweden, with the assistance of Australia, Canada, 
China, Czech Republic, Denmark, EC, France, Germany, the Netherlands, New Zealand, Thailand, the United 
States of America, and ALA would progress with the development of this paper in the format of the 
Recommended International Code of Practice: General Principles of Food Hygiene together with Annexes as 
may be appropriate.  In order to reflect this it was decided to change the title to “Discussion Paper on 
Guidelines for the Application of the General Principles of Food Hygiene to the Risk Based Control of 
Salmonella in Broiler Chickens”. 

147. The Committee noted that particular consideration needed to be given to primary production and that if 
necessary this could be addressed in an Annex. 

148. The Committee noted numerous comments were submitted in CX/FH 04/10-Add.3 and in CRDs and 
requested the drafting group to take them into account in further development of document. 

DISCUSSION PAPER ON THE PROPOSED DRAFT REVISION OF THE RECOMMENDED 
INTERNATIONAL CODE OF PRACTICE FOR FOODS FOR INFANTS AND CHILDREN (Agenda 
Item 11)24 

JOINT FAO/WHO MEETING ON ENTEROBACTER SAKAZAKII AND OTHER MICROORGANISMS IN POWDERED 
INFANT FORMULA [Agenda Item 11 (a)]25 

149. At the 35th session of the CCFH, the Committee agreed to revise the Recommended International Code 
of Hygienic Practice for Foods for Infants and Children, particularly for dried infant formula.  The Committee 
also agreed that the United States would update the Risk Profile of Enterobacter sakazakii in Powdered Infant 
Formula.  In addition, FAO and WHO were requested to convene an expert consultation on the Enterobacter 
genus, including E. sakazakii, and Clostridium botulinum, which was held in February 2004.26  

150. The Delegation of Canada presented the discussion paper and requested the Committee to provide 
comments on the suggested structure and the content and invited delegations to propose additional inclusions 
for updating the Code. 

151. The Representative of the WHO informed the Committee about the FAO/WHO Meeting on 
Enterobacter sakazakii and other microorganisms in powdered infant formula and introduced the key outcomes 
of this meeting. He urged the Committee to expedite its work on this issue.  It was proposed to revise the 
current microbiological criteria and to elaborate specific criteria for E. sakazakii in the light of the 
recommendations of the above meeting.  It was also suggested that the revision on criteria should progress as 
fast as possible. 

152. During the Committee’s discussion the following issues were emphasized:  

• the need to take into consideration the range of microorganisms of concern including the 
availability of appropriate microbiological methods; 

• the need to control the safety of infant formula by applying control measures during production 
and during and after reconstitution; 

• the need to identify and define high risk infant populations; 

• the necessity to provide more specific guidance for hospitals, day-care centres, food handlers, and 
caregivers for infants; 

• the development of specific information and/or recommendations on the labeling regarding the 
preparation, use, and handling of powdered infant formula for users; 

• the need for realistic expectations about implementation of controls that depends on consumer 
behavior; 

                                                 
24  CX/FH 04/11; Comments submitted by EC (CRD 4) and India (CRD 28). 
25  CX/FH 04/12; CX/FH 04/12-Add.1; Comments submitted by ESPHAN (CRD 6). 
26  CX/FH 03/13, paras. 172-173.  
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• the necessity to take into account the situation in developing countries (e.g. availability of boiling 
water and refrigerators for keeping bottles with reconstituted milk); 

• to carefully consider the use of commercially sterile liquid infant formula with regard to 
microbiological aspects and secondary recontamination; 

• to consider other foods for infants that contain powdered infant formula (e.g. foods containing both 
cereals and powdered infant formula). 

153. The Representative from FAO informed the Committee that the framework for a more extensive risk 
assessment model had been developed and could be further elaborated to facilitate the revision of the Code.  
The Committee agreed that this would be useful and requested JEMRA to further develop the model. 

154. The Committee agreed that a working group, lead by Canada, with assistance of Belgium, EC, France, 
Germany, Italy, Japan, the Netherlands, Spain, Switzerland, the United Kingdom, the United States of 
America, Uruguay, FAO/WHO, IBFAN, ICMSF and IDF to proceed with the revision of the International 
Code of Hygienic Practice for Foods for Infants and Children and development of microbiological criteria on 
E. sakazakii and other relevant microorganisms.  The Committee agreed to proceed with this work as quickly 
as possible. 

PROPOSED DRAFT GUIDELINES FOR THE REUSE OF PROCESSING WATER IN FOOD 
PLANTS (Agenda Item 12)27 

DISCUSSION PAPER ON THE PROPOSED DRAFT GUIDELINES FOR EVALUATING 
OBJECTIONABLE MATTER IN FOOD (Agenda Item 13)28 

155. The Committee noted that at its 34th Session it had agreed that in view of its heavy workload and the 
need to prioritise work, it decided to discontinue the consideration of the above Agenda Items for the time 
being, with the understanding that this decision would be reviewed at its 36th Session. 

156. Due to the long Agenda and the fact that procedures for prioritization of the work of the Committee 
were not yet in place, the Committee agreed with the proposal of the Chairperson and deferred consideration of 
these Agenda Items and to consider these two items again when the Committee had established its procedures 
for acceptance and prioritization of work. 

157. Some delegations, while not opposing to this decision, pointed out that the Guidelines on Water Reuse 
deserved particular attention. 

OTHER BUSINESS AND FUTURE WORK (Agenda Item 14) 

OTHER BUSINESS 

Active chlorine 

158. The Committee agreed that a drafting group lead by Canada with assistance of Austria, Denmark, EC, 
France, Ireland, Japan, Republic of Korea, the Netherlands, the United States of America and IDF would 
prepare draft terms of reference for the FAO/WHO Expert Consultation on the uses of active chlorine which 
would include safety/benefit issues and prepare questions within its terms of reference of the Committee. 

Antimicrobial resistance 

159. The Committee noted the information of the Representative of WHO on this matter and suggested the 
Commission to take into account the outcome of the FAO/WHO/OIE consultative process in the deliberation 
of a future policy for Codex work in the area of antimicrobial resistance.  In particular, the Committee 
supported the establishment of a Codex/OIE Task Force to develop broad risk management options for 
antimicrobial resistance related to non-human use of antimicrobials.  In doing this, efficient interaction 
between this Task Force and the CCFH and relevant Codex committees should be ensured. 
                                                 
27  CX/FH 01/9; CX/FH 01/9-Add.1; Comments submitted by Switzerland (CRD 7), EC (CRD 21), India (CRD 28) 

and Peru (CRD 42). 
28  Comments submitted by India (CRD 28). 
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Viruses in food 

160. The Committee agreed with the proposal of the Delegation of the Netherlands to put the discussion 
paper on Viruses in Food, which had been considered at the 32nd session of the CCFH, on the list of activities 
for consideration regarding prioritization. 

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 15) 

161. The Committee noted the kind offer of the Delegation of Argentina to co-host the 37th Session of the 
CCFH, tentatively scheduled from 14 to 19 March 2005, subject to confirmation by the host Governments and 
the Codex Secretariat.
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 Phone: 45-33-95-60-00 
 Fax: 45-33-95-60-01 
 Email: jka@fdir.dk 
 
EGYPT/EGYPTE/EGIPTO 
 Hussein Mansour 
 Agricultural Minister Plenipotentiary 
 Embassy of Egypt – Agricultural Office 
 3521 International Court, NW 
 Washington, DC  20008 
 Phone: 202-966-2080 
 Fax: 202-895-5493 
 Email: agegypt@aol.com; 
hmkmansour@aol.com 
  
 Magda Aly El Sayed Rakha 
 1st Undersecretary of MOHP 
 1st Under Secretary for Lab Service 
 Ministry of Health and Poulation 
 19 El Sheikh Rihan Street 
 Cairo  
 Phone: 7941076-7962248 
 Fax: 7958127-7948544 
 Email: rakha@link.net 
 
EUROPEAN COMMUNITY 
 Henri Belveze 
 (Head of Delegation) 
 European Commission 

Health and Consumer Protection 
Directorate General 

 Rue Froissart 101 
 Brussels B-1049  Belgium 
 Phone: 32-2-296-28-12 
 Fax: 32-2-296-85-66 
 Email: henri.belveze@cec.eu.int 
 
 Jean-Charles Cavitte 
 European Commission 
 SANCO D2 – Biological Risks 

Health & Consumer Protection 
Directorate General 

 Administrator 
 Rue de la Loi/Wetstraat 200 
 Office B-232, 4-/4 
 Bruxelles/Brussel B-1049  Belgium 
 Phone: 32-2-299-67-96 
 Fax: 32-2-296-90-62 
 Email: jean-charles.cavitte@cec.eu.int 
 
FINLAND/FINLANDE/FINLANDIA 
 Veli-Mikko Niemi 
 Deputy Director General 
 Ministry of Agriculture and Forestry 
 P.O. Box 30 
 Government FI-00023 
 Phone: 358-9-1605-2211 
 Fax: 358-9-1605-3338 
 Email: veli-mikko.niemi@mmm.fi 
 
 Pekka Pakkala 
 Director, Unit of Health Protection 
 National Food Agency 
 PO Box 28 
 Fin-00581 Helsinki  
 Phone: 3589-3931-514 
 Fax: 3589-3931-593 
 Email: pekka.pakkala@nfa.fi 
 
FRANCE/FRANCIA 
 Loic Evain 
 (Head of Delegation) 
 Inspecteur en chef de la santé publique 
 vétérinaire 
 Sous-directeur de la sécurite sanitaire des 
 aliments 

Ministère de l’Agriculture, de L’Alimentation, 
de la Peche et des Affaires Rurales 

 DGAL/SDSSA, 251 rue de Vaugirard 
 Paris Cedex 15 75732 
 Phone: 33-1-49-55-84-18 
 Fax: 33-1-49-55-56-80 
 Email: loic.evain@agriculture.gouv.fr 
 
Dominique Burel 
 Responsable Reglementation Codex 
 CNIEL 
 42 rue de Chateaudun 
 Paris Cedex 09 75314 
 Phone: 33-1-49-70-71-15 
 Fax: 33-1-42-80-63-45 
 Email: dburel-alf@cniel.com 
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Carol Buy 
 Deputy Counselor for Agriculture 
 Embassy of France 
 Economic Department 
 4101 Reservoir Rd. NW 
 Washington, DC  20007-2173  USA 
 Phone: 202-944-6358 
 Fax: 202-944-6336 
 Email: carol.buy@dree.org 
 
 Francoise De Buttet 
 Chambre Syndicale des Eaux Minerales 
 10, rue de la Tremoille 
 Paris 75008 
 Phone: 33-1-47-20-31-10 
 Fax: 33-1-47-20-27-62 
 Email: francoise.debuttet@wanadoo.fr 
 
 Nelly Delfaut 
 ATLA 
 Service Technique 
 Reglementaire et Scientifique 
 42 rue de Chateaudun 
 Paris Cedex 09 75314 
 Phone: 33-1-49-70-72-66 
 Fax: 33-1-42-80-63-62 
 Email: trs@atla.asso.fr 
 
 Olivier Pierre 
 Adjoint au chef du bureau de la securite 

Direction generale de la concurrence, de la 
consommation et de la repression des Fraudes 

 DGCCRF Bureau C2 
 Teledoc 051 
 59, boulevard Vincent Auriol 
 Paris Cedex 13 75703 
 Phone: 33-1-44-97-32-06 
 Fax: 33-1-44-97-24-86 
 Email: olivier.pierre@dgccrf.finances.gouv.fr 
 
 Catherine Vigreux 
 Societe Roquette Freres 

Responsible de Departement Des Affaires 
Reglementaires 

 Lestrem 62136 
 Phone: 33-3-21-63-36-00 
 Fax: 33-3-21-63-38-50 
 Email: catherine.vigreux@roquette.com 
 
GEORGIA/GEORGIE 
 Mikheil Aslamazashvili 
 HACCAP Project Manager 
 GEO AGRO Export 
 Mtskheta Region 
 Village Misaktsieli 
 Tbilisi  
 Phone: 99532-261012 

 Fax: 99532-261012 
 Email: maslamazashvili@geoagroexport.ge 
 
 Irakli Chikhladze 
 Director 
 AGRO Corp. Caucasus 
 #8 Krtsanisi Street 
 Block Y, Apt. #19 
 Tbilisi 0014 
 Phone: 99532-752532 
 Email: imhi@caucasus.net 
 
 Nino Demetrashvili 
 Chief of Division 
 State Sanitary Inspectorate of State Borders 
 Ministry of Health of Georgia 
 Tbilisi, Tamar Mepis Av 19/11  
 Phone: 99599-555674 
 Fax: 99532-94-02-19 
  
GERMANY/ALLEMAGNE/ALEMANIA 
 Andrea Sanwidi 
 (Head of Delegation) 

Federal Ministry of Consumer Protection, 
Food and Agriculture 

 Rochusstrasse 1 
 D 53123 Bonn  
 Phone: 49-228-529-3828 
 Fax: 49-228-529-4944 
 Email: andrea.sanwidi@bmvel.bund.de 
 
 Edda Bartelt 
 Senior Scientist 
 Federal Institute for Risk Assessment 
 Thielallee 88-92 
 D 14195 Berlin  
 Phone: 49-30-8412-2101 
 Fax: 49-30-8412-2951 
 Email: e.bartelt@bfr.bund.de 
 
 Leander Buchner 
 Oberfeldveterinaer 
 Bundesministerium der Verteidigung 
 Postfach 1328 
 D 53003 Bonn  
 Phone: 49-228-12-6275 
 Fax: 49-228-12-18036939 
 Email: LeanderBuchner@bmvg.bund400.de 
 
 Prof. Walter H Heeschen 
 Director and Professor Em 
 Bundestieraerztekammer  
 Dielsweg 9 
 D 24105 Kiel  
 Phone: 49-431-34106 
 Fax: 49-431-338973 
 Email: heeschen@t-online.de 
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 Thomas Kuetzemeier 
 Managing Director 
 Verband der Deutschen Milchwirtschaft 
 German Dairy Association 
 Meckenheimer Allee 137 
 D 53115 Bonn  
 Phone: 49-228-982-430 
 Fax: 49-228-982-4320 
 Email: th.kuetzemeier@vdm-deutschland.de 
 
GHANA 
 Genevieve Baah 
 Scientific Officer, CODEX Secretariat 
 Ghana Standards Board 
 P.O. Box MB-245 
 Accra, Ghana  
 Phone: 233-21-500065/6 
 Fax: 233-21-500092 
 Email: gsbnep@ghanastandards.org 
 
 Kwamina Van-Ess 
 Head, Food Division 
 Food and Drugs Board 
 P.O. Box CT 2783 
 Cantoments Accra, Ghana  
 Phone: 233-21-673090-660489 
 Fax: 233-21-660389 
 Email: kwaminav@yahoo.com 
 
HUNGARY/HONGRIE/HUNGRIA 
 Maria Szeitzne Szabo 
 Deputy Director 
 National Institute Food Hygiene and Nutrition 
 Gyali ut 3/A 
 Budapest H-1097 
 Phone: 36-1-476-6471 
 Fax: 36-1-215-1545 
 Email: h5727sza@ella.hu 
 
INDIA/INDE 
 S.K. Srivastava 
 Director 

Department of Animal Husbardry & Dairy 
Development 

 Ministry of Agriculture 
 Government of India 
 New Dehli - 11001 
 Phone: 91-11-23389212 
 Fax: 91-11-23386115 
 Email: skshri@yahoo.com 
 
 S. Dave 
 Director 
 APEDA, Ministry of Commerce 
 Agricultural and Processed Food Products 
 Export Development Authority 
 NCUI Building 

 3 Siri Institutional Area 
 New Delhi 110016 
 Phone: 91-11-26513162 
 Fax: 91-11-26519259 
 Email: director@apeda.com 
 
 Anand Kishore 
 Deputy Director 
 Export Inspection Council of India 
 Ministry of Commerce and Industry 
 Government of India 
 3rd Floor, NDYMCA Cultural Centre Building 
 1, Jai Singh Road 
 NDYMCA Cultural Center Bldg 
 New Delhi 110001 
 Phone: 237-84187 
 Fax: 23748024/23 
 Email: eic@eicindia.org 
 
 Narendra Varshney 
 Dy General Manager 
 National Dairy Development Board 
 Anand 388001 
 Phone: 91-2692-226252 
 Fax: 91-2692-260157 
 Email: nnv@nddb.coop 
 
INDONESIA/INDONESIE 
 Winiati Pudji Rahayu 
 (Head of Delegation) 

Director for Food Safety Surveillance and 
Extension 

 National Agency for Drug and Food Control 
 Republic of Indonesia 
 Percetakan Negara 23 
 Jakarta 10560 
 Phone: 62-21-42878701 
 Fax: 62-21-42878701 
 Email: wini_a@hotmail.com  
 
 Rismansyah Danasaputra 

Director for Processing and Marketing of 
Livestock Production 

 Ministry of Agriculture 
 GD D Lt. III Kanpus Dept. Pertanian 
 JL Harsono 3 
 Jakarta 12550 
 Phone: 021-78842044 
 Fax: 021-7815580 
 Email: risman@deptan.go.id 
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IRELAND/IRLANDE/IRLANDA 
 Kilian Unger 
 (Head of Delegation) 
 Superintending Veterinary Inspector 
 Department of Agriculture Food 
 Agriculture House 2C 
 Kildare Street 
 Dublin 2  
 Phone: 353-1-6072844 
 Fax: 353-1-6072888 
 Email: killian.unger@agriculture.irlgov.ie 
 
 Wayne Anderson 
 Chief, Specialist in Food Science 
 Food Safety Authority of Ireland 
 Abbey Court 
 Lower Abbey Street 
 Dublin 1  
 Phone: 353-1-8171300 
 Fax: 353-1-8171301 
 Email: wanderson@fsai.ie 
  
 Patrick Noel Manley 
 Agricultural Inspector 
 Department of Agriculture 
 Kildare Satree 
 Dublin  
 Phone: 016072000 
 Fax: 016072848 
 Email: neol.manley@agriculture.ie 
 
 Kari Töllikkö 
 COUNCIL OF EUROPEAN UNION 
 Principal Administrator 
 Directorate General, Agriculture 
 Council of the European Union 
 Rue De La Loi 175 
 Brussels B-1048 
 Phone: 32-2-285-78-41 
 Fax: 32-2-285-61-98 
 Email: kari.tollikko@consilium.eu.int 
 
ITALY/ITALIE/ITALIA 
 Paolo Aureli 
 Director  
 National Center for Food Quality and Risk  
 Assessment 
 Italian National Institute of Health 
 Viale Regina Elena 299 
 Rome 00161 
 Phone: 39-06-4990-3420 
 Fax: 39-06-4938-7101 
 Email: paolo.aureli@iss.it 
  
  
 
 

 Ciro Impagnatiello 
 Ministero delle politiche agricole e forestali 
 Via Venti Settembre 20 
 Rome 00187 
 Phone: 39-06-46656511 
 Fax: 39-06-4880273 
 Email: ciroimpa@tiscali.it 
 
 Dario De Medici 
 Senior Scientist 
 National Center for Food Quality and Risk  
 Assessment 
 Italian National Institute of Health 
 Viale Regina Elena 299 
 Rome 00161 
 Phone: 39-06-49902477 
 Fax: 39-06-49387101 
 Email: dario.demedici@iss.it 
 
JAPAN/JAPON/JAPON 
 Saka Harumi 
 Deputy Director/International Affairs Office 
 Food Safety and Consumer Policy Division 
 Food Safety and Consumer Policy Bureau 
 Ministry of Agriculture, Forestry & Fisheries 
 1-2-1, Kasumigaseki, Chiyoda-ku 
 Tokyo 100-8950 
 Phone: 81-3-5512-2291 
 Fax: 81-3-3597-0329 
 Email: harumi_saka@nm.maff.go.jp 
 
 Tatsuo Hasebe 
 Officer 
 Policy Planning and Communication Division 

Department of Food Safety, Pharmaceutical 
and Food Safety Bureau 

 Ministry of Health, Labour and Welfare 
 1-2-2 Kasumigaseki, Chiyoda-ku 
 Tokyo 100-8916 
 Phone: 81-3-3595-2326 
 Fax: 81-3-3503-7965 
 Email: hasebe-tatsuo@mhlw.go.jp 
 
 Tomoaki Imamura 
 Technical Adviser 

Associate Professor, Department of Planning 
Information and Management 

 The University of Tokyo Hospital 
 7-3-1 Hongou 
 Bunkyou-ku 
 Tokyo 113-8655 
 Phone: 81-3-5800-8716 
 Fax: 81-3-5800-8765 
 Email: imamura-t@umin.ac.jp 
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 Narihiko Kawamura 
 Deputy Director 
 Inspection and Safety Division 

Department of Food Safety, Pharmaceutical 
and Food Safety Bureau 

 Ministry of Health, Labour and Welfare 
 1-2-2 Kasumigaseki, Chiyoda-ku 
 Tokyo 100-8916 
 Phone: 81-3-3595-2337 
 Fax: 81-3-3503-7964 
 Email: kawamura-narihiko@mhlw.go.jp 
 
 Koji Miura 
 Director 
 International Food Safety Planning 

Department of Food Safety 
Pharmaceutical and Food Safety Bureau 

 Ministry of Health, Labour and Welfare 
 1-2-2 Kasumigaseki, Chiyoda-ku 
 Tokyo 100-8916 
 Phone: 81-3-3595-2326 
 Fax: 81-3-3503-7965 
 Email: miura-koujimd@mhlw.go.jp 
 
 Suzuko Tanaka 
 Officer 
 Standards and Evaluation Division 

Department of Food Safety, Pharmaceutical 
and Food Safety Bureau 

 Ministry of Health, Labour and Welfare 
 1-2-2 Kasumigaseki, Chiyoda-ku 
 Tokyo 100-8916 
 Phone: 81-3-3595-2341 
 Fax: 81-3-3501-4868 
 Email: tanaka-suzuko@mhlw.go.jp 
  
 Hiroshi Umeda 
 Deputy Director 
 Risk Assessment Division 

Food Safety Commission Secretariat 
Cabinet Office 

 Prudential Tower 6F 
 2-13-10 Nagatacho, Chiyoda-ku 
 Tokyo 100-8989 
 Phone: 81-3-5251-9163 
 Fax: 81-3-3591-2236 
 Email: hiroshi.umeda@op.cao.go.jp 
 
 Shigeki Yamamoto 

Director for Division of Biomedical Food 
Research 

 National Institute of Health Sciences 
 1-18-1 Kamiyoga 
 Setagaya-ku 
 Tokyo 158-8501 
 Phone: 81-3-3700-9357 
 Fax: 81-3-3700-9406 

 Email: syamamoto@nihs.go.jp 
 
KENYA 
 James Karitu 
 Senior Veterinary Officer 
 Veterinary Research Laboratory 
 P.O. Box 00625 
 Kangemi, Nairobi 631390 
 Phone: 254-20-631390 
 Fax: 254-20-631273 
 Email: ngandukaritu@yahoo.com 
 
KOREA, REPUBLIC OF/COREE, 
REPUBLIQUE DE/COREA, REPUBICA DE 
 In-Gyun Hwang 
 (Head of Delegation) 
 Senior Scientific Officer 
 Food Microbiology Division 
 Center for Food Safety Evaluation 
 Korea Food and Drug Administration 
 #5 Nokbun-dong, Eunpyung-gu 
 Seoul 122-704 
 Phone: 82-2-380-1682-3 
 Fax: 82-2-380-1615 
 Email: inghwang@kfda.go.kr 
 
 Dae-Won Choi 
 Assistant Director 
 Food Safety Division 
 Food Safety Bureau 
 Korea Food and Drug Administration 
 #5 Nokbun-dong, Eunpyung-gu 
 Seoul 122-704 
 Phone: 82-2-380-1726~7 
 Fax: 82-2-388-6396 
 Email: cdaewon@kfda.go.kr 
 
 Boram Kim 
 Senior Researcher 
 Food Sanitation Council 
 Ministry of Health and Welfare 
 #5 Nokbun-dong, Eunpyung-gu 
 Seoul 122-704 
 Phone: 82-2-380-1726~7 
 Fax: 82-2-388-6396 
 Email: boram@mohw.go.kr 
 
 Ki-Hyang Kim 
 Veterinarian/Researcher 
 Department of Food Industry Development 
 Division of Food Safety Team 
 Korea Health Industry Development Institute 
 57-1 Noryangjin-dong, Dongjak-gu 
 Seoul 156-800 
 Phone: 82-2-2194-7318 
 Fax: 82-2-824-1763 
 Email: kimkh@khidi.or.kr 
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 Sang-Jin Lee 
 Deputy Director 
 Animal Product Sanitation Division 
 Livestock Products Bureau 
 Ministry of Agriculture and Forestry 
 Gwacheon Government Complex 
 #1 Joongang-dong, 
 Gwacheon, Gyeonggi-do, Seoul 427-719 
 Phone: 82-2-500-1930 
 Fax: 82-2-503-0020 
 Email: sjlee@maf.go.kr 
 
 Jong-seok Park 
 Scientific Officer 
 Food Microbiology Division 
 Center for Food Safety Evaluation 
 Korea Food and Drug Administration 
 #5 Nokbun-dong, Eunpyung-gu 
 Seoul, 122-704   
 Phone: 82-2-380-1682-3 
 Fax: 82-2-380-1615 
 Email: johnspak@kfda.go.kr 
 
MALAYSIA/MALAISIE/MALASIA 
 Abd Rahim Mohamad 
 (Head of Delegation) 
 Director 
 Food Quality Control Division 
 Department of Public Health 
 Ministry of Health Malaysia 
 3rd Floor, Block B 
 Health Office Complex, Jalan Cenderasari 
 Kuala Lumpur 50590 
 Phone: 603-2694-6512 
 Fax: 603-2094-6517 
 Email: abd_rahim@moh.gov.my 
 
 Azriman Rosman 
 Principal Assistant Director 
 Food Quality Control Division 
 Department of Public Health 
 Ministry of Health Malaysia 
 3rd Floor, Block B 
 Health Office Complex, Jalan Cenderasari 
 Kuala Lumpur 50590 
 Phone: 603-26946601 ext 238 
 Fax: 603-26946517 
 Email: azriman@moh.gov.my 
 
MALI/MALI 
 Toure Ousmane 
 Advisor, Focal Point 
 Ministry of Health 
 Ministere de la Sante 
 BP 232 - Koulouba 
 Banako  

 Phone: 223-222-5301 
 Fax: 223-223-0203 
 Email: oussou_toure@hotmail.com 
 
MEXICO/MEXIQUE/MEXICO 
 Dinora Pliego Citalan 
 Generente de Dictamen de Productos y 
 Servicios 

Comision Federal para la Protection contra 
Riesgos Sanitarios 

 Secretaria de Salud 
 Monterrey No.33, col. Roma 
 Mexico, D.F.  
 Phone: 5080-5268 
 Fax: 5514-1470 
 Email: dpliego@salud.gob.mx 
 
NEW ZEALAND/NOUVELLE 
ZELANDE/NUEVA ZELANDIA 
 Hathaway 
 (Head of Delegation) 
 Director 
 Programme Development Group 
 New Zealand Food Safety Authority 
 P.O. Box 646 
 Gisborne  
 Phone: 64-6-867-1144 
 Fax: 64-6-868-5207 
 Email: steve.hathaway@nzfsa.govt.nz 
 
 Jenny Bishop 
 Programme Manager (Technical Standards) 
 Domestic and Imported Food Group 
 New Zealand Food Safety Authority 
 South Tower 
 68-86 Jervois Quay 
 PO Box 2835 
 Wellington  
 Phone: 64-4-463-2686 
 Fax: 64-4-463-2591 
 Email: jenny.bishop@nzfsa.govt.nz 
 
 Phil Fawcet 
 Program Manager (Regulatory Standards) 
 Dairy & Plant Products Group 
 New Zealand Food Safety Authority 
 68-86 Jervois Quay South Tower 
 PO Box 2835 
 Wellington  
 Phone: 64-4-463-2656 
 Fax: 64-4-463-2675 
 Email: phil.fawcet@nzfsa.govt.nz 
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 Judi Lee 
 Assistant Director 
 Programme Development Group 
 New Zealand Food Safety Authority 
 95 McGregor Road 
 Papakura RD2 
 Phone: 64-9-292-9131 
 Fax: 64-9-292-9131 
 Email: judi.lee@nzfsa.govt.nz 
 
NORWAY/NORVEGE/NORUEGA 
 Bjorn Gondrosen, DVM, PhD 
 (Head of Delegation) 
 Senior Adviser 
 Norwegian Food Safety Authority 
 Head Office 
 PO Box 383 
 Brumunddal N-2381 
 Phone: 47-23-21-67-85 
 Fax: 47-23-21-68-01 
 Email: bjorn.gondrosen@mattilsynet.no 
 
 Gunn H. Knutsen, DVM 
 Senior Adviser 
 Norwegian Food Safety Authority 
 Head Office 
 P.O. Box 383 
 Brumunddal N-2381 
 Phone: 47-23-21-68-63 
 Fax: 47-23-21-68-01 
 Email: gunn.harriet.knutsen@mattilsynet.no 
 
 Hilde Kruse, DVM, PhD 
 Head, Deputy Director 
 Norwegian Zoonosis Centre 
 National Veterinary Institute 
 PO Box 8156 Dep 
 Oslo N-0033 
 Phone: 47-23-21-64-80 
 Fax: 47-23-21-64-85 
 Email: hilde.kruse@vetinst.no 
 
 Geir Valset, DVM 
 Senior Adviser 
 Norwegian Food Safety Authority 
 Head Office 
 P.O. Box 383 
 Brumunddal N-2381 
 Phone: 47-23-21-68-00 
 Fax: 47-23-21-68-01 
 Email: geir.valset@mattilsynet.no 
 
PAPUA NEW GUINEA 
 Rose Kavanamur 
 Technical Advisor - Food Safety & Quarantine 
 National Department of Health 
 PO Box 807 

 Waigani, National Capital District 
 Phone: 675-3013705 
 Fax: 675-3013604 
 Email: rkavanam@health.gov.pg 
 
PERU/PEROU/PERU 
 Italo Acha 
 Counselor 
 Embassy of Peru 
 Washington, DC  20036 
 Phone: 202-833-9860 x224 
 Fax: 202-659-8124 
 Email: iacha@embassyofperu.us 
 
RUSSIAN FEDERATION/FEDERATION DE 
RUSSIE/FEDERACION DE RUSIA 
 Konstantin Eller 
 Head of Food Analytical Chemistry Division 

Head of Analytical Commission of Russian 
Union of Fruit Juice Manufacturers 
Russian Academy of Medical Sciences 
Insitute of Nutrition 

 Phone: 7095-298-1879 
 Fax: 7095-298-1883 
 Email: eller@ion.ru 
 
SINGAPORE/SINGAPOUR/SINGAPUR 
 Sin-Bin Chua 
 (Head of Delegation) 

Dy Chief Executive and Director of Food and 
Veterinary Adminstration 

 Food and Veterinary Adminstration 
 Agri-Food and Veterinary Authority of 
 Singapore (AVA) 
 5 Maxwell Road #04-00 
 Tower Block 
 MND Complex 
 Singapore 069110 
 Phone: 65-6325-7622 
 Fax: 65-6220-6068 
 Email: chua_sin_bin@ava.gov.sg 
 
 Huay Leng Seah 
 Assistant Director (Food Control) 
 Food and Veterinary Adminstration 

Agri-Food and Veterinary Authority of 
Singapore (AVA) 

 5 Maxwell Road #18-00 
 Tower Block, MND Complex 
 Singapore 069110 
 Phone: 65-6325-5480 
 Fax: 65-6324-4563 
 Email: seah_huay_leng@ava.gov.sg 
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SOUTH AFRICA/AFRIQUE DU 
SUD/SUDAFRICA 
 Francina Makhoane 
 Assistant Director 
 Directorate: Food Control 
 Department of Health 
 Private Bag X828 Pretoria 
 0001 
 Phone: 27-12-312-0158 
 Fax: 27-12-312-3162 
 Email: makhof@health.gov.za 
 
SPAIN/ESPAGNE/ESPANA 
 Luisa Aguilar Zambalamberri 
 Jefe de Servicio 
 Minsiterio de Sanidad y consumo 
 Agencia Espanola de la Seguriadad 
 Alimentaria 
 c/Alcala 56 
 28071 Madrid 
 Phone: 91-33-80-429 
 Fax: 91-33-80-561 
 Email: maguilar@msc.es 
 
SWEDEN/SUEDE/SUECIA 
 Kerstin Jansson 
 (Head of Delegation) 
 Deputy Director 

Ministry of Agriculture, Food & Consumer 
Affairs 

 Stockholm SE-103 33 
 Phone: 46-8-405-11-68 
 Fax: 46-8-20-64-96 
 Email: kerstin.jansson@agriculture.ministry.se 
 
 Sven Lindgren 
 Professor 
 National Food Administration 
 Box 622 
 Uppsala SE-751 26 
 Phone: 46-18-17-56-06 
 Fax: 46-18-10-58-48 
 Email: svli@slv.se 
 
 Lars Plym-Forshell 
 Assistant Chief Veterinary Officer 
 National Food Administration 
 PO Box 622 
 Uppsala SE-75126 
 Phone: 46-18-1755-82 
 Fax: 46-18-1058-48 
 Email: lapl@slv.se 
 
 Karin Winberg 
 Government Inspector 
 National Food Administration 
 PO Box 622 

 Uppsala SE-75126 
 Phone: 46-18-17-5609 
 Fax: 46-18-10-5848 
 Email: kawi@slv.se 
 
SWITZERLAND/SUISSE/SUIZA 
 Christina Gut Sjoeberg 
 (Head of Delegation) 
 Food Engineer ETH 
 Section of Microbiology and Biotechnology 
 Food Science Division 
 Swiss Federal Office of Public Health 
 Schwarzenburgstrasse 165 
 Bern CH-3003 
 Phone: 41-31-322-68-89 
 Fax: 41-31-322-95-74 
 Email: christina.gut@bag.admin.ch 
 
 Jean A. Vignal 
 Regulatory Affairs 
 Nestec Ltd. 
 Avenue Henri Nestle, 55 
 Vevey CH-1800 
 Phone: 41-21-924-35-01 
 Fax: 41-21-924-45-47 
 Email: jean.vignal@nestle.com 
 
 Mathias Wohlwend 
 Food Scientist 
 Promotion of Quality and Sales 
 Federal Office for Agriculture 
 Federal Department of Economic Affairs 
 Mattenhofstrasse 5 
 Berne 3003 
 Phone: 41-31-324-96-61 
 Fax: 41-31-322-26-34 
 Email: mathias.wohlwend@blw.admin.ch 
 
TANZANIA, UNITED REPUBLIC 
OF/TANZANIE, REPUBLIQUE UNIE 
DE/TANZANIA, REPUBLICA UNIDA DE 
 Octavius Boli 
 Agency Director of Inspection and  
 Surveillance 
 Tanzanian Food and Drug Authority 
 Box 77150 
 DAR-ES-SALAM  
 Phone: 255-22-2450512 
 Fax: 255-22-2450793 
 Email: tefla@simbanet.net 
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THAILAND/THAILANDE/TAILANDIA 
 Pakdee Pothisiri 
 (Head of Delegation) 
 Deputy Permanent Secretary 

Ministry of Public Health  
 Office of the Permanent Secretary 
 Tivanonth Rd 
 Nontaburi 11000 
 Phone: 662-5901015 
 Fax: 662-5901136 
 Email: ppakdee@health.moph.go.th 
 
 Sasitorn Kanarat 
 Senior Veterinary Officer 
 Veterinary Public Health Laboratory 
 Department of Livestock Development 
 Tivanont Road 
 Bangkadi, Pathum-Tani 12000 
 Phone: 662-963-9215 
 Fax: 622-963-9215 
 Email: skanarat@hotmail.com 
 
 Dr. Suwimon Keeratipibul 

Representative of Food Industry Group 
Federation of Thai Industries 

 Assistant Professor 
 Department of Food Technology 
 Faculty of Science 
 Chulalongkorn University 
 Bangkok 10330 
 Phone: 662-218-5515 to 6 
 Fax: 662-254-4314 
 Email: Suwimon.K@chula.ac.th 
 
 Pisan Pongsapitch 
 Standards Officer 
 National Codex Contact Point 

National Bureau of Agricultural Commodity 
and Food Standards 

 Ministry of Agriculture and Cooperative 
 Bangkok 10200 
 Phone: 662-281-5710 
 Fax: 662-280-3899 
 Email: pisanp@yahoo.com 
 
 Pensri Rodma 
 Medical Scientist 

Bureau of Quality and Safety of Food 
Department of Medical Sciences 

 Ministry of Public Health 
 88/7 Tivanonth Rd 
 Nontaburi 11000 
 Phone: 662-9511020 
 Fax: 662-9511021 
 Email: pensri@.ksc.th.com 
 
  

 Pranee Srisomboon 
 General Manager 
 Thai Food Processors' Association 
 170/21-22 9th Floor Ocean Tower 1 Bldg 
 New Ratchadapisek Road 
 Klongtoey Bangkok 10110 
 Phone: 662-261-2684-6 
 Fax: 662-261-2996-7 
 Email: thaifood@thaifood.org 
 
 Prakan Virakul 
 Counsellor (Agriculture) 
 Royal Thai Embassy 
 1024 Wisconsin Ave, NW 
 Suite 2401 
 Washington, DC  20007 
 Phone: 202-298-4787 
 Fax: 202-944-3611 
  
 Sarinya Wongtrakoon 
 Senior Consultant 
 National Food Institute 
 2008 Soi Charansanitwong 40 
 Charansanitwong Road 
 Bongyeekhau, Bangphlad 
 Bangkok  10700 
 Phone: 662-886-8088 
 Fax: 662-886-8906-7 
 Email: sarinya@nfi.or.th 
 
THE NETHERLANDS 
 Jaap Jansen 
 (Head of Delegation) 
 The Food and Consumer Product Safety 
 Authority 
 (VWA) 
 Prinses Beatrixlaan 2 
 PO Box 19506 
 The Hague 2500 CM 
 Phone: 31-70-448-4907 
 Fax: 31-70-448-4061 
 Email: jaap.jansen@vwa.nl 
 
 Gerrit M. Koornneef 
 Food Legislation Officer 
 Main Board for Arable Products 
 PO Box 29739 
 DEN HAAG 2502 LS 
 Phone: 31-70-370-8323 
 Fax: 31-70-370-8444 
 Email: g.m.koornneef@hpa.agro.nl 
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 Jules Rojer 
Netherlands Controlling Authority for Milk 
and Milk Products 
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DRAFT CODE OF HYGIENIC PRACTICE FOR MILK AND MILK PRODUCTS 

 

INTRODUCTION 

Milk and milk products are a rich and convenient source of nutrients for people in many countries and 
international trade of milk-based commodities is significant.  The purpose of this Code is to provide 
guidance to ensure the safety and suitability of milk and milk products to protect consumers’ health and to 
facilitate trade.  The Code satisfies the food hygiene provisions in the Codex Alimentarius Procedural 
Manual under “Relations Between Commodity Committees and General Committees” for use in the various 
dairy standards. 

All foods have the potential to cause food borne illness, and milk and milk products are no exception.  Dairy 
animals may carry human pathogens. Such pathogens present in milk may increase the risk of causing food 
borne illness.  Moreover, the milking procedure, subsequent pooling and the storage of milk carry the risks 
of further contamination from man or the environment or growth of inherent pathogens.  Further, the 
composition of many milk products makes them good media for the outgrowth of pathogenic 
microorganisms.  Potential also exists for the contamination of milk with residues of veterinary drugs, 
pesticides and other chemical contaminants.  Therefore, implementing the proper hygienic control of milk 
and milk products throughout the food chain is essential to ensure the safety and suitability of these foods for 
their intended use.  It is the purpose of this Code to provide guidance to countries so that their appropriate 
level of public health protection for milk and milk products may be achieved.  It is also the purpose of this 
code to prevent unhygienic practices and conditions in the production, processing, and handling of milk and 
milk products, as in many countries milk and milk products form a large portion of the diet of consumers 
especially infants, children, and pregnant and lactating women.  This document is formatted in accordance 
with the Recommended International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1- 
1969, Rev. 4, 2003.  This Code presents principles for the hygienic production and manufacture of milk and 
milk products and guidance on their application.  This Code takes into consideration, to the extent possible, 
the various production and processing procedures as well as the differing characteristics of milk from various 
milking animals used by member countries.  It focuses on acceptable food safety outcomes achieved through 
the use of one or more validated food safety control measures, rather than mandating specific processes for 
individual products.  

1  OBJECTIVES 

The objective of this Code is to apply the recommendations of the Recommended Code of Practice: General 
Principles of Food Hygiene to the particular case of milk and milk products.  It also provides guidance on 
how to achieve the general requirements contained in the hygiene sections of the Codex commodity 
standards for milk products. 

2  SCOPE AND USE OF THE DOCUMENT 

2.1  SCOPE 

This Code applies to the production, processing and handling of milk and milk products as defined in the 
General Standard for the Use of Dairy Terms1(CAC/STAN 206-1999).  Where milk products are referred to 
in the code it is understood that this term also includes composite milk products.  The scope of this Code 
does not extend to the production of raw drinking milk. 

This Code applies to products in international trade. It may also serve as a basis for national legislation.   

2.2  USE OF THE DOCUMENT 

The provisions of this document are supplemental to and must be used in conjunction with, the 
Recommended International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1- 1969, Rev. 
4, 2003.  

                                                 
1 This code applies to the milk and milk products obtained from all milking animals. 
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This document consists of a series of principles, explanatory narratives and guidelines.  

Over-arching principles that are applicable to all phases of production, processing and handling of milk and 
milk products are given in Section 2.3.   

Specific principles and their associated explanatory narratives and guidelines are given in the appropriate 
section.   

Principles, shown in bold text, are a statement of the goal or objective that is to be achieved. Explanatory 
narratives, shown in italicized text, serve to explain the purpose of the stated principle.  Guidelines for the 
application of the stated principle are shown in normal text. 

The annexes are an integral part of this Code.  They provide guidelines for different approaches to the 
application of the principles.  The purpose of the guidelines contained in the annexes is to explain and 
illustrate how principles in the main body of this code may be met in practice.  Thus, the Recommended 
International Code of Practice-General Principles of Food Hygiene, the main body of this Code and its 
annexes must be used together to obtain complete guidance on the hygienic production of milk and milk 
products. 

2.3  OVERARCHING PRINCIPLES APPLYING TO THE PRODUCTION, PROCESSING AND HANDLING OF ALL 
MILK AND MILK PRODUCTS 

The following overarching principles apply to the production, processing and handling of all milk and milk 
products. 

• From raw material production to the point of consumption, dairy products produced under this 
Code should be subject to a combination of control measures, and these control measures should 
be shown to achieve the appropriate level of public health protection. 

• Good hygienic practices should be applied throughout the food chain so that milk and milk 
products are safe and suitable for their intended use.  

No part of this Code should be used without consideration of what takes place in the chain of events 
prior to the particular measure being applied or what will take place subsequent to a particular step.  
The Code should only be used within the context of an understanding that there is a continuum of 
controls that are applied from production to consumption. 

• Wherever appropriate, hygienic practices for milk and milk products should be implemented 
within the context of HACCP as described in the Annex to the Recommended International Code of 
Practice – General Principles of Food Hygiene. 

This principle is presented with the recognition that there are limitations to the full application of 
HACCP principles at the primary production level. In the case where HACCP cannot be implemented at 
the farm level, good hygienic practices, good agricultural practices and good veterinary practices 
should be followed. 

• Control measures should be validated as effective.  

The overall effectiveness of the system of control measures should be subject to validation. Control 
measures or combinations thereof should be validated according to the prevalence of hazards in the milk 
used, taking into consideration the characteristics of the individual hazards(s) of concern and established 
Food Safety Objectives and/or related objectives and criteria.  Guidance on validating control measures 
should be obtained from the Codex Guidelines for the Validation of Food Hygiene Control Measures 
(under development). 

2.4   RELATIVE ROLES OF MILK PRODUCERS, MANUFACTURERS, DISTRIBUTORS, RETAILERS, 
TRANSPORTERS, CONSUMERS, AND COMPETENT AUTHORITIES 

Although the responsibility lies with the manufacturer for ensuring that the foods manufactured are safe and 
suitable, there is a continuum of effective effort or controls needed by other parties, including milk 
producers, to assure the safety and suitability of milk products.  It is important to recognize that distributors, 
competent authorities and consumers also have a role in ensuring the safety and suitability of milk and milk 
products. 
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The interrelationship and impact of one segment of the food chain on another segment is important to ensure 
that potential gaps in the continuum are dealt with through communication and interaction between the milk 
producer, the manufacturer, the distributor and the retailer.  While it is principally the responsibility of the 
manufacturer to conduct the hazard analysis within the context of developing a control system based on 
HACCP and thus to identify and control hazards associated with the incoming raw materials, the milk 
producer should also have an understanding of the hazards associated with milk, so as to assist in minimizing 
their presence in the raw material. 

To achieve an effective continuum, the various parties should pay attention, in particular, to the following 
responsibilities. 

• Producers should ensure that good agricultural, hygienic and animal husbandry practices are employed at 
the farm level.  These practices should be adapted, as appropriate, to any specific safety-related needs 
specified and communicated by the manufacturer. 

• Manufacturers should utilize good manufacturing and good hygienic practices, especially those 
presented in this Code.  Any needs for additional measures with regard to controlling hazards during 
primary production should be effectively communicated to suppliers to enable the milk producer to adapt 
their operations to meet them.  Likewise, the manufacturer may have to implement controls or adapt their 
manufacturing processes based on the ability of the milk producer to minimize or prevent hazards 
associated with the milk. Such additional needs should be supported by an adequate hazard analysis and 
should, where appropriate, take into consideration technological limitations during processing, and/or 
market demands. 

• Distributors, transporters and retailers should assure that milk and milk products under their control are 
handled and stored properly and according to the manufacturer’s instructions. 

• Consumers should accept the responsibility of ensuring that milk and milk products in their possession 
are handled and stored properly and according to the manufacturer’s instructions. 

• In order to effectively implement this Code, competent authorities should have in place legislative 
framework (e.g., acts, regulations, guidelines and requirements), an adequate infrastructure and properly 
trained inspectors and personnel.  For food import and export control systems, reference should be made 
to the Codex Guidelines for the Design, Operation, Assessment and Accreditation of Food Import and 
Export Inspection and Certification Systems (CAC/GL 26-1997).  Control programmes should focus on 
auditing relevant documentation that shows that each participant along the chain has met their individual 
responsibilities to ensure that the end products meet established food safety objectives and/or related 
objectives and criteria. 

It is important that clear communications and interactions exist between all parties to help assure good 
practices are employed, that problems are identified and resolved in an expeditious manner, and that the 
integrity of the entire food chain is maintained. 

2.5  DEFINITIONS 

Definitions contained in the Codex General Standard for the Use of Dairy Terms (CAC/STAN 206- 1999) 
are incorporated into this document by reference.  Definitions relevant to a particular annex (e.g., heat 
treatment definitions) will be contained in the relevant annex.  

Avoid – To keep away from, to the extent reasonably practicable. This term will be used when it is possible, 
in theory, to have no contamination or to constrain a particular practice. 

Control Measure – Any action and activity that can be used to prevent or eliminate a food safety hazard or 
reduce it to an acceptable level.2 

Food Safety Objective3  

                                                 
2 For purposes of this Code, a control measure encompasses any action or activity used to eliminate a hazard or reduce 
it to an acceptable level.  In addition the term refers to any action or activity taken to reduce the likelihood of the 
occurrence of a hazard in milk or milk products.  Thus, control measures include both process controls such as heating, 
cooling, acidification, etc., as well as other activities such as general hygiene and pest control programmes, etc. 
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Minimize – To reduce the likelihood of occurrence or the consequence of an unavoidable situation such as 
microbiological growth. 

Process criteria4 - The process control parameters (e.g. time, temperature) applied at a processing step. 

Raw milk – Milk (as defined in Codex General Standard for the Use of Dairy Terms) which has not been 
heated beyond 40ºC or undergone any treatment that has an equivalent effect. 

Shelf Life – The period during which the product maintains its microbiological safety and suitability at a 
specified storage temperature and, where appropriate, specified storage and handling conditions. 

Validation5 

2.6  SUITABILITY 

Food Suitability as defined in the Recommended International Code of Practice-General Principles of Food 
Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 is: “Assurance that food is acceptable for human consumption 
according to its intended use”.  

For the purposes of this Code, Suitability includes:  

• The concept of wholesomeness and soundness.  

• Only matters relating to hygiene.  Matters relating to grade, commercial quality or compliance to 
standards of identity are not included. 

Additionally:  

• Suitability of milk and milk products may be achieved by observing good hygienic practice as 
outlined in the Recommended International Code of Practice: General Principles of Food Hygiene, 
CAC/RCP 1 - 1969, Rev. 4, 2003 and specified in detail in this Code.  The use of a management 
system based on HACCP principles is an effective way of ensuring suitability and demonstrating 
that suitability is achieved. 

• Milk and milk products may not be suitable if the milk or milk product, for example: 

o Is damaged, deteriorated or perished to an extent that makes the milk or milk product unfit 
for its reasonable intended use; or 

o Contains any damaged, deteriorated or spoiled substance that makes the milk or milk 
product unfit for its reasonable intended use; or 

o Contains a biological or chemical agent, or other matter or substance, that is foreign to the 
nature of the food and that makes the milk or milk product unfit for its reasonable intended 
use. 

• The “intended use” is the purpose for which the product is specifically stated or could reasonably be 
presumed to be intended having regard to its nature, packaging, presentation and identification. 

3  PRIMARY PRODUCTION 

These principles and guidelines supplement those contained in Section 3 of the Recommended International 
Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 and the general 
principles presented in Section 2.3 above.  Details on specific approaches to the production of milk are given 
in Annex I of this Code.  

Principles Applying to the Primary Production of Milk: 

                                                                                                                                                                  
3 This term is defined in “Principles and Guidelines for the Conduct of Microbiological Risk Management” (under 
development by the Codex Committee on Food Hygiene) 
4 This term is defined in “Guidelines for the Validation of Food Hygiene Control Measures” (under development by the 
Codex Committee on Food Hygiene) 
5 This term is defined in “Guidelines for the Validation of Food Hygiene Control Measures” (under development by the 
Codex Committee on Food Hygiene) 
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Milk should not contain any contaminant at a level that jeopardizes the appropriate level of public 
health protection, when presented to the consumer. 

Because of the important influence of primary production activities on the safety of milk products, potential 
microbiological contamination from all sources should be minimized to the greatest extent practicable at this 
phase of production.  It is recognized that microbiological hazards can be introduced both from the farm 
environment and from the milking animals themselves.  Appropriate animal husbandry practices should be 
respected and care should be taken to assure that proper health of the milking animals is maintained. 
Further, lack of good agricultural, animal feeding and veterinary practices and inadequate general hygiene 
of milking personnel and equipment and inappropriate milking methods may lead to unacceptable levels of 
contamination with chemical residues and other contaminants during primary production. 

Contamination of milk from animal and environmental sources during primary production should be 
minimized. 

Note: A contaminant is “any biological or chemical agent, foreign matter, or other substances not 
intentionally added to food which may compromise food safety or suitability” (Recommended International 
Code of Practice: General Principles of Food Hygiene). 

 The microbial load of milk should be as low as achievable, using good milk production practices, 
taking into account the technological requirements for subsequent processing.   

Measures should be implemented at the primary production level to reduce the initial load of pathogenic 
microorganisms and microorganisms affecting safety and suitability to the extent possible to provide for a 
greater margin of safety and/or to prepare the milk in a way that permits the application of microbiological 
control measures of lesser stringency than might otherwise be needed to assure product safety and 
suitability. 

USE OF THIS SECTION 

Guidelines for applying the principles in this section are contained in Annex I.  The guidelines are intended 
to result in raw material that is acceptable for further processing and that will ultimately result in the level of 
protection required for the particular finished milk product.   

Annex I provides details of the general approach that should be used for the primary production of milk 
intended for further processing of an unspecified nature.  Additional provisions to be used in the production 
of milk intended for the manufacture raw milk products are identified in relevant sections of the annex.  
Flexibility in the application of certain aspects of the primary production of milk for small holder dairy farms 
is also provided for.  Milk produced according to the provisions of this section should be subjected to the 
application of control measures described in Annex II.  

3.1  ENVIRONMENTAL HYGIENE 

Water and other environmental factors should be managed in a way that minimizes the potential for 
the transmission, directly or indirectly, of hazards into the milk.  

Contaminated water, and for example pests (such as insects and rodents), chemicals and the internal and 
external environments where the animals are housed and milked, may contaminate feed, equipment or 
milking animals leading to the introduction of hazards into milk. 

Water used in primary production operations should be suitable for its intended purpose and should 
not contribute to the introduction of hazards in milk. 

3.2  HYGIENIC PRODUCTION OF MILK 

3.2.1  Areas and Premises for Milk Production 

Areas including premises used for the production of milk should be designed, situated, maintained 
and, to the extent practicable, used in a manner that minimizes the introduction of hazards into milk.  

Improperly protected and maintained premises for the holding and milking of dairy animals have been 
shown to contribute to the contamination of milk. 
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3.2.2  Animal Health 

The health status of milking animals and herds should be managed in a manner that addresses the 
hazards of concern for human health. 

Milk should come from animals in good health so that, considering the end use, it does not adversely 
affect the safety and suitability of the end product. 

It is important to prevent the spread of zoonotic diseases among animals and from animals (including 
milking animals) to milk.  Milk and milk products produced from milk obtained from certain diseased 
animals has been known to be neither safe nor suitable for human consumption.  

Maintenance of healthy milking animals has been shown to reduce the likelihood that human pathogens will 
be introduced into the milk via the mammary gland or from the faeces.  

3.2.3  General Hygienic Practice  

3.2.3.1  Feeding 

With consideration given to the end use of the milk, forage and feed for lactating animals should not 
introduce, directly or indirectly, contaminants into milk in amounts that present an unacceptable 
health risk to the consumer or adversely affect the suitability of milk or milk products. 

It has been shown that improper procurement, manufacturing and handling of animal feed can result in the 
introduction of pathogens and spoilage organisms to milking animals and the introduction of chemical 
hazards such as pesticide residues, mycotoxins and of other contaminants which can affect the safety and 
suitability of milk or milk products. 

3.2.3.2  Pest control 

Pests should be controlled, and in a way that does not result in unacceptable levels of residues, such as 
pesticides, in the milk. 

Pests such as insects and rodents are known vectors for the introduction of human and animal diseases into 
the production environment. Improper application of pest control chemicals used to control these pests may 
introduce chemical hazards into the production environment. 

3.2.3.3  Veterinary Drugs 

Animals should only be treated with veterinary drugs authorized by the competent authority for the 
specific use and in a manner that will not adversely impact on the safety and suitability of the milk, 
including adherence to the withdrawal period specified. 

Milk from animals that have been treated with veterinary drugs that can be transferred to milk should be 
discarded appropriately until the withdrawal period specified for the particular veterinary drug has been 
achieved. 

Residues of veterinary drugs in milk should not exceed levels that would present an unacceptable risk 
to the consumer.  

The improper use of veterinary drugs has been shown to result in potentially harmful residues in milk and 
milk products, and may affect the suitability of milk intended for the manufacture of cultured products. 

3.2.4  Hygienic Milking 

Milking should be carried out in such a manner that minimizes contamination of the milk being 
produced. 

Effective hygienic practice during milking is an important element of the system of controls necessary to 
produce safe and suitable milk and milk products.  Failure to maintain adequate sanitation and employee 
practices has been shown to contribute to the contamination of milk with undesirable or pathogenic 
microorganisms or chemical or physical hazards. 
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3.3  HANDLING, STORAGE AND TRANSPORT OF MILK 

With consideration given to the end use of the milk, handling, storage and transport of milk should be 
conducted in a manner that will avoid contamination and minimize any increase in the microbiological 
load of milk. 

Proper handling, storage and transport of milk are important elements of the system of controls necessary to 
produce safe and suitable milk and milk products.  Contact with unsanitary equipment and foreign materials 
are known causes of milk contamination.  Temperature abuse is known to increase the microbiological load 
of milk.  

3.3.1  Milking Equipment 

Milking equipment should be designed, constructed, installed, maintained and used in a manner that 
will avoid the introduction of contaminants into milk. 

Milking equipment is normally designed and constructed according to recognized standards that avoid the 
introduction of contaminants into milk.  Equipment selected for installation on dairy farms should meet 
recognized design and construction standards.  Recognized guidelines also exist for the proper use, cleaning 
and maintenance of milking equipment; such guidelines should be followed to avoid transfer of disease 
between animals through milking equipment and to help ensure obtaining milk that is safe and suitable. 

Milking equipment should be operated in a manner that will avoid damage to udder and teats and that 
will avoid the transfer of disease between animals through the milking equipment. 

It is important to prevent any damage to udder and teats by milking equipment since such damage can lead 
to infections and consequently adversely affect the safety and suitability of milk and milk products. 

3.3.2  Storage Equipment 

Milk storage tanks and cans should be designed, constructed, maintained and used in a manner that 
will avoid the introduction of contaminants into milk and minimize the growth of microorganisms in 
milk. 

3.3.3  Premises for, and Storage of, Milk and Milking-Related Equipment 

Premises for the storage of milk and milking-related equipment should be situated, designed, 
constructed, maintained and used in a manner that avoids the introduction of contaminants into milk. 

Whenever milk is stored, it should be stored in a manner that avoids the introduction of contaminants 
into milk and in a manner that minimizes the growth of microorganisms.  

3.3.4  Collection, Transport and Delivery Procedures and Equipment 

This section also covers the activities of personnel involved in the transport of milk. 

Milk should be collected, transported and delivered without undue delay, and in a manner that avoids 
the introduction of contaminants into milk and minimizes the growth of microorganisms in the milk. 

Note: See Section 10 for provisions on the training of personnel involved in the collection, transport and 
delivery of milk.  

Milk transport tankers and cans should be designed, constructed, maintained and used in a manner 
that will avoid the introduction of contaminants into milk and minimize the growth of microorganisms 
in milk. 

3.4  DOCUMENTATION AND RECORD KEEPING 

Records should be kept, as necessary, to enhance the ability to verify the effectiveness of the control 
systems.  
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4  ESTABLISHMENT: DESIGN AND FACILITIES 

These principles and guidelines are supplemental to those contained in Section 4 of the Recommended 
International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 and 
to the general principles presented in Section 2.3 above.  

4.1  EQUIPMENT 

Equipment should be designed and installed such that as far as possible dead ends or dead spots in 
milk pipelines do not occur. 

Where dead ends or dead spots occur, special procedures should ensure they are effectively cleaned or 
otherwise do not permit a safety hazard to occur. 

5  CONTROL OF OPERATION 

These principles and guidelines are supplemental to those contained in Section 5 of the Recommended 
International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 
(including the Annex on Hazard Analysis and Critical Control Point (HACCP) System and Guidelines for its 
Application) and to the overarching principles presented in Section 2.3 above.  

USE OF THIS SECTION 

This section contains principles for the control of operation that are intended to be applied in such a manner 
as to result in meeting acceptable levels of relevant hazards specified as Food Safety Objectives and/or 
related objectives and criteria, or end product criteria that have been established to express the level of 
protection for the specific situation.  Guidelines for applying the principles with respect to physical, chemical 
and microbiological hazards are provided in this section as well.  Details given in Annex II provide guidance 
on the establishment and management of control measures used to achieve safety and suitability during and 
after processing.  

For the effective implementation of the provisions in this Section, milk should be produced in accordance 
with Section 3 and Annex I of this Code. 

5.1  CONTROL OF FOOD HAZARDS 

The combination of control measures should effectively control the identified hazards in milk and milk 
products. 

The combination of control measures should be designed in a systematic way, and the chosen combination 
should be adapted to the hygiene status of the milk and raw materials used with consideration given to the 
relevant microbiological, chemical and physical hazards of concern and to the establishment of Food Safety 
Objective(s) and/or related objectives and criteria. 

Where appropriate control measures and/or control measure combinations are chosen to control hazards that 
are reasonably likely to occur, the procedures described in sections 5.1.1 to 5.1.3 and corresponding 
guidelines contained in Annex II should be implemented in order to minimize or prevent the likelihood of a 
health risk to the consumer.  

The following procedures are intended to enhance and supplement those aspects of the HACCP Annex to the 
International Recommended Code of Practice: General Principles of Food Hygiene, which are critical to the 
successful design of a system of food safety controls.  

5.1.1  Hazard Identification and Evaluation 

All potential hazards should be identified. 

This should be done before control measures are selected and is the first step in the hazard analysis. 
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The identification should be based on the initial descriptions developed during preliminary steps and on 
experience, external information, as well as epidemiological and other historical data that have been 
associated with the type of food under consideration, the type of raw materials and ingredients used, and that 
may be introduced during processing and distribution.  To insure a comprehensive approach, the various 
step(s) in the manufacturing process, from material selection through processing and distribution, where a 
hazard may occur or be introduced should be identified.   

Each potential hazard should be evaluated to determine the severity of its adverse health effects and 
reasonable likelihood of occurrence. 

Potential hazards that are determined to have severe adverse health effects and/or are reasonably likely to 
occur should be subject to control by the system of control measures. 

5.1.2  Control Measure Selection  

Following hazard evaluation, control measures and control measure combinations should be selected 
that will prevent, eliminate, or reduce the hazards to acceptable levels.  

The next step in the hazard analysis process is to select control measures that will be effective in controlling 
those hazards. A number of such control measures are further described in Annex II, Parts A and B. 

Guidance on how to provide reference validations of individual control measures or control measure 
combinations against individual hazards in various media is given in Guidelines for the Validation of Food 
Hygiene Control Measures (CCFH document under development). 

5.1.3  Establishment of Process Criteria  

Process criteria for control measures should be established in order for the process to be applied in a 
manner that will meet the performance required, i.e., assure the adequate delivery of the control 
measure. 

Process criteria should be established at such intensities that the control measures actually deliver the 
expected performance, taking into account normal process deviations.  

5.2  KEY ASPECTS OF HYGIENE CONTROL SYSTEMS  

5.2.1  Temperature and Time Controls 

From milk production through to finished products, products should be stored at appropriate 
temperatures and for appropriate times such that the growth or development of a food safety hazard 
will be minimized and the product’s suitability will not be adversely affected. 

Because milk and many milk products have a sufficient moisture content to support the growth of pathogens, 
temperature and time controls represent key microbiological control measures to control growth throughout 
the manufacturing process, from the handling of milk to the distribution and storage of perishable milk 
products (e.g., pasteurized drinking milk, desserts, and soft cheeses, depending on shelf life).  For instance, 
for liquid milk, increased storage temperature will decrease the shelf life. 

5.2.1.1 Management of products within the plant 

Incoming milk 

When arriving at the dairy plant, and provided that further processing does not allow otherwise, the 
milk should be cooled and maintained at such temperatures as necessary to minimize any increase of 
the microbial load of the milk.  

The principle of "first arrived, first processed" should apply.  

Intermediate Products 

Intermediate products that are stored prior to further processing should, unless further processing 
does not allow it, be kept under such conditions that limit/prevent microbial growth or be further 
processed within a short time period.  
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The ultimate safety and suitability of milk and milk products, as well as the intensity of the control measures 
that need to be applied during processing, depends not only on the initial microbial load upon receipt at the 
dairy plant but also on preventing the growth of microorganisms.  Application of proper storage 
temperatures and management of raw materials is an essential factor in minimizing microbial growth.  The 
ability of a product to meet intended Food Safety Objectives and/or related objectives and criteria is 
dependent upon the proper application of the control measures, including time and temperature controls.  

There should be adequate stock rotation, based on the principle of “first in, first out”. 

5.2.1.2  Distribution of Finished Products 

It is essential that milk and milk products be kept at an appropriate temperature in order to maintain 
their safety and suitability from the time it is packaged until it is consumed or prepared for 
consumption. 

While the storage temperature should be sufficient to maintain the product’s safety and suitability 
throughout the intended shelf life, the appropriate storage temperature will vary depending upon whether 
the product is perishable or non-perishable.  For perishable products, the distribution system should be 
designed to maintain adequate low-temperature storage to ensure both safety and suitability.  For non-
perishable products designed to be shelf-stable at ambient temperature, extremes of temperature should be 
avoided, primarily to assure maintaining suitability.  Reasonably anticipated temperature abuse should be 
taken into account in designing the normal patterns of distribution and handling. 

5.2.1.3  Establishment of Shelf Life 

 It is the responsibility of the manufacturer to determine the shelf life of the product and the conditions 
for storage. 

Limitation of shelf life is a control measure that, in many cases, is decisive for the safety and suitability of 
the product. The corresponding storage conditions are an integral aspect of product shelf life. 

5.2.2  Specific Process Steps 

Annex II, Appendices A and B contain examples of processes used during the manufacture of milk products 
that can control hazards that are reasonably likely to occur. These processes include both extrinsic and 
intrinsic factors that influence the growth of microorganisms. 

Extrinsic factors refer to factors impacting the product from the environment in which the food is placed. 
Examples include temperature, time, and relative humidity of the air. 

Intrinsic factors refer to internal factors in the product itself (food matrix), influenced by or as consequence 
of extrinsic factors, that have an impact on the growth and/or survival of microorganisms.  Examples include 
water activity, pH, nutrient availability, competition of microorganisms, and bacteriocins or other growth 
inhibitors.  

5.2.3  Microbiological and Other Specifications 

Where they are employed, microbiological criteria, including those used to verify the effective application of 
control measures within the framework of HACCP principles, should be developed in accordance with the 
Principles for the Establishment and Application of Microbiological Criteria for Foods, CAC/GL 21-1997, 
including the use of a risk assessment approach as specified in the Principles and Guidelines for the Conduct 
of Microbiological Risk Assessment, CAC/GL 030-1999. 

5.2.3.1  Incoming Milk 

Manufacturers should establish incoming milk criteria that take into account the end use of the milk 
and the conditions under which the milk was produced. 

Depending upon the end use of the milk, particularly for milk used in the production of raw milk products, 
certain specific microbiological criteria may be appropriate to verify the microbiological quality of the milk 
used as raw material. 

Corrective action taken for non-compliance with incoming milk criteria should be commensurate with 
the potential risks presented by the non-compliance. 
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Incoming milk that is out of compliance with established criteria indicates that the control measure system is 
not working properly and corrective action should be taken to identify and resolve causative problems. 

5.2.3.2  Microbiological criteria  

Microbiological criteria may be necessary to be established at different points in the process for 
carrying out the design of control measure combinations and for the verification that the control 
system has been implemented correctly 

In some cases, for example where more comprehensive control measures are put into place to ensure the 
safety and suitability of milk (such as may be the case for raw milk intended to be used in the production of 
raw milk products), it may be necessary to establish criteria for in-process product, intermediate product or 
finished product in order to verify that the more comprehensive set of control measures have been properly 
carried out. 

5.2.4  Microbiological cross contamination 

The flow of the product and of the ingredients within equipment and through the processing facility 
should maintain a forward progression from raw material receipt to finished product packaging so as 
to avoid cross contamination. 

The flow of the water, air, effluents, and milk should be carefully evaluated to ensure that the potential for 
cross-contamination does not occur.  Similarly, the flow of personnel should be evaluated to ensure that their 
actions couldn’t contaminate milk. 

There should be adequate separation of areas with different levels of contamination risk. 

Milk products that have been returned from other locations should be identified, segregated and stored in a 
clearly designated area. 

Where there is the potential for cross-contamination between end products and raw materials or intermediate 
products, and from contaminated areas such as construction and rebuilding areas, consideration should be 
given to a physical separation, such as by the application of barrier hygiene (the application of physical or 
mechanical barriers to prevent or minimize the transfer of contaminants or potential sources of contaminants) 
and wet/dry area segregation. 

5.2.5  Physical and Chemical Contamination 

Preventive measures should be implemented to minimize risks of contaminating milk and milk 
products with physical and chemical hazards and foreign substances.  

Avoiding physical and chemical contamination of milk and milk products during processing requires the 
effective control of equipment maintenance, sanitation programmes, personnel, monitoring of ingredients 
and processing operations. 

Preventive measures should include those that will minimize the potential for cross contamination of 
allergenic components and/or ingredients that may present in other products to a milk product in which 
these components and/or ingredients are not supposed to be present. 

5.3  INCOMING MATERIAL (OTHER THAN MILK) REQUIREMENTS 

Ingredients used for the processing of milk products should be purchased according to specifications, 
and their compliance with these specifications should be verified. 

Contaminated ingredients have been known to lead to unsafe/unsuitable milk products, since these 
ingredients are often added during processing where no further control measures are applied. 

Preferably, specifications for raw materials should be established such that their use will result in a safe and 
suitable product.  No raw material should be accepted if it is known to contain chemical, physical or 
microbiological contaminants that would not be reduced to an acceptable level by normal sorting and/or 
processing.  Raw materials should, where appropriate, be inspected and sorted before processing.  Any 
claims that raw materials meet safety and suitability specifications should be verified periodically. 
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5.4  WATER 

Dairy processing establishments should have potable water available, which prior to its first use, 
should meet the criteria specified by the competent authorities having jurisdiction and should be 
regularly monitored. 

Water recirculated for reuse should be treated and maintained in such a condition that no risk to the 
safety and suitability of food results from its use. 

Proper maintenance of water conditioning systems is critical to avoid the systems becoming sources of 
contamination.  For example, filter systems can become sources of bacteria and their metabolites if bacteria 
are allowed to grow on the organic materials that have accumulated on the filter. 

Appropriate safety and suitability criteria that meet the intended outcomes should be established for 
any water used in dairy processing. 

These criteria depend upon the origin and the intended use of the water.  For example, reuse water intended 
for incorporation into a food product should at least meet the microbiological specifications for potable 
water. 

Reconditioning of water for reuse and use of reclaimed, recirculated and recycled water should be 
managed in accordance with HACCP principles. 

Any reuse of water should be subject to a hazard analysis including assessment of whether it is appropriate 
for reconditioning.  Critical control point(s) should be identified, as appropriate, and critical limit(s) 
established and monitored to verify compliance.   

6  ESTABLISHMENT: MAINTENANCE AND SANITATION 
These principles and guidelines are supplemental to those contained in Section 6 of the Recommended 
International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003. 

6.1  MAINTENANCE AND CLEANING 

Processing areas should be kept as dry as possible. 

Use of dry cleaning methods, and limiting the use of water in processing areas, helps to avoid the spread of 
contamination by water.  Wet cleaning (other than Cleaning-in-Place) has been known to lead to milk 
product contamination due to the production of aerosols. 

All food product contact surfaces in piping and equipment, including areas that are difficult to clean 
such as by-pass valves, sampling valves, and overflow siphons in fillers should be adequately cleaned. 

6.2  CLEANING PROGRAMMES 

A routine programme to verify the adequacy of cleaning should be in place. 

All equipment and utensils used in processing should, as necessary, be cleaned and disinfected, rinsed with 
water which is safe and suitable for its intended purpose (unless the manufacturer’s instructions indicate 
rinsing is not necessary), then drained and air dried where appropriate. 

7  ESTABLISHMENT: PERSONAL HYGIENE 

No specific requirements beyond those contained in the Recommended International Code of Practice-
General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 are needed. 

8  TRANSPORTATION 

These principles and guidelines are supplemental to those set forth in Section 8 of the Recommended 
International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 and, 
as appropriate, those set forth in Code of Hygienic Practice for the Transport of Foodstuffs in Bulk and Semi-
Packed Foodstuffs. (CAC/RCP 47 – 2001.) 
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8.1  REQUIREMENTS 

Products covered under this Code should be transported at time/temperature combinations that will 
not adversely affect the safety and suitability of the product.  

8.2  USE AND MAINTENANCE 

In the case of refrigerated products, the vehicle product compartment should be cooled prior to 
loading and the product compartment should be kept at an appropriate temperature at all times, 
including during unloading. 

9  PRODUCT INFORMATION AND CONSUMER AWARENESS 

These principles and guidelines are supplemental to those contained in Section 9 of the Recommended 
International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003. 

9.1  LABELING 

Milk products should be labelled in accordance with the Codex General Standard for the Labelling of 
Prepackaged Foods (CAC/STAN 1; 1985 (Rev. 1 – 1991)), the Codex General Standard for the Use of 
Dairy Terms (CAC/STAN 206; 1999) and the relevant labelling section of Codex commodity standards for 
individual milk products. 

Unless the product is shelf stable at ambient temperatures, a statement regarding the need for refrigeration or 
freezing should be included on the label of the product. 

Additional provision for raw milk products 

Raw milk products should be labeled to indicate they are made from raw milk according to national 
requirements in the country of retail sale. 

10  TRAINING 

These principles and guidelines are supplemental to those contained in Section 10 of the Recommended 
International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003. 

10.1  TRAINING PROGRAMMES 

Milk producers and personnel involved in the collection and transport and retail of milk should be trained as 
necessary and have appropriate skills in the areas listed below: 

• health of animals and use of veterinary drugs; 

• manufacturing and use of feeds (more specifically fermented feeds); 

• herd management; 

• hygienic milking; 

• storage, handling, collection and transport of milk (cleaning of storage tanks, temperature 
requirements, sampling procedures, etc.); 

• microbiological, chemical and physical hazards and their control measures. 
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ANNEX I    

GUIDELINES FOR THE PRIMARY PRODUCTION OF MILK 

INTRODUCTION AND OBJECTIVES 

The detailed information contained in this annex should be implemented in order to reduce the likelihood of 
milk contamination through inadequate primary production practices.  This information will enable the 
implementation of the principles laid down in Section 3 of the main body of the Code by providing 
guidelines for their application.  

These measures, in combination with microbiological control measures found in Annex II, should be used to 
effectively control the microbiological hazards in milk products.  There is a close relationship between the 
hygienic conditions found in primary production and the safety and suitability of processed milk products 
based on the control measures presented in Annex II. 

SCOPE  

This Annex provides details of the approaches that should be used for the primary production of milk 
intended for further processing of an unspecified nature.  The milk should be subjected to the application of 
microbiological control measures described in Annex II.  

The degree to which on-farm practices control the likelihood of occurrence of food safety hazard in milk will 
have an impact on the nature of controls needed during the subsequent processing of the milk. Under normal 
circumstances, milk will be subjected to control measures sufficient to address any hazards that may be 
present.  Where the subsequent processing of milk does not involve the application of control measures 
necessary to address any hazards that may be present, the focus then becomes preventative in nature in order 
to reduce the likelihood that such hazards will occur during the primary production phase of the continuum.  
Likewise, in certain primary production situations, the occurrence of food safety hazards may be less 
avoidable, which will mandate the application of more stringent control measures during subsequent 
processing in order to insure the safety and suitability of the finished product. 

USE OF ANNEX I 

The information in Annex I is organized to correspond with the relevant sections in the main part of the Code 
and the Recommended International Code of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 
1969, Rev. 4, 2003.  Where a particular principle has been identified in the main body of the Code, 
guidelines for the application of that principle will be located in the corresponding section of this Annex. 

Additional Provisions for the Production of Milk Used for Raw Milk Products. 

When milk is intended to be used for the manufacture of raw milk products, the hygienic conditions used at 
the primary production are one of the most important public health control measures, as a high level of 
hygiene of the milk is essential in order to obtain milk with a sufficiently low initial microbial load in order 
to enable the manufacturing of raw milk products that are safe and suitable for human consumption. In such 
situations, additional control measures may be necessary.  Where applicable, these additional measures are 
provided at the end of each sub-section.  

Compliance with these additional hygienic provisions is important, and is considered mandatory in certain 
circumstances (where the nature of the finished product or national legislation requires), throughout the milk 
production process, up to the manufacture of the particular raw milk product.  In addition, increased 
emphasis in certain aspects of the production of milk for raw milk products (animal health, animal feeding, 
milk hygiene monitoring) are specified and are critical to the production of milk that is safe and suitable for 
the intended purpose.  To reflect the greater emphasis on the compliance needed on certain provisions, the 
word “should” has been substituted with the word “shall” where applicable. 

As is the case with the rest of this code, this section also does not mandate or specify the use of any one set 
of controls to be used, but leaves it up to those responsible for assuring the safety of the finished product to 
choose the most appropriate set of control measures for the particular situation. 
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There are a wide variety of raw milk products, most of which are cultured products such as cheeses. The 
range of moisture content, pH and salt content (among other parameters) in these products will have varying 
degrees of impact on any potential microbiological hazards that may be present in the milk used for their 
manufacture.  The degree to which the inherent characteristics of the product (or process used to manufacture 
the product) will control the hazard should guide the extent to which these potential hazards need to be 
prevented or controlled during primary production. 

A wide range of food safety approaches exist for the production of raw milk products. As is the case with the 
rest of this code, the approach taken in this section is intended to be flexible enough to take into account the 
different approaches used in different countries regarding the manufacture and marketing of raw milk 
products.  

Special Provisions for the Production of Milk on Small Holder Dairy Farms 

In the context of this Code, the expression “Small Holder Dairy Farm” refers to farms where the number of 
animals per farmer or per herd usually does not exceed 10, milking machines are not generally used, milk is 
not chilled at the producer’s level and/or the milk is transported in cans.  

Flexibility in the application of certain requirements of the primary production of milk in small holder dairy 
farms can be exercised, where necessary, provided that the milk is received by dairy plants and will be 
subjected to a combination of microbiological control measures sufficient to obtain a safe and suitable milk 
product. Such flexibility is indicated throughout this annex by the use of a parenthetical statement “if used” 
or “if applicable” placed next to the particular provision where the flexibility is needed. 

Flexibility as above may also apply to farms with larger number of animals but having similar economic 
constraints or limited water and/or power supplies, preventing investment in technological facilities and 
infrastructure. 

3  PRIMARY PRODUCTION 

3.1  ENVIRONMENTAL HYGIENE 

When water is used for the cleaning of the udder and for cleaning equipment used for the milking and 
storage of milk it should be of such quality that it does not adversely affect the safety and suitability of the 
milk. 

Precautions should be adopted to ensure that milking animals do not consume or have access to contaminated 
water or other environmental contaminants likely to cause diseases transmissible to humans or contaminate 
milk. 

3.2  HYGIENIC PRODUCTION OF MILK 

3.2.1  Areas and Premises for Milk Production 

3.2.1.1  Animal holding areas 

The design, layout and provision of holding areas should not adversely affect the health of animals. In 
particular, holding areas should be kept clean and maintained in a manner that minimizes the risk of animal 
infection or contamination of the milk. 

Access to the animal holding area, including the stable and attached premises, if used, should preclude the 
presence of other species that would adversely affect the safety of the milk.  

The holding area should, as far as practicable, be kept clean and free of accumulations of manure, mud or 
any other objectionable materials. 

If used, stable and stalls should be designed and constructed to keep them free of accumulations of manure, 
feed residues, etc. 

Animal holding areas should be designed such that animals with contagious diseases can be separated to 
prevent the transmission of disease to healthy animals. 
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Animal holding areas should not adversely affect the health of animals. In particular, the litter and the 
stabling area should be maintained in a manner that minimizes the risk of teat injuries and udder diseases. 

3.2.1.2 Milking areas and related facilities 

Premises where milking is performed should be situated, constructed (if applicable) and maintained in a 
manner that will minimize or prevent contamination of the milk. 

Milking areas should be kept free of undesirable animals such as pigs, poultry and other animals whose 
presence may result in the contamination of milk.  

Premises where milking is performed should be easy to clean, especially in areas subject to soiling or 
infection, e.g., they should have: 

• flooring constructed to facilitate draining of liquids and adequate means of disposing of waste; 

• adequate ventilation and lighting; 

• an appropriate and adequate supply of water of a suitable quality for use when milking and in 
cleaning the udder of the animals and equipment used for milking; 

• effective separation from all sources of contamination such as lavatories (if used) and manure heaps; 
and 

• effective protection against vermin. 

Additional Provisions for the Production of Milk Used for Raw Milk Products 

Only potable water can be used in milking areas, product storage areas and other critical areas.  

3.2.2  Animal Health 

Adequate management measures should be implemented to prevent animal diseases and to control drug 
treatment of diseased animals or herds in an appropriate way.  In particular, preventive measures should be 
taken to prevent disease including: 

• Eradication of animal diseases or control of risk of transmission of the diseases, according to the 
specific zoonosis 

• Management of other animals in the herd and other farmed animals present (including the 
segregation of diseased animals from healthy animals) 

• Management of new animals in the herd 

The milk should originate from herds or animals that are officially free of brucellosis and tuberculosis, as 
defined by the OIE International Animal Health Code.  If not officially free, then milk should originate from 
herds or animals that are under official control and eradication programmes for brucellosis and tuberculosis. 
If controls for brucellosis and tuberculosis were not sufficiently implemented, it would be necessary for the 
milk to be subjected to subsequent microbiological control measures (e.g., heat treatment) that will assure the 
safety and suitability of the finished product.  

Milk should be drawn from animals that: 

• are identifiable to facilitate effective herd management practices; 

• do not show visible impairment of the general state of health; and 

• do not show any evidence of infectious diseases transferable to humans through milk including but not 
limited to diseases governed by the OIE International Animal Health Code. 

Adequate measures should be implemented in order to prevent udder infections, especially: 

• the correct use of milking equipment (e.g. daily cleaning, disinfection and disassembling of equipment); 

• the hygiene of milking (e.g. udder cleaning or disinfection procedures); 

• the management of the animal holding areas (e.g. cleaning procedures, design and size of areas); 
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• the management of dry and lactation periods (e.g., treatment for the drying off). 

Additional Provisions for the Production of Milk Used for Raw Milk Products 

The milk cannot carry unacceptable levels of zoonotic agents. Therefore, the milk shall originate from 
individual animals: 

• that are identifiable such that the health status of each animal can be followed. To this effect: 

o the herd shall be declared to the  competent authorities and registered; 

o each animal shall be identified with a steadfast device and registered by the  competent 
authorities. 

• that do not show visible impairment of the general state of health and which are not suffering from any 
infection of the genital tract with discharge, enteritis with diarrhoea and fever, or recognizable 
inflammation of the udder; 

• that do not show any evidence (signs or analytical results) of infectious diseases caused by human 
pathogens (e.g., Listeriosis) that are transferable to humans through milk including but not limited to 
such diseases governed by the OIE International Animal Health Code; 

• that, in relation to brucellosis and tuberculosis, shall comply with the following criteria: 

o Cows milk shall be obtained from animals belonging to  herds that are officially free of 
tuberculosis and brucellosis in accordance  with the relevant chapters of the OIE International 
Animal Health Code; 

o Sheep or goat milk shall be obtained from animals belonging to sheep or goat herds that are 
officially free or free of brucellosis as per the OIE International Animal Health Code; 

o when a farm has a herd comprised of more than one species, each species shall comply with 
sanitary conditions that are mandatory for each particular species ; 

o if goats are in the same environment with cows, goats shall be monitored for tuberculosis. 

In addition, it is necessary that the milk also be checked for other relevant aspects in accordance with point 
5.2.3.1. (microbiological and other specifications) which can have an impact on the safety and suitability of 
raw milk products; these results may provide information regarding the health status of the animals. 

 In particular, preventive measures are needed to prevent disease including: 

• animals of unknown health status shall be separated, before being introduced in the herd, until such time 
that their health status has been established. During that separation period, milk from those animals shall 
not be used for the production of milk for the manufacture of raw milk products; 

• the owner shall keep a record of relevant information, e.g., results of tests carried out to establish the 
status of an animal just being introduced, and the identity for each animal either coming or leaving the 
herd. 

3.2.3  General Hygienic Practice 

3.2.3.1  Feeding 

The relevant aspects of the Codex Code of Practice on Good Animal Feeding (under development) should be 
applied to minimize or prevent the introduction of contaminants through feed or feeding practices.  

Additional Provisions for the Production of Milk Used for Raw Milk Products 

When using fermented feed, it is necessary that the feed be prepared, stored and used in a manner that will 
minimize microbial contamination.  Particular attention shall be given to compliance with good practices 
concerning the following aspects: 

• the design of  silos; 

• good production practices of silage; 
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• regular check of the quality of the fermented feed (organoleptic inspection or pH). 

The owner shall keep a record of relevant information concerning feed. 

3.2.3.2  Pest control 

Before pesticides or rodenticides are used, all efforts should be made to minimize the presence of insects, rats 
and mice. Although stables and milking parlours (if used) attract such pests, good preventive measures such 
as proper building construction and maintenance (if applicable), cleaning, and removal of faecal waste can 
minimize pests. 

Accumulations of manure should not be allowed to develop close to milking areas. 

 Mice and rats are also attracted to animal feed stores. Hence, any such feed stores should be located at a 
suitable place and feed kept in containers that provide adequate protection against such pests. 

If it is necessary to resort to chemical pest control measures, such products should be approved officially for 
use in food premises and used in accordance with the manufacturer’s instructions.  

Any pest control chemicals should be stored in a manner that will not contaminate the milking environment. 
Such chemicals should not be stored in wet areas or close to feed stores. It is preferable to use solid baits, 
wherever possible. 

No pesticides should be applied during milking. 

3.2.3.3  Veterinary Drugs6 

The relevant aspects of the Guidelines on the Control of Veterinary Drug Residues in Milk and Milk 
Products (under development) should be applied to minimize or prevent the introduction of drug residues in 
milk or milk products.   

Good husbandry procedures should be used to reduce the likelihood of animal disease and thus reduce the 
use of veterinary drugs. 

Only those medicinal products and medicinal premixes that have been authorized by competent authority for 
inclusion in animal feed should be used. 

Milk from animals that have been treated with veterinary drugs that can be transferred to milk should be 
discarded until the withdrawal period specified for the particular veterinary drug has been achieved.  
Established MRLs for residues of veterinary drugs in milk may serve as a reference for such verification. 

The veterinarian and/or the livestock owner or the collection centre should keep a record of the products 
used, including the quantity, the date of administration and the identity of animals. Appropriate sampling 
schemes and testing protocols should be used to verify the effectiveness of on-farm controls of veterinary 
drug use and in meeting established MRLs. 

3.2.4  Hygienic Milking 

Minimizing contamination during milking requires that effective hygienic practices be applied in respect of 
the skin of the animal, the milking equipment (whenever used), the handler and the general environment e.g. 
faecal sources of contamination. 

Milking should be carried out under hygienic conditions, including: 

• good personal hygiene of the milking personnel; 

• clean udders, teats, groins, flanks  and abdomens of the animal; 

• clean and disinfected milking vessels/equipment; and 

• avoidance of any damage to the tissue of the teat/udder. 

                                                 
6 Treatment with veterinary drugs should be consistent with the Code of Practice to Minimize and Contain 
Antimicrobial Resistance (under development by the Codex Committee on Residues of Veterinary Drugs in Foods). 
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In particular, during any milking, consideration should be given to minimizing and/or preventing 
contamination from the milk production environment and maintaining personal hygiene. 

Animals showing clinical symptoms of disease should be segregated and/or milked last, or milked by using 
separate milking equipment or by hand, and such milk should not be used for human consumption. 

Operations such as feeding the animals or placement/removal of litter should be avoided prior to milking in 
order to reduce the likelihood of contamination of the milking equipment and the milking environment from 
manure or dust. 

The milking animals should be maintained in an as clean state as possible. Prior to any milking, teats should 
be clean.  The milker should monitor by appropriate means that the milk appears normal, for example by 
careful observation of the condition of milking animals, by checking the milk of each animal for organoleptic 
or physicochemical indicators, and by using records and identification of treated animals. If the milk does 
not appear normal, the milk should not be used for human consumption.  The producer should take 
appropriate precautions to minimize the risk of infections to teats and udders, including the avoidance of 
damage to tissue.  Foremilk (initially drawn small quantity of milk) from each teat should be discarded or 
collected separately and not used for human consumption unless it can be shown that it does not affect the 
safety and suitability of the milk. 

3.2.4.1  Environmental contamination 

Milking operations should minimize the introduction of food-borne pathogens and foreign matter from the 
skin and general milking environment as well as chemical residues from cleaning and disinfection routines. 

3.2.4.2  Milking equipment design 

Milking equipment, utensils and storage tanks should be designed, constructed and maintained in such a way 
that they can be adequately cleaned and do not constitute a significant source of contamination of milk. 

Milking equipment should be designed such that it does not damage teats and udders during normal 
operation.   

3.2.4.3  Milking equipment cleaning and disinfection 

Milking equipment and storage tanks (and other vessels) should be thoroughly cleaned and disinfected 
following each milking, and dried when appropriate.  

Rinsing of equipment and storage tanks following cleaning and disinfection should remove all detergents and 
disinfectants, except in those circumstances where the manufacturer instructions indicate that rinsing is not 
required. 

Water used for cleaning and rinsing should be appropriate for the purpose, such that it will not result in 
contamination of the milk.  

Additional Provisions for the Production of Milk Used for Raw Milk Products 

Only potable water can be used in contact with milking equipment and other milk contact surfaces. 

3.2.4.4  Health and personal hygiene of Milking Personnel 

Milking personnel should be in good health. Individuals known, or suspected to be suffering from, or to be a 
carrier of, a disease likely to be transmitted to the milk, should not enter milk handling areas if there is a 
likelihood of their contaminating the milk.  Medical examination of a milk handler should be carried out if 
clinically or epidemiologically indicated. 

Hands and forearms (up to elbow) should be washed frequently and always washed before initiating milking 
or handling of milk. 

Milking should not be performed by persons having exposed abrasions or cuts on their hands or forearms. 
Any injury on hands or forearms must be covered with a water-resistant bandage. 

Suitable clothing should be worn during milking and should be clean at the commencement of each milking 
period. 
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3.3  HANDLING, STORAGE AND TRANSPORT OF MILK 

Time and temperature control is important during storage and transport of milk and depends highly on the 
type and effectiveness of the control measures applied during and after processing. Therefore, the needs for 
time/temperature control at farm level should be clearly communicated by the manufacturer of the milk 
products. 

3.3.1  Milking Equipment 

The design of milking equipment, where used, and cans, should ensure there are no crevices or recesses that 
can interfere with proper cleaning. 

Milking equipment should be installed and tested (if applicable) in accordance with manufacturer’s 
instructions and in accordance with any available technical standards that have been established by 
appropriate technical standards setting organizations for such equipment (e.g., IDF, ISO, 3A) in order to 
assist in assuring that the equipment is functioning properly. 

Milking equipment and cans should be cleaned and disinfected regularly and with sufficient frequency to 
minimize or prevent contamination of milk. 

There should be a periodic verification process to ensure that milking equipment is in good working 
condition. 

Milking equipment and utensils which are intended to come into contact with milk (e.g., containers, tanks, 
etc.) should be easy to clean and disinfect, corrosion resistant and not capable of transferring substances to 
milk in such quantities as to present a health risk to the consumer. 

Between inspections, milking equipment should be maintained in proper working condition. 

3.3.2  Milk Storage Equipment 

Milk storage tanks and cans should be so designed to ensure complete drainage and constructed to avoid 
contamination of the milk when it is stored.  

Milk storage equipment should be properly installed, maintained and tested in accordance with 
manufacturer’s instructions and in accordance with any available technical standards that have been 
established by appropriate technical standards setting organizations for such equipment (e.g., IDF, ISO, 3A) 
in order to assist in assuring that the equipment is functioning properly. 

Surfaces of milk storage tanks, cans and associated equipment intended to come into contact with milk 
should be easy to clean and disinfect, corrosion resistant and not capable of transferring substances to milk in 
quantities that will present a health risk to the consumer. 

Milk tanks and cans should not be used to store any harmful substance that may subsequently contaminate 
milk.  If milk storage tanks and cans are used to store foods other than milk, precautions should be taken to 
prevent any subsequent milk contamination. 

Storage tanks and cans should be cleaned and disinfected regularly and with sufficient frequency to minimize 
or prevent contamination of milk. 

Storage tanks or portions of storage tanks that are outdoors should be adequately protected or designed such 
that they prevent access of insects, rodents and dust in order to prevent contamination of milk. 

There should be a periodic verification process to ensure that milk storage equipment is properly maintained 
and in good working condition. 

Additional Provisions for the Production of Milk Used for Raw Milk Products 

Milk tanks and cans can be used only to store milk and milk products. 

It is necessary to verify, at least once a year, that milk storage equipment is maintained and in good working 
order.  
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3.3.3  Premises for, and Storage of, Milk and Milking-Related Equipment 

Premises for the storage of milk should be situated and constructed to avoid risk of contamination of milk or 
equipment. 

Premises for the storage of milk should have: 

• suitable milk refrigeration equipment, when appropriate; 

• a sufficient supply of water of a suitable quality of  for use in milking and in cleaning of equipment 
and instruments; 

• protection against vermin; 

• easily cleanable floors, if applicable; and 

• adequate separation between milking areas and any premises where animals are housed in order to 
prevent contamination of milk by animals. Where separation is not possible, adequate measures 
should be taken to ensure that the milk is not contaminated.  

 

Immediately after milking, the milk should be stored in properly designed and maintained tanks or cans in a 
clean place. 

Storage temperatures and times should be such that minimizes any detrimental effect on the safety and 
suitability of milk. The time and temperature conditions for milk storage at the farm should be established 
taking into account the effectiveness of the control system in place during and after processing, the hygienic 
condition of the milk and the intended duration of storage. In situations where the milk cannot be chilled on 
the farm, collection and delivery of this milk to a collection centre or processing facility within certain time 
limits may be required. These conditions may be specified in legislation, in Codes of Practice, or by the 
manufacturer receiving the milk in collaboration with the milk producer and the competent authority. 

Additional Provisions for the Production of Milk Used for Raw Milk Products 

When milk for further processing is not collected or used within 2 hours after milking, it shall be cooled: 

• to a temperature equal to or below 6°C when collected on a daily basis; or 

• to a temperature equal to or below 4°C when not collected every day.  

Deviations from those temperatures may be acceptable  if those deviations will not result in an increased risk 
of microbiological hazards, have been approved by the manufacturer receiving the milk, have been approved 
by the competent authority, and the end product will still meet the microbiological criteria established in 
accordance with  5.2.3.2. 

3.3.4  Collection, Transport and Delivery Procedures and Equipment  

3.3.4.1  Collection, Transport and Delivery Procedures 

Personnel and vehicular access to the place of collection should be adequate for the suitable hygienic 
handling of milk. In particular, access to the place of collection should be clear of manure, silage, etc. 

Prior to collection, the milk hauler or collection/chilling centre operator should check the individual 
producer’s milk to ensure that the milk does not present obvious indications of spoilage and deterioration. If 
the milk shows indications of spoilage and deterioration, it should not be collected. 

Collection and chilling centres, if employed, should be designed and operated in such a manner that 
minimizes or prevents the contamination of milk. 

Milk should be collected under hygienic conditions to avoid contamination of milk. In particular, the milk 
hauler or collection centre operator should, where appropriate, take samples in such a way to avoid 
contamination of the milk and should ensure that the milk has the adequate storage/in-take temperature prior 
to collection. 

The milk hauler should receive adequate training in the hygienic handling of raw milk. 
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Milk haulers should wear clean clothing. 

Milk hauling operations should not be performed by persons at risk of transferring pathogens to milk. 
Appropriate medical follow-up should be done in the case of an infected worker. 

Milk haulers should perform their duties in a hygienic manner so that their activities will not result in 
contamination of milk. 

The driver should not enter the stables or other places where animals are kept, or places where there is 
manure.  

Should driver clothing and footwear be contaminated with manure, the soiled clothes and footwear should be 
changed or cleaned before work is continued. 

The tanker driver should not enter the processing areas of the dairy plant. Conditions should be arranged to 
allow necessary communication with the staff of the dairy, delivery of milk samples, dressing, rest breaks, 
etc. without direct contact taking place with the dairy processing areas or with staff members involved with 
processing milk and milk products. 

Additional Provisions for the Production of Milk Used for Raw Milk Products 

Milk to be used for the manufacture of raw milk products shall be collected separately.  Mixing, or cross-
contamination with milk which does not comply with the quality (including microbiological) expected for 
the processing of raw milk products shall not be allowed. 

For example: 

• organize collection pick-ups in such a way that milk for the manufacture of raw milk products be 
collected separately ; or 

• use milk transport tankers with compartments that will allow the separation of the milk for raw milk 
products from milk to be heat processed combined with the pick-up of milk for raw-milk products 
before milk for other products. 

3.3.4.2  Collection, Transport and Delivery Equipment 

Guidance on the bulk transport of foods is given in the Code of Hygienic Practice for the Transport of Food 
in Bulk and Semi-Packed Food (CAC/RCP 47-2001). 

Milk transport tankers and cans should be designed and constructed such that they can be effectively cleaned 
and disinfected. 

Milk transport tankers and cans should be designed and constructed to ensure complete drainage. 

Milk transport tankers and cans should not be used to transport any harmful substance.  If milk transport 
tanks and cans are used to transport foods other than milk, precautions such as the implementation of 
adequate cleaning protocols should be taken to prevent any subsequent milk contamination. 

Surfaces of milk transport tankers, cans and associated equipment intended to come into contact with milk 
should be easy to clean and disinfect, corrosion resistant and not capable of transferring substances to the 
milk in such quantities as to present a health risk to the consumer. 

Milk cans and transport tankers (including the milk discharge area, valves, etc.) should be cleaned and 
disinfected with sufficient frequency in order to minimize or prevent contamination of milk. 

After disinfection, tankers and cans should be drained. 

Lorries, trucks or other vehicles which carry the tank or cans should be cleaned whenever necessary. 

3.3.4.3 Transport Time and Temperature  

Transport temperature and time should be such that milk is transported to the dairy or to the 
collection/chilling centre in a manner that minimizes any detrimental effect on the safety and suitability of 
milk.  
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The time and temperature conditions for the collection and transport of milk from the farm should be 
established taking into account the effectiveness of the control system in place during and after processing, 
the hygienic condition of the milk and the intended duration of storage. In situations where the milk cannot 
be chilled on the farm, collection and delivery of this milk to a collection centre or processing facility within 
certain time limits may be required. These conditions may be specified in legislation, in Codes of Practice, or 
by the manufacturer receiving the milk in collaboration with the milk producer, collector and transporter and 
the competent authority. 

Additional Provisions for the Production of Milk Used for Raw Milk Products 

The temperature of the milk to be used for the manufacture of raw-milk products shall not exceed 8°C, 
unless the milk has been collected within 2 hours after milking. 

Deviations from this temperature may be acceptable if these deviations will not result in an increased risk of 
microbiological hazards, have been approved by the manufacturer receiving the milk, have been approved by 
the competent authority and the end product will still meet the microbiological criteria established in 
accordance with  5.2.3.2. 

3.4  DOCUMENTATION AND RECORDKEEPING 

With respect to food safety, records should be kept where necessary on: 

• Prevention and control of animal diseases with an impact on public health; 

• Identification and movement of animals; 

• Regular control of udder health; 

• Use of veterinary drugs and pest control chemicals; 

• Nature and source of feed; 

• Milk storage temperatures; 

• Use of agricultural chemicals; 

• Equipment cleaning. 

 

 



ALINORM 04/27/13; Appendix II 
 

 

69

ANNEX II  

GUIDELINES FOR THE MANAGEMENT OF CONTROL MEASURES DURING AND 
AFTER PROCESSING 

INTRODUCTION AND OBJECTIVES  

The detailed information contained in this annex should be implemented in order to prevent, eliminate or 
reduce hazards associated with incoming materials to acceptable levels and to reduce the likelihood of milk 
contamination resulting from inadequate control of manufacturing operations. This information will enable 
the implementation of the principles laid down in Section 5 of the main body of the Code by providing 
guidelines for their application.  

These measures should be used in combination with guidelines on primary production found in Annex I in 
order to effectively control the microbiological hazards in milk products. There is a close relationship 
between the control of manufacturing operations and the safety and suitability of processed milk products 
based on the control measures presented in Annex II. 

SCOPE 

The provisions in this Annex reinforce and supplement the principles and guidelines specified in Section 5 of 
the Code (Control of Operation), in particular Section 5.1, and should apply to the manufacture of any milk 
product. The principles in Section 5, Control of Operation, as well as the hazard identification provisions of 
this annex apply not only to the control of microbial hazards but also to the control of chemical and physical 
hazards. 

The most common microbiological control measures are addressed in further detail in Part A (microbiostatic 
control measures) and Part B (microbiocidal control measures), respectively. However, this does not 
preclude in any way the use of additional and/or alternative microbiological control measures, provided that 
the general guidance provided in this Annex is followed.  

USE OF ANNEX II 

The information in Annex II is organized to correspond with the relevant sections in the main part of the 
Code and the Recommended International Code of Practice-General Principles of Food Hygiene, CAC/RCP 
1 - 1969, Rev. 4, 2003. Where a particular principle has been identified in the main body of the Code, 
guidelines for the application of that principle will be located in the corresponding section of this part of the 
Annex. 

These guidelines are supplemental to those contained in Section 5 of the Recommended International Code 
of Practice-General Principles of Food Hygiene, CAC/RCP 1 - 1969, Rev. 4, 2003 (including the Hazard 
Analysis and Critical Control Point (HACCP) System and Guidelines for its Application Annex) and to the 
overarching principles presented in Section 2.3 of the base document. 

The guidelines presented in this annex are intended to enhance and supplement those aspects of the 
Recommended International Code of Practice-General Principles of Food Hygiene HACCP Annex which 
are critical to the successful design of a system of food safety controls. The users of this document are 
encouraged to implement the guidelines contained in the HACCP Annex when designing a HACCP system 
and to refer to those Annex II guidelines for further details on the hazard analysis, control measure selection 
and critical limit determination. 

DEFINITIONS  

The definitions below apply for the purpose of this Annex, and in addition to those definitions contained in 
Section 2.5 of the main body of this Code. 

Microbiocidal treatments are control measures that substantially reduce or practically eliminate the number 
of microorganism present in a food. 
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Microbiostatic treatments are control measures that minimize or prevent the growth of microorganisms 
present in a food. 

Pasteurization is a microbiocidal heat treatment aimed at reducing the number of any pathogenic 
microorganisms in milk and liquid milk products, if present, to a level at which they do not constitute a 
significant health hazard. Pasteurization conditions are designed to effectively destroy the organisms 
Mycobacterium tuberculosis and Coxiella burnettii.  

UHT (ultra-high temperature) treatment of milk and liquid milk products is the application of heat to a 
continuously flowing product using such high temperatures for such time that renders the product 
commercially sterile at the time of processing. When the UHT treatment is combined with aseptic packaging, 
it results in a commercially sterile product.7 

5  CONTROL OF OPERATIONS 

5.1  CONTROL OF FOOD HAZARDS  

It is important that control measures are applied during both primary production and processing to minimize 
or prevent the microbiological, chemical or physical contamination of milk. In addition, special attention 
should be given during the processing of different milk products so that inadvertent cross-contamination 
does not occur, including with respect to ingredients that may contain allergenic substances. Note: A 
distinction can be drawn between the types of control measures used for microbiological hazards and those 
used for chemical and physical hazards. The control measures used for chemical and physical hazards in 
food are generally preventive in nature, i.e., they focus on avoiding the contamination of food with chemical 
or physical hazards in the first place rather than on reducing or eliminating such hazards once they have 
been introduced into the product. It should be noted however that there are some exceptions to this type of 
distinction, e.g., the use of filters, screens and metal detectors to remove certain physical hazards. 

Microbiological food hazards are controlled by appropriate selection of control measures applied during 
primary production in combination with control measures applied during and after processing. The result of 
applying any microbiocidal control measure depends significantly on the microbial load (including the 
concentration of microbiological hazards) in the material subjected to it. It is therefore important that 
preventive measures are applied in primary production to reduce the initial load of pathogenic 
microorganisms as well as during processing to avoid contamination within the processing environment. The 
initial microbial load significantly impacts the performance needed for the microbiological control measures 
applied during and after processing as well as the performance required for suitability. The safety and 
suitability of the end product depends not only on the initial microbiological load and the efficiency of the 
process, but also on any post-process growth of surviving organisms and post-process contamination.  

Individual control measures should be selected and applied in such combination as to achieve a sufficient 
performance as to result in end products with acceptable levels of hazards.  

Acceptable levels of contaminants in the end product should be identified and be based upon:  

• Food safety objectives, end product criteria and similar regulatory requirements, as applicable;  

• Acceptable levels derived from the purchaser constituting the subsequent link of the food chain; and/or 

• The maximum levels found acceptable by the manufacturer, taking into account acceptable levels agreed 
with the customer and/or regulatory measures established by public health authorities.  

The guidelines contained in sections 5.1.1 to 5.1.3 are intended to be supplemental to the Recommended 
International Code of Practice-General Principles of Food Hygiene HACCP Annex. 

                                                 
7 The concepts of aseptic packaging and commercially sterile can be found in the Codex documents on Low Acid and 
Acidified Canned Foods (CAC/RCP 23-1979, Rev. 2 (1993) and Aseptic Processing (CAC/RCP 40-1993). 
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5.1.1  Hazard Identification and Evaluation 

Hazard identification can be separated into two distinctly different parts, the identification of all potential 
hazards and the evaluation of the identified potential hazards to determine which are considered to have 
severe adverse health effects and/or are reasonably likely to occur and therefore need to be controlled 
through the implementation of effective control measures. 

The hazard identification should be based on the initial descriptions developed during preliminary steps 
contained in the Recommended International Code of Practice-General Principles of Food Hygiene, 
CAC/RCP 1 - 1969, Rev. 4, 2003, HACCP Annex and on experience, external information, as well as 
epidemiological and other historical data that have been associated with the type of food under consideration, 
the type of raw materials and ingredients used, and that may be introduced during the processing distribution.  
To insure a comprehensive approach, the various step(s) in the manufacturing process, from material 
selection through processing and distribution, where a hazard may occur or be introduced should be 
identified. 

The potential hazards for such consideration should be listed in relation to the identified acceptable levels, 
including established FSO(s), where available. 

For microbiological hazards, the likelihood of occurrence will depend on the actual prevalence in the milk 
and raw materials used. Factors influencing the prevalence are climatic conditions, animal species, 
prevalence of animal disease (sub-clinically or clinically) caused by the organism, prevalence of mastitis 
including the relative distribution of causing organisms, the adequacy of primary production practices 
including the potential of environmental contamination (feeding practices, water quality, milking hygiene 
level), and the potential for human contamination. Consultation of the competent authorities having 
jurisdiction in relation to the herds is appropriate. 

When evaluating potential microbiological hazards, consideration should be given to which of the organisms 
are likely to be present in the milk.  For instance, microbiological hazards that are not relevant in the 
geographical area of concern (e.g. because the prevalence is insignificant or zero) can be ruled out at an early 
stage. Also, where it can be verified that specific sanitary measures are successfully applied during primary 
production to prevent or significantly reduce introduction of a pathogen into the herd, including efficient 
eradication programmes, the pathogen in question may be ruled out. The manufacturer or other appropriate 
party is responsible for documenting the conditions that support such a determination. This can be 
accomplished by documenting the OIE status (e.g. disease-free area), the effectiveness of national 
programmes, the effectiveness of individual producer screening programmes, on the basis of documented 
historical evidence, and through the development of epidemiological evidence.  

Regular analysis of the milk (including but not restricted to microbiological analyses) received at the 
manufacturing establishment producing milk products can be used to verify the implementation of control 
measures affecting the likelihood of occurrence of a hazard, depending upon the technology used and the 
kind of milk product being made. 

Hazard identification should take into consideration the allergenic nature of some foods. Milk products may 
contain ingredients such as nuts, eggs and cereal grains that are known to be allergens 

Further, any additional hazards that can be introduced into the milk product during and after processing (e.g. 
environmental contamination, human contamination) should also be considered. During such considerations, 
the effectiveness of preventive measures taking place in the manufacturing environment (e.g., environmental 
and equipment sanitation programmes, employee practices, pest control programmes, etc.) should be 
evaluated to determine the likelihood of occurrence of potential hazards. 

5.1.2  Control Measure Selection 

Note: While the following guidelines are focused on the control of microbiological hazards, the concepts 
presented herein can be applied as well to the control of chemical and physical hazards. 

The next step in the hazard analysis process is to select control measures that will be effective in controlling 
those hazards. A number of such control measures are further described in Appendices A and B of Annex II. 
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Selection of individual Control measures 

Individual microbiological control measures can be grouped according to primary function as follows: 

• Microbiocidal control measures that reduce the microbial load, for instance by killing, inactivation or 
removal. These may be applied during processing as processing steps (e.g. microfiltration, thermization, 
pasteurization) or after the processing as intrinsic factors (e.g. ageing).  

• Microbiostatic control measures that prevent, limit or retard the growth of microorganisms by chemical 
or physical means. These are used to stabilize the product against activity of pathogens and spoilage 
organisms and may apply after milk production, during processing (e.g. in between processing steps) and 
after processing. Microbiostatic control measures still imply some probability of growth.  Microbiostatic 
control measures that are efficient after processing may be applied towards the product (e.g. 
temperature/time control) as extrinsic factors or be built into the product as intrinsic factors (e.g. 
preservatives, pH). 

• Microbiostatic control measures that prevent direct contamination of product, for instance by closed 
circuits or by appropriate packaging to protect the product. These are used to physically prevent 
contamination, in particular, during packaging and/or after processing.  

The use of a single processing step may have subsequent microbiological effects (e.g. reduction of pH, water 
content), while other microbiological control measures only reduce the number of microorganisms at the 
point in the manufacturing process, where it is applied.  

Combination of microbiological control measures 

More than one microbiological control measure is usually needed to control microbial content, to retard or 
prevent spoilage and to help prevent food borne diseases. Suitable combinations can be devised in order that 
specific organisms of concern can be reduced in number and/or no longer grow/survive in the product. Such 
suitable combinations are sometimes referred to by the dairy industry as “hurdle technology”. 

The combination of control measures has two main objectives: 

• During processing: Providing assurance that the levels of the pathogens (and/or spoilage organisms) of 
concern, where present, are kept at or reduced to acceptable levels.  

• After processing (packaging, distribution and storage): Providing assurance that the acceptable levels of 
the pathogens (and/or spoilage organisms) of concern that have been achieved during processing are kept 
under control throughout shelf life. 

It may be necessary to ensure that growth of microorganisms is kept to a minimum prior to processing, in 
between different processing steps, and after processing. The microbiostatic control measures used should be 
adapted to the need of the particular product in the particular situation. The resulting outcome in terms of the 
safety and suitability of the end product does not depend only on the initial microbial load and the 
effectiveness of the process, but also on any post-process growth of surviving organisms and post-process 
contamination. Therefore, all microbiological control measure combinations should be supported by 
appropriate preventive measures prior to and after the process, as deemed necessary. 

Depending on the source and possible routes of contamination, the hazard(s) may be kept under control by 
preventive measures implemented at primary production level and/or in processing environments. When 
evaluating microbiological preventive measures, it is particularly important to know which of the hazards are 
affected by the preventive measure and to what extent the measure reduces the probability of the hazard 
contaminating the milk product during milking, processing and/or distribution. Those microbiological 
hazards that are not managed adequately by preventive and microbiostatic control measures need to be 
managed and controlled by adequate microbiocidal control measures with sufficient combined performance. 

Microbiological control measures having effect only at the point of application must be applied in 
appropriate combinations with other microbiological control measures. 
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The combination of microbiological control measures is most efficient when it is multi-targeted, that is, 
when various individual measures are selected so that different factors effecting microbial survival are 
targeted, e.g., pH, Aw, availability of nutrients, etc. In many cases, a multi-targeted combination using 
microbiological control measures with low intensity may be more effective than one single measure with 
high intensity. The presence of a number of microbiological control measures inhibiting or reducing the 
number of microorganisms may be synergistic, that is that interaction occurs between two or more measures 
so that their combined effect is greater than the sum of their individual effects. Therefore, the utilization of 
synergistic effects can allow for combining microbiological control measures of less intensity than would be 
otherwise expected from each measure individually.  

Where flexibility from provisions in Annex I is granted for small holder dairy farms, particular attention 
should be paid to the nature of the granted deviations and their potential consequences in terms of hazard 
levels in the milk.  

Attention should be paid to the application of microbiocidal control measures with such performance that 
they effectively eliminate any risks associated with the transfer of additional zoonotic hazards to the milk.  
Similarly, where certain animal diseases are present in herds producing the milk, particular attention should 
be drawn to the recommendations in the OIE International Animal Health Code, as specific microbiocidal 
control measures or performances thereof may be necessary to eliminate the animal health risks associated 
with these diseases.  

5.1.3 Establishment of Process Criteria 

From the performance required, the corresponding process criterion or criteria (as appropriate to the nature of 
the microbiological control measure) should be established. They are intended for the appropriate 
implementation (set-up) of a processing step and for application in practical process control (e.g. filter size, 
pH, concentration of preservative, time/temperature combinations). In the context of HACCP, process 
criteria  may or may not  constitute critical limits. 

The performance of control measures and control measure combinations selected should be validated using 
procedures outlined in the Guidelines for the Validation of Food Hygiene Control Measures (in preparation).  
The validation of control measures or control measure combinations is especially important when 
establishing the effectiveness of new or developing technologies. validation may not be necessary in 
situations where well established control measures or technologies are considered to be acceptable. 

If the performance required cannot be achieved by the control measure(s) or if it is estimated and/or 
monitoring shows that the hazards are not under sufficient control by the selected combination of 
microbiological control measures, modification of the control system design is necessary.  

Examples of some of the modifications that can be made until the hazard of concern is considered under 
control include: 

• Increase of the intensities of the microbiological control measure(s) applied. 

• Identification of additional microbiological control measure(s) that target the hazard of concern. 

• Implementation of more stringent on-farm control measures 

• Introduction of specifically targeted measures at farm level that reduce the prevalence of the hazard 
of concern in the milk used 

• Reduction of the intended shelf life and/or amendments of the intended storage conditions 

 

Additional Provisions for the Manufacture of Raw Milk Products 

It is critical for a dairy farm, when producing milk intended for the manufacturing of raw milk product, to 
comply with the provisions (including the identified additional provisions) detailed in Annex I and in section 
5.2.3.1 of this Annex, and these activities should be frequently monitored and evaluated for their effective 
implementation. This evaluation may lead to the identification of needed improvements at the primary 
production level (practices, equipment, environment, etc.) or in the classification of dairy farms according to 
their ability to provide milk for the processing of raw milk products. 
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Any non-compliance detected either at the farm level or at the milk reception of a manufacturing plant 
should result in immediate action that may affect the farm, the manufacturing establishment or both. For this 
reason, there should be clear communication between the manufacturer and the farm and, if necessary, 
technical assistance should be provided to the primary producer by the manufacturer. 

5.2  KEY ASPECTS OF HYGIENE CONTROL SYSTEMS  

5.2.1  Time and Temperature Control 

5.2.1.2  Distribution of Finished Products 

Perishable products: 

The storage temperature should be sufficient to maintain product safety and suitability throughout the 
intended shelf life. If the temperature of the product is the principal means of preservation, it is essential that 
the product be maintained at the appropriate temperature. Validation of the selected temperature should be 
carried out except in situations where well established storage temperatures are considered acceptable. 

Regular and effective monitoring of temperatures of storage areas, transport vehicles and store display cases 
should be carried out where: 

• the product is stored, and 

• the product is being transported, within the product load, which could be done by using temperature 
indicating and recording systems; 

• the product is being presented for retail sale. 

Particular attention should be paid throughout storage and distribution to: 

• periods of defrosting of refrigeration units; 

• temperature abuse; and  

• overloading the cold storage facility. 

Products stable at ambient temperatures:  

Products that can be stored at ambient temperatures, should be protected against external agents and 
contamination, e.g., direct sun radiation, excessive heating, moisture, external contaminants, etc. from rapid 
temperature changes which could adversely affect the integrity of the product container or the safety and 
suitability of the product.  

5.2.1.3  Establishment of Shelf Life 

Product shelf life is influenced by a number of factors, such as: 

• Applied microbiological control measures, including storage temperatures; 

• Cooling methods applied to product; 

• Type of packaging (e.g., hermetically sealed or not, Modified Atmosphere Packaging); 

• Likelihood of post-process contamination and type of potential contamination. 

The shelf life of milk products may be limited by microbial changes (e.g., deterioration and growth of 
pathogenic and spoilage microorganisms to unacceptable levels). 

When establishing product shelf life, it is the responsibility of the manufacturer to assure and, as necessary, 
to demonstrate, that the safety and suitability of the milk product can be retained throughout the maximum 
period specified, taking into consideration the potential for reasonably anticipated temperature abuse during 
manufacture, storage, distribution, sale and handling by the consumer. 

These temperature abuses may allow the growth of pathogenic microorganisms, if present, unless appropriate 
intrinsic factors are applied to prevent such growth. 



ALINORM 04/27/13; Appendix II 
 

 

75

Explanatory note: Reasonably anticipated temperature abuse takes into account the normal period of 
transporting of purchased products to appropriate consumer storage facilities and normal patterns of handling 
during consumption, for instance, the number and length of periods in which the product is removed from the 
refrigerator and subjected to ambient temperatures until the whole package has been consumed. 

The possible reactivation of pathogens with time should be taken into account when determining the shelf 
life. 

Shelf life determination can be carried out at the plant level by testing products subjected to the storage 
conditions specified or by predicting microbial growth in the product under the specified storage conditions. 
Reasonable anticipated temperature abuse can be integrated into the study or be taken into account by 
applying an appropriate safety factor (e.g., by shortening the maximum durability specified in the labelling 
or by requiring lower storage temperatures).  

5.2.2  Microbiological and Other Specifications 

5.2.2.1  Milk 

The milk used for the manufacture of products covered by this Code should be evaluated based on sampling 
of milk from individual farms or milk collection centres. 

Upon receiving, the milk should be subject to olfactory and visual inspection.  Other criteria (e.g., 
temperature, titratable acidity, microbiological and chemical criteria) should be used to detect unacceptable 
conditions. 

Any-non-compliance with the above mentioned criteria, and in particular with regards to pathogens, should 
result in immediate corrective actions at the farm level and in the manufacturing establishment, for example: 
rejection of the milk for the processing of raw milk products; corrective actions on the milking procedure 
(cleaning and sanitation procedures of the milking equipment, cleaning or sanitation procedures of the udder, 
etc.,); quality of feed; the hygienic quality of the water supply; practices in animal holding areas; individual 
check of animals to find the animal(s) that may be the carrier; isolation of that animal from the herd as 
necessary. Corrective actions should be identified and implemented, and specific assistance to the dairy farm 
may need to be provided. 

In some cases, where more comprehensive control measures are put into place to ensure the safety and 
suitability of milk, as may be the case for raw milk intended to be used in the production of raw milk 
products, it may be necessary to classify farms into two categories: those acceptable for use in raw milk 
products and those that are not.  

Additional Provisions for Milk used in the Manufacture of Raw Milk Products 

Depending on the hazard analysis performed by the manufacturer and the combination of microbiological 
control measures applied during and after processing of milk products, specific microbiological criteria 
regarding pathogens (for example: Salmonella spp., Listeria monocytogenes) may need to be established.   
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APPENDIX A: MICROBIOSTATIC CONTROL MEASURES  

Note: The control measures described in this appendix are presented as descriptive examples only and 
require validation prior to use with respect to their effectiveness and safe use. 

Microbial growth is dependent upon many conditions in the organism’s environment such as: ingredients, 
nutrients, water activity, pH, presence of preservatives, competitive microorganisms, gas atmosphere, redox-
potential, storage temperature and time. Control of these conditions can therefore be used to limit, retard, or 
prevent microbial growth.  

Such microbiological control measures as well as microbiological control measures protecting the product 
against direct microbial contamination from the surroundings have microbiostatic functions.  

Many microbiostatic control measures act by interfering with the homeostasis8 mechanisms that 
microorganisms have evolved in order to survive environmental stresses.  

Maintaining a constant internal environment requires significant energy and material resources of the 
microorganism, and when a microbiological control measure disturbs the homeostasis there will be less 
energy left for the microorganism to multiply. Consequently, the organisms will remain in the lag phase and 
some may even die out before the homeostasis is re-established. 

Examples of typical microbiostatic control measures include the following: 

 

Carbon dioxide (CO2): The addition and/or formation of carbonic acid to obtain a multiple inhibitory 
effect, including the creation of anaerobic conditions by replacing oxygen, 
reducing pH, inhibiting certain intracellular enzymes (decarboxylation), and 
inhibiting the transport of water-soluble nutrients across the membrane (by 
dehydrating the cellular membrane). The efficiency depends mainly on the point 
of application. In ripened cheese, the emission of carbon dioxide from the 
cheese to the outside environment is often utilized to provide (almost) anaerobic 
conditions in the headspace of cheese packaging 

Coatings: The introduction of a physical barrier against contamination, with or without 
antimicrobial substances implemented into it (immobilized) to obtain a slow 
migration of these from the surface.  

Freezing: The lowering of temperature below the freezing point of the product combined 
with a reduction of the water activity. Freezing has microbiostatic as well as 
microbiocidal effects. 

Lactoferrins:  Retardation through the utilization of naturally present glycoproteins (highest 
concentration in colostrum) to prolong the lag phases of bacteria for 12-14 
hours, by binding iron in the presence of bicarbonates. 

Lactoperoxidase system9: The activation of the lactoperoxidase/thiocyanate/hydrogen peroxide system 
(indigenous system in milk) to inactivate several vital metabolic bacterial 
enzymes, consequently blocking their metabolism and ability to multiply.  
Guidance for application is provided in the Codex Guidelines for Preservation 
of Raw Milk by the Use of the Lactoperoxidase System (CAC/GL 13-1991).     

                                                 
8 Homeostasis is the constant tendency of microorganisms to keep their internal environment stable and balanced. For 
instance, microorganisms spend considerable efforts keeping their internal pH and osmotic pressure within narrow 
limits. 
9 These microbiostatic control measures should only be used as a last resort in countries where infrastructure does not 
permit cooling of milk at farm level or at collection centres. Whenever used, chemical methods should never replace 
nor delay implementing good hygienic practices in milk production. 



ALINORM 04/27/13; Appendix II 
 

 

77

Modified atmosphere: The establishing of a gaseous environment (either low in oxygen and/or high in 
carbon dioxide or nitrogen) to limit growth of aerobic microorganisms by 
impairing biochemical pathways. Modified atmosphere packaging (MAP) 
means that a modification of the gas atmosphere in the packaging is created. 
Establishing anaerobic environment to limit growth of aerobic microorganisms 
may proliferate certain anaerobic pathogenic microorganisms.  

Packaging: Packaging provides a physical barrier that protects against access of 
microorganisms from the surroundings.  

pH reduction: The creation of extra-cellular acid conditions that enables hydrogen ions to be 
imported into the cytoplasma of microorganisms, thus disturbing the 
homeostasis mechanism of the intracellular pH responsible for maintaining 
functionality of key cell components vital for continuing growth and viability. 
Low pH values are obtained by fermentation or addition of acids (inorganic or 
organic). The pH value for preventing growth depends on the pathogen, but lies 
typically between pH 4.0-5.0. Microorganisms become more sensitive to other 
microbiological control measures at lower pH. Synergy occurs with salt, water 
activity, organic acids, the LP-system, and antimicrobial substances. 

(Use of) Preservatives: The addition of certain additives to enhance keeping quality and stability 
through direct or indirect antimicrobial and/or fungicidal activity. Most 
preservatives are rather specific and have effect only on certain microorganisms. 

Redox potential control: The redox potential (Eh) is a measure of the oxidizing or reducing potential of 
food systems that determines whether aerobic or anaerobic microorganisms are 
able to grow. Eh is influenced by removal of oxygen and/or addition of 
reducing substances (e.g. ascorbic acid, sucrose, etc.). 

Refrigeration: The lowering of product temperature to limit microbial activity  

Time: The practice of applying very short collection/storage periods, limiting the shelf 
life of products, or immediate processing of raw milk to ensure that all 
microorganisms present are in the lag phase, and therefore not active and more 
susceptible to other microbiological control measures. 

Water activity control: The control of the water activity (aw) in the product (the accessibility of water 
for microorganisms, not the water content in the food), expressed as the ratio of 
water vapour pressure of the food to that of pure water.  The aw value for 
preventing growth depends on the pathogen, but lies typically between 0.90 and 
0.96.  Water activity can be controlled by:  

• concentration, evaporation and drying, which also increase the 
buffering capacity of milk (synergy);  

• salting (addition of sodium chloride), which also reduces the cell 
resistance against carbon dioxide and in the solubility of oxygen 
(synergy); and  

• sweetening (addition of sugars), which at aw below 0.90-0.95 also 
results in an antimicrobial effect, depending on the type of sugar 
(synergy). 
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APPENDIX B: MICROBIOCIDAL CONTROL MEASURES  

Note: the control measures described in this appendix are presented as descriptive examples only and 
require validation prior to use with respect to their effectiveness and safe use.  

Microbiocidal or practical elimination control measures act by reducing the microbial load, for instance 
through killing, inactivation or removal. 

Many microbiological control measures have multiple functions. Some microbiostatic control measures also 
have microbiocidal effects, the degree often depending upon the intensity at which they are applied (e.g. pH 
reduction, refrigeration, freezing, preservatives and indigenous antimicrobial systems). 

Pasteurization and other heat treatments of milk that have at least an equivalent efficiency are applied at such 
intensities (sufficient time/temperature combinations) that they practically eliminate specific pathogens. 
They have therefore been traditionally used as key microbiocidal control measures in the manufacture of 
milk products. Non-thermal microbiocidal control measures with similar efficiencies are not yet applied at 
such intensities that will render the milk product safe at the point of application.  

Examples of typical microbiocidal control measures include the following: 

Centrifugation: The removal of microbial cells of high density from milk using high centrifugal 
forces. Most efficient against microbial cells of high density, notably bacterial 
spores and somatic cells 

Commercial sterilization: The application of heat at high temperatures for a time sufficient to render milk 
or milk products commercially sterile, thus resulting in products that are safe 
and microbiological stable at room temperature.  

Competitive microflora: The reduction of the number of undesirable microorganisms by lowering the 
pH, consumption of nutrients, and production of bacterial antimicrobial 
substances (such as nisin, other bacteriocins and hydrogen peroxide). Usually, 
this microbiological control measure is applied by choice of starter cultures. The 
efficiency is determined by many factors, including the speed and level of pH-
reduction and variations in the pH level. 

“Cooking” of cheese curd: The application of heat to cheese curd, mainly for technical purposes. The heat 
treatment has a lower intensity than thermization but stresses microorganisms to 
become more susceptible to other microbiological control measures.   

Electromagnetic energy 
treatment: 

Electromagnetic energy results from high voltage electrical fields, which 
alternate their frequency millions of times per second (< 108 MHz). Examples 
are microwave energy (thermal effect), radio-frequency energy (non-thermal 
effects) or high electric field pulses (10 - 50 kV/cm, non-thermal effects). The 
treatment destroys cells by establishing pores in the cell walls due to the build 
up of electrical charges at the cell membrane. 

High-pressure treatment: Application of high hydrostatic pressures to irreversibly damage the membranes 
of vegetative cells. 

Microfiltration: Removal of microbial cells, clumps and somatic cells by recirculation over a 
microfilter. Normally, a pore size of ~0.6-1.4 µm is sufficient to separate most 
bacteria. Synergy in combination with heat treatment. 

Pasteurization: The application of heat to milk and liquid milk products aimed at reducing the 
number of any pathogenic microorganisms to a level at which they do not 
constitute a significant health hazard.  
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Pulsed high-intensity light: The application of (on e.g. packaging material, equipment and water) high 
intensity broadband light pulses of wavelengths in the ultraviolet, visible and 
infrared spectrum (~20,000 times sunlight) to destroy microorganisms. Due to 
the inability to penetrate in-transparent substances, the technology is only 
effective against surfaces, for instance, in the removal of biofilm and can 
therefore prevent cross contamination 

Ripening (ageing): The holding for such time, at such temperature, and under such conditions as 
will result in the necessary biochemical and physical changes characterizing the 
cheese in question. When applied as a microbiocidal control measure, the 
multifactoral, complex system developing in cheese (pH, antagonistic flora, 
decreased water activity, metabolism of bacteriocins and organic acids) is 
utilized to influence the microenvironment in and on the food and consequently 
the composition of the microflora present. 

Thermization: The application to milk of a heat treatment of a lower intensity than 
pasteurization that aims at reducing the number of microorganisms. A general 
reduction of log 3-4 can be expected. Microorganisms surviving will be heat-
stressed and become more vulnerable to subsequent microbiological control 
measures. 

Ultrasonication: The application of high intensity ultrasound (18-500 MHz) that cause cycles of 
compression and expansion as well as cavitation in microbial cells. Implosion of 
microscopic bubbles generates spots with very high pressures and temperatures 
able to destroy cells. More effective when applied in combination with other 
microbiological control measures. When applied at higher temperatures, the 
treatment is often referred to as “thermosonication”. 

Warm sealed packaging: The application of heat (80 to 95 °C) to a solid end product in connection with 
the packaging process, for instance to maintain the product at a viscosity 
suitable for packaging. Such process can be done in a continuous flow system or 
in batch processes. The product is sealed at the packaging temperature and 
chilled for storage/distribution purposes afterwards. When combined with low 
pH in the product, e.g. below 4.6, the warm sealed product may be 
commercially sterile as any surviving microorganisms may not be able to grow. 
A supplementary microbiostatic control measures is to ensure adequate cooling 
rates of packaged products to minimize potential for B. cereus growth. 

 

1  PASTEURIZATION OF MILK AND FLUID MILK PRODUCTS 

1.1  Description of Process 

Pasteurization can either be carried out as a batch operation (“batch pasteurization” or “LTLT-
pasteurization” (Low Temperature, Long Time)), with the product heated and held in an enclosed tank, or as 
a continuous operation (“HTST-pasteurization” (High Temperature, Short Time)) with the product heated in 
a heat exchanger and then held in a holding tube for the required time. 

Currently, the most common method of pasteurization is by means of heat exchangers designed for the HTST 
process (High Temperature Short Time). This process involves heating of the milk to a certain temperature, 
holding at that temperature under continuous turbulent flow conditions for a sufficiently long time, to ensure 
the destruction and/or inhibition of any hazardous microorganisms that may be present. An additional 
outcome is the delay of the onset of microbiological deterioration, extending the shelf life of milk.  

To save energy, heat is regenerated, i.e. the chilled milk feeding the exchangers is heated by the pasteurized 
milk leaving the pasteurization unit. The effect of this pre-heating is cumulative, and should be taken into 
account when simulating pasteurization conditions at laboratory scale. 
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Pasteurization carried out in a batch-process involves the heating of milk placed in a container to a certain 
temperature for sufficiently long time to achieve equivalent effects as in the case of the HTST process. The 
heat can be supplied externally or internally in heat exchangers or within a pasteurizer. Due to the non-
continuous flow conditions, heating and cooling takes longer and will add to the effect (cumulative). 

1.2  Process Management   

Performance criteria  

As C. burnettii is the most heat-resistant non-sporulating pathogen likely to be present in milk, pasteurization 
is designed to achieve at least a 5 log reduction of C. burnettii in whole milk (4% milkfat).  

Process criteria 

According to validations carried out on whole milk, the minimum pasteurization conditions are those having 
bactericidal effects equivalent to heating every particle of the milk to 72 °C for 15 seconds (continuous flow 
pasteurization) or 63 °C for 30 minutes (batch pasteurization). Similar conditions can be obtained by joining 
the line connecting these points on a log time versus temperature graph.10 

Processing times necessary rapidly decrease with minimal increase in temperature. Extrapolation to 
temperatures outside the range of 63 to 72 °C, in particular, processing at temperatures above 72°C must be 
treated with the utmost caution as the ability for them to be scientifically [validated] is beyond current 
experimental techniques.   

For example, it would be extremely difficult if not impossible to determine pasteurization efficiency at 80°C 
given the extrapolated processing time would be around 0.22 seconds to achieve at least a 5 log reduction. 

To ensure that each particle is sufficiently heated, the milk flow in heat exchangers should be turbulent, i.e. 
the Reynolds number should be sufficiently high. 

When changes in the composition, processing and use of the product are proposed, the necessary changes to 
the scheduled heat treatment should be established and a qualified person should evaluate the efficiency of 
the heat treatment. 

For instance, the fat content of cream makes it necessary to apply minimum conditions greater than for milk, 
minimum 75 °C for 15 seconds. 

Formulated liquid milk products with high sugar content or high viscosity also require pasteurization 
conditions in excess of the minimum conditions defined for milk. 

Verification of process 

The products subjected to pasteurization should show a negative alkaline phosphatase reaction immediately 
after the heat treatment as determined by an acceptable method.  Other methods could also be used to 
demonstrate that the appropriate heat treatment has been applied.     

                                                 
10 Note: The time/temperature combinations for HTST pasteurization were established many years ago on the basis of 
the hygiene status at that time (quality of raw milk and of hygiene management levels). With time, the hygiene status 
has increased considerably. However, the tradition to specify the minimum time/temperature combinations in 
regulatory texts has not enabled the elevation of the hygiene status to be converted into the application of microbiocidal 
control measures of less intensity. Instead, it has been (and still is) converted into extension of the product shelf life. 
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Alkaline phosphatase11 can be reactivated in many milk products (cream, cheese, etc.). Also, microorganisms 
used in the manufacture may produce microbial phosphatase and other substances that may interfere with 
tests for residual phosphatase. Therefore, this particular verification method must be performed immediately 
after the heat treatment in order to produce valid results. Note: Low residual alkaline phosphatase levels in 
heat-treated milk (below 10 µg p-nitro-phenol equivalent/ml) are taken as assurance that the milk has been 
correctly pasteurized and that it has not been contaminated by raw milk. However, although this measure is 
still considered as being the most appropriate method of verification, the factors listed below influence the 
residual levels and should be taken into account when interpreting the results: 

Initial concentration in milk: the “pool” of alkaline phosphatase present in milk varies widely between 
different species and within species. Typically, raw cow’s milk shows an activity much higher than goats 
milk. As pasteurization results in a log reduction of the initial level, the post-pasteurization residual level 
will vary with the initial level in the raw milk. Consequently, different interpretation according to origin of 
the milk is necessary and in some cases, the use of alkaline phosphatase testing to verify pasteurization may 
not be appropriate. 

Fat content of the milk: Phosphatase is readily absorbed on fat globules, thus the fat content in the product 
subjected to pasteurization influence the result (typical concentrations in cows milk: skim 400 µg/ml; whole 
800 µg/ml, and 40% cream 3500 µg/ml). 

Application of pre-heating: The level of alkaline phosphatase is decreased with heat, such as at temperatures 
typically applied in separation and in thermization. 

1.3  Application of Pasteurization 

Numerous manuals recognized by competent authorities exist for the correct layout, designs and 
constructions of suitable pasteurizing equipment as well as for practical operation and monitoring. Such 
manuals should be available and consulted whenever necessary. 

2  COMMERCIAL STERILIZATION OF MILK AND MILK PRODUCTS 

Details on the establishment of thermal processes designed to render milk or milk products commercially 
sterile can be found in the Codex document on Low-Acid Canned Foods (CAC/RCP 23-1979, Rev. 2 - 1993) 
and the Codex document on Aseptic processing (CAC/RCP 40 – 1993).  

2.1  Description of Process 

Commercial sterilization is a microbiocidal control measure that can be obtained by various heat treatments, 
the most common and [validated] methods being UHT (Ultra High Temperature) processing in combination 
with aseptic packaging or In-container Sterilization. 

UHT treatment is a continuous operation that can either be carried out by direct mixing of steam with the 
product to be sterilized, or by indirect heating by means of a heat exchanging surface, followed by further 
aseptic processing (eventual) and aseptic packaging/filling. Thus the UHT plant are constituted by heating 
equipment in conjunction with appropriate packaging equipment and, eventually, additional treatment 
equipment (e.g. homogenization). 

In-container sterilization may be a batch or continuous process. 

                                                 
11 Milk from different species of milking animals normally contains different levels of alkaline phosphatase. These 
differences should be taken into account when establishing criteria for phosphatase analysis and when establishing the 
effectiveness of alkaline phosphatase testing as a means to verify that pasteurization conditions have been properly 
applied. 
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2.2  Process Management   

Performance criteria 

Thermal processes necessary to obtain commercially sterile products are designed to result in the absence of 
viable microorganisms and their spores capable of growing in the treated product when kept in a closed 
container at normal non-refrigerated conditions at which the food is likely to be held during manufacture, 
distribution and storage. 

Process criteria  

For products at risk of contamination with Clostridium botulinum such as certain composite milk products 
(as identified as likely to occur by a hazard analysis), the minimum thermal process should be established in 
consultation with an official or officially recognized authority. Where the risk of contamination with 
Clostridium botulinum is lower, alternative thermal processes may be established by an official or officially 
recognized authority, provided that the end products are microbiologically shelf stable and verified. 

The combined effects of two or more treatments may be considered additive provided they comprise a single 
continuous process. 

UHT treatment 

UHT treatment is normally in the range of 135 to 150 °C in combination with appropriate holding times 
necessary to achieve commercial sterility. Other equivalent conditions can be established through 
consultation with an official or officially recognized authority. 

Validation of milk flow and holding time is critical prior to operation. 

See CAC/RCP 40 – 1993 for aspects of aseptic processing and packaging not already covered by this code. 

Verification of process 

The products subjected to commercial sterilization must be microbiologically stable at room temperature, 
either measured after storage until end of shelf life or incubated at 55 °C for 7 days (or at 30 °C for 15 days) 
in accordance with appropriate standards.  Other methods could also be used to demonstrate that the 
appropriate heat treatment has been applied.     

2.3  Application of Commercial Sterilization 

Numerous manuals exist for the establishment of thermal processes needed to achieve commercial sterility, 
for the proper layout, designs and constructions of suitable sterilization equipment and for practical operation 
and monitoring of thermal processing equipment. Such manuals should be available and consulted whenever 
necessary. 

Also, see CAC/RCP 23-1979, Rev. 2 (1993) for aspects of in-container sterilization not already covered by 
this code. 
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Appendix III 

DEFINITIONS TO BE INCLUDED IN THE PROCEDUAL MANUAL 

(for endorsement by the Codex Committee on General Principles) 

Food Safety Objective (FSO): The maximum frequency and/or concentration of a hazard in a food at the 
time of consumption that provides or contributes to the appropriate level of protection (ALOP). 

Performance Objective (PO): The maximum frequency and/or concentration of a hazard in a food at a 
specified step in the food chain before the time of consumption that provides or contributes to an FSO or 
ALOP, as applicable. 

Performance Criterion (PC): The effect in frequency and/or concentration of a hazard in a food that must 
be achieved by the application of one or more control measures to provide or contribute to a PO or an FSO.  
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Appendix IV 

Discussion Paper on the Management of the Work of the Committee 

Prepared by 

Australia, New Zealand, and United States of America  

Background 

The Codex Committee on Food Hygiene (CCFH) is moving towards a broad risk management-based 
approach to developing recommendations on ensuring consumer protection and facilitating fair practices in 
food trade.  This broad risk-management approach may employ microbiological risk assessment and may 
utilize a spectrum of risk management or risk communication work products including guidance documents, 
codes of hygienic practice, food safety objectives and microbiological criteria.  

The Codex Alimentarius Commission recognized this change in the Committee’s operation by adopting, at 
its 24th Session, two additional Terms of Reference for the Committee. Specifically, these are: 

• To suggest and prioritize areas where there is a need for microbiological risk assessment at the 
international level and to develop questions to be addressed by the risk assessor. 

• To consider microbiological risk management matters in relation to food hygiene and in relation to 
the microbiological risk assessment activities of FAO and WHO. 

The Committee recognized that the process of initiating work, preparing a microbiological risk assessment 
and developing a risk management strategy is a complex process, involving CCFH, the FAO/WHO Joint 
Expert Group on Microbiological Risk Assessment (JEMRA) and specific member countries.  The 
Committee also recognized that a structured, yet flexible process was needed to initiate and carry out this 
work in a timely, orderly and complete fashion.  The Committee, at its 34th Session, considered a Document 
(CX/FH 01/5 – Add.2) on a “Proposal for a Process by which the Codex Committee on Food Hygiene Could 
Undertake Its’ Work in Microbiological Risk Assessment/Risk Management originally submitted by the 
United States as a Conference Room Document at the 33rd Session of CCFH. 

The Committee agreed that establishing a process in regards to undertaking its work on microbiological risk 
management was beneficial and invited the United States to prepare a Discussion Paper on the subject for the 
Committee’s consideration at its 35th Session.  

During the 35th Session, CCFH requested the United States to revise the described process concerning work 
related to risk management so that it was simple, short, and flexible as possible.  It was agreed that the 
revised document should be circulated for further consideration and pending the outcome of the discussions 
be considered for inclusion in the Codex Alimentarius Procedural Manual.  A drafting group consisting of 
the United States of America in collaboration with Australia, Canada, India, Ireland, France, Germany, 
Japan, New Zealand, the Netherlands, Sweden, the United Kingdom, the Commission of the European 
Community, Food and Agriculture Organization, and World Health Organization was established to assist in 
the revision of the document. 

During the 35th Session, CCFH also concluded that because of increasing work load there was a need to 
develop a transparent procedure with established criteria for prioritizing its work.  Furthermore, since much 
of the work undertaken by CCFH impacts other Codex committees, the Committee also recognized the 
efficiency at which it achieves its work could be enhanced by fostering improved communications with other 
Codex committees.  Two working groups were established to develop discussion papers to address these 
needs: “Discussion Paper on the Development of Process, Procedures, and Criteria to Establish Priorities 
for the Work of the Codex Committee on Food Hygiene” which was led by New Zealand with the assistance 
of Australia, Austria, Brazil, Canada, Denmark, Finland, France, Japan, Malaysia, Norway, UK and the 
United States, and “Discussion Paper on the Development of Options for Cross-Committee Communication 
Process” led by Australia with the assistance of France, Norway, New Zealand, the United States and the 
European Commission.   
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During discussions among the three working groups, it was evident that there is substantial overlap in areas 
being addressed, and that it would be more effective to consolidate the three documents.  During the opening 
session of the 36th Session of the CCFH, the leads of the three working groups recommended to the 
Committee the consolidation of the work items.  

• Proposed Draft Process by which the Committee on Food Hygiene Could Undertake Its Work in 
Microbiological Risk Assessment/Risk Management. (Agenda Item 5(a), CX/FH 04/5). 

• Development of Process, Procedures and Criteria to Establish Priorities for the Work of the Codex 
Committee on Food Hygiene (Agenda Item 5(b), CX/FH 04/5-Add.2. (Discussion Paper) 

• The Development of Options for a Cross-Committee Interaction Process (Agenda Item 5(c), CX/FH 
04/5, Add.3). (Discussion Paper) 

In recommending to the Committee the consolidation of the three documents, the three working groups were 
cognizant of the “Codex Strategic Framework 2003-2007” and the activities of the Codex Committee on 
General Principles (CCGP) related to their review of the Codex Procedural Manual in response to Codex 
Evaluation.  In particular, the working groups considered the draft changes related to “Criteria for the 
Establishment of Work Priorities” and the draft text on guidelines for the establishment and functioning of 
work groups, both physical and electronic.  The following document is intended to be consistent with and 
further elucidate how CCFH will implement and augment the general approach being developed by CCGP. 
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The Process by which the Codex Committee on Food Hygiene Will Prioritize and Undertake Its Work 

Purpose 

The following guidelines are established to assist the CCFH to: 

• Identify, prioritize and efficiently carry out its work; and, 

• Interact with other Codex committees and task forces as the need arises. 

Scope 

These guidelines apply to all work undertaken by the CCFH and encompass: guidelines and procedures for 
proposing new work; criteria and procedures for considering the priorities for proposed and existing work; 
procedures  implementing new work; and means for fostering and guiding the interaction of CCFH with 
other Codex committees and/or task forces on items of mutual interest. 

Guidelines for Undertaking New Work 

As specified in the Codex Procedural Manual, work undertaken by the Codex Committee on Food Hygiene 
should fall within its Terms of Reference1 and meet the Codex Criteria for the Establishment of Work 
Priorities2.  Furthermore, new work should be consistent with the strategic plan established by the 
Commission and the general procedures established by the Codex Committee on General Principles.  As a 
means of assisting it in meeting these goals, the Committee will use the following procedures to consider, 
accept and prioritize proposals for new work. 

Criteria for new work: 

• The proposal for new work should address a known or emerging public health issue or problem.  

• Public health issues or problems that impact on international trade.  

• Public health issues or problems that do not impact international trade but are of interest to a 
substantial number of member countries. 

• There is sufficient scientific knowledge available to provide scientifically sound guidance. 

Process for Considering New Work 

The Codex Committee on Food Hygiene will normally employ the following process for undertaking new 
work.  

1. A proposal for new work shall be developed. New work may be proposed by the Codex Alimentarius 
Commission, by the Committee on its own initiative, by another Codex subsidiary body upon referral to 
CCFH, by an individual country or countries, or by a recognized international intergovernmental 
organization. 

The proposal shall be consistent with, and include the specified elements of the project document 
required for approval of new work by the Codex Alimentarius Commission3 . 

The proposal should indicate the specific nature of the new work that is being proposed (e.g., new or 
revised code of hygienic practice, risk management guidance document). 

New or revised codes of hygienic practice should be consistent with the framework of the Recommended 
International Code of Practice: General Principles of Food Hygiene, (CAC/RCP 1-1969, Rev. 4 (2003). 

Risk management guidance documents, other than specific codes of hygienic practice may also be 
developed to provide risk management guidance. Two possible formats for the development of such risk 
management guidance documents are presented in Annex I.  

                                                 
1 Codex Procedural Manual, 13th Edition, p. 111. 
2 Codex Procedural Manual, 13th Edition, p. 69. 
3 Specifications for project document under development by the Codex Committee on General Principles for adoption 
by the Codex Alimentarius Commission.  Specific Codex Procedural Manual reference to be provided. 
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The proposal for work should be provided in written form that is consistent with the required Codex 
“project document,” preferably in sufficient time to be included in the formal agenda of the CCFH 
meeting at which the nominator wishes to have the proposal considered. 

To facilitate decision-making, when undertaking new work in the management of foodborne microbial 
hazards, the proposal should include a risk profile.  A risk profile is an abbreviated discussion paper that 
lays out the key elements of a microbiological risk management concern in order to facilitate decision-
making on the part of the Committee in relation to the need and scope of the newly proposed work.  The 
Risk Profile should provide the Purpose, Scope and Rational, and a Recommendation regarding the 
microbiological risk management concern and the proposed work and should, to the extent possible, 
provide information on the following elements: 

• Pathogen(s) and food(s) combination(s) of concern; 

• Description of the public health problem; 

• Food production, processing, distribution and consumption; 

• Other risk profile elements (e.g., extent of international trade of the food commodity, potential 
public health and economic consequence of establishing Codex risk management guidance; 
public perceptions of the problem and the risk; existence of regional/international trade 
agreements and how they impact the public health with respect to the hazard/commodity 
combination); 

• Risk assessment needs and questions for the risk assessors;  

• Available information and major knowledge gaps. 

2. The proposal, including, as appropriate, the Risk Profile and the scientific issues underlying the new 
work, will be reviewed by the Committee.  

3. The proposal will be accepted, submitted for revision or denied. If accepted: a) the  priority of the 
new work will be established using the criteria and procedures presented below; b) a project document will 
be developed and submitted to the Codex Alimentarius Commission (CAC) with a request for approval of 
the proposed new work.  The project document should contain the following elements: 

• The purposes and scope of the standard; 

• Its relevance and timeliness; 

• The main aspects to be covered; 

• An assessment against the Criteria for the Establishment of Work Priorities; 

• Relevance to the Codex strategic objectives 

• Information on the relation between the proposal and other existing Codex documents; 

• Identification of any requirement for and availability of expert scientific advice; 

• Identification of any need for technical input to the standard from external bodies so that this can be 
planned for; 

• The proposed time-line for completion of the new work, including the start date, the proposed date 
for adoption at Step 5, and the proposed date for adoption by the Commission; the time frame for 
developing a standard should not normally exceed five years. 

Criteria and Process for Prioritization of Work 

The Committee will annually review, evaluate and prioritize its work. This will be carried out by the 
Committee through a “Working Group for the Establishment of CCFH Work Priorities.”  This working 
group will provide recommendations for review and approval by the Committee.  The recommendations will 
present a proposed prioritization of potential new work.   
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In establishing priorities for its work, the Committee will use the criteria for new work outlined above.  The 
Committee will also use the following additional criteria. 

1. There is a need for urgent action to address an identified public health problem or issue. 

2. The work affects the ability of Codex to fulfill its mandate; that is, other work within CCFH or other 
committees cannot progress until the issue is addressed. 

3. New work is needed to facilitate risk analysis activities, e.g., establishment or revision of general 
principles or guidance.  

4. The need to revise existing CCFH texts to reflect current knowledge and/or consistency with the 
Recommended International Code of Practice: General Principles of Food Hygiene (CAC/RCP 1-
1969, Rev. 4-2003). 

5. The total resource capacity available to CCFH would dictate the total workload that could be 
undertaken by CCFH at any one time. 

The “Working Group for the Establishment of CCFH Work Priorities” should also assess the need for cross- 
committee interactions (see below). 

If the proposed new work will benefit from the acquisition of additional expert scientific advice such as an 
international risk assessment to be conducted by the FAO/WHO Joint Expert Committee on Microbiological 
Risk Assessment (JEMRA), this should also be considered in prioritizing work.  

A flow diagram for the categorization/prioritization of new and existing work for CCFH is given in flow 
chart. 

Process for Conduct of Work within CCFH 

1. Upon approval of the project document by the CAC, the new work will be undertaken through the Codex 
Step Procedure as provided for in the Codex Procedural Manual “Procedures for the Elaboration of 
Codex Standards and Related Texts”.  

2. An electronic or physical working group may be established to assist the Committee to undertake the 
new work. Working groups established by the Committee will follow the criteria established by Codex 
Alimentarius Commission.4   

3. In certain instances, CCFH work will require a risk assessment of other expert scientific advice.  This 
will be sought from FAO/WHO using the procedure outlined below.   

4. Upon completion of work the Committee will submit the final draft text to the Codex Alimentarius 
Commission at Step 8 of the Codex Step Procedure. 

Acquiring Scientific Advice 

There are instances where progress on the work of the Committee will require an international risk 
assessment or other expert scientific advice.  This advice will be sought through FAO/WHO Joint Expert 
Committee on Microbiological Risk Assessment (JEMRA) or through one or more FAO/WHO Joint Expert 
Consultations or Workshops.  In such instances the Committee shall serve as the risk managers and the 
FAO/WHO Joint Expert Committee on Microbiological Risk Assessment shall serve as the risk assessors. 
When undertaking such work, the Committee should follow the structured approach given in the Codex 
Principles and Guidelines for the Conduct of Microbiological Risk Management (under development). The 
Committee will also keep in mind the Codex Working Principles for Risk Analysis for Application in the 
Framework of the Codex Alimentarius5.  

In seeking an international risk assessment to be conducted by the FAO/WHO Joint Expert Committee on 
Microbiological Risk Assessment (JEMRA), CCFH should consider and seek advice on: 

1. The availability of sufficient scientific knowledge and data to conduct the needed risk assessment. 
(An initial evaluation of available knowledge and data will typically be provided within the Risk 
Profile.) 

                                                 
4  Criteria under development. See ALINORM 04/33,  paras. 104-119, and CX/GP 03/19/7. 
5  Codex Procedural Manual, 13th edition, pp. 42-48.. 
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2. There is a reasonable expectation that a risk assessment will provide results that can assist in 
reaching risk management decisions related to control of the microbiological hazard without unduly 
delaying the adoption of the needed microbiological risk management guidance. 

3. The availability of risk assessments performed at the regional, national and multinational levels that 
can facilitate the conduct of an international risk assessment. 

If the Committee decides to request that a microbiological risk assessment be developed, the Committee will 
forward a specific request to FAO/WHO and will provide the JEMRA with the risk profile document, a clear 
statement of the purpose and scope of the risk assessment, any time constraints facing the Committee that 
could impact the risk assessment, and the specific risk management questions to be addressed by the risk 
assessors.  The Committee will, as appropriate, also provide the risk assessors information relating to the risk 
assessment policy for the specific risk assessment work to be undertaken6.  FAO/WHO will inform the 
Committee of its agreement to carry out such work and will provide a scope of work for the Expert 
Consultation.  If a decision is made by FAO/WHO not to perform the requested risk assessment, FAO/WHO 
will inform the Committee of this fact and the reasons for not undertaking the work (e.g., lack of data, lack 
of financial resources). 

The Committee recognizes that an iterative process between risk managers and risk assessors is essential for 
the adequate undertaking of any microbiological risk assessment and the development of any microbiological 
risk management guidance document or other CCFH document(s).  The iterative process is described in 
Annex II. 

The FAO/WHO will provide the results of the microbiological risk assessment(s) to the Committee in a 
format and fashion to be determined jointly by the Committee and the JEMRA.  As needed, the FAO/WHO 
will provide scientific expertise at Committee session or working groups to provide guidance on the 
appropriate interpretation of the risk assessment. 

Unless jointly agreed upon otherwise, microbiological risk assessments carried out by the FAO/WHO 
JEMRA will operate under the framework contained in the Principles and Guidelines for the Conduct of 
Microbiological Risk Assessment (CAC/RCP 020-1999). 

Providing for Cross-Committee Interaction to Prioritize and Conduct CCFH Work 

In many instances, the work of the Codex Committee is interconnected with the work of other Codex 
committees and task forces. In such instances, it may be appropriate for cross-committee interaction to occur 
that is more extensive than that which would occur under the standing agenda item relating to “matters 
referred by the Codex Alimentarius Commission and/or Other Codex Committees to the Food Hygiene.”  In 
such situations, the following approach shall normally be used. 

• The Chair of CCFH will annually meet with the Chairs of other appropriate committees for the 
purpose of identifying (1) potential work that should be undertaken by CCFH and (2) work 
currently underway or planned by other committees that will require or benefit from consideration 
by CCFH. 

• The “Working Group for the Establishment of CCFH Work Priorities” work should consider as part 
of their deliberations the potential need for cross-committee interaction.  They should include an 
assessment of specific needs for cross-committee interactions(s) for each work project currently 
underway or being considered by CCFH.  Once a new project has been approved for work by 
CCFH, the lead country for the projects’ working group should, with the assistance of the CCFH 
Chair, establish the needed cross-committee interaction(s).  This will typically be communicated in 
writing to the Chair of the appropriate Codex committee(s) with a request for the matter to be 
considered by the committee and the results communicated back to CCFH. 

• As appropriate, when establishing working groups on items for which a cross-committee interaction 
has been identified, a request will be made to include representatives of that committee on the 
CCFH working group. 

                                                 
6  Codex Procedural Manual, 13th Edition, p. 52 (definition of risk assessment policy) and pp. 43-44) (working 

principles relating to risk assessment policy).  
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• As appropriate, the Chair of CCFH and the Chair(s) of the other appropriate committee(s), or their 
designated representatives, will be invited to attend each other Sessions. 
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Annex I 

 

SUGGESTED FORMATS FOR MICROBIOLOGICAL RISK MANGEMENT GUIDANCE 
DOCUMENTS 

 

Risk management guidance traditionally provided by the Codex Committee on Food Hygiene (CCFH) has 
primarily been accomplished through the development of the Recommended International Code of Practice: 
General Principles of Food Hygiene (CAC/RCP 1-1969, Rev. 4 (2003)) and commodity specific codes of 
hygienic practice. This risk management guidance has focused on the control of hazards generally in a given 
commodity type, both microbial and chemical (e.g., pesticide residues, heavy metal contaminants).  

More recently the need has arisen for the development of microbial pathogen specific risk management 
guidance; that is, guidance to control a specific microbial pathogen (e.g., Listeria monocytogenes) in one or 
more foods. 

Alternative formats for the presentation of microbial pathogen specific guidance are possible. Two possible 
formats are the following.  

Recommended International Code of Practice: General Principles of Food Hygiene Format 

Similar to the development of a commodity code of hygienic practice, a risk management document specific 
for the control for a microbial pathogen in a commodity(ies) can be developed in which the section and sub-
section headings of the Recommended International Code of Practice: General Principles of Food Hygiene 
are followed. When this format is used, only hygiene provisions needed to control the hazard that are 
supplemental to those provided the General Principles of Food Hygiene are given. The advantages of using 
such a format are that it provides a succinct means of providing specific risk management guidance in a 
format that is well understood by users of CCFH risk management guidance. 

Format to Present Risk Profile, Risk Mitigation Strategy, Monitoring and Review Information 

An alternative format may be helpful when it desirable to present optional risk mitigation strategies or when 
it is helpful to present microbiological risk profile and/or risk assessment information or information on 
monitoring and review programs.  In this regard, a risk management document incorporating the following 
sections, as appropriate, may be appropriate.   

Introduction and Background: This section should include an initial statement of the food safety problem. 
This section should also include the rationale and justification for the work and the Committee’s previous 
consideration and work on the subject. Included in this section can be summary information on the 
pathogen/commodity of concern, the effected populations and related information. 

Scope: A short statement on the microbiological pathogen(s)/commodity (commodities) to which the risk 
management guidance applies. 

Risk Profile: A description and evaluation of the food safety problem associated with the 
pathogen(s)/commodity combination(s).  This section should summarize the information presented in the risk 
profile provided to the Committee (see Attachment 2). 

Consideration of the Risk Assessment: Consideration and interpretation of the results of a risk assessment 
carried out by FAO/WHO JEMRA at the request the Committee.  Additional risk assessments conducted at a 
national level may also be considered in this section. 
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Risk Management Options: This section should present “best practices” options available for managing the 
risk from the pathogen/commodity combinations(s) over the entire food chain, including good hygienic 
practices and HACCP.   Member countries can then use this guidance to develop specific risk management 
options that consist of one or more control measures (e.g., guidance for primary production, processing 
requirements, handling requirements during distribution and marketing, consumer education programs), 
instituted to control the microbiological food safety hazard, that are consistent with their specific conditions 
and requirements.  Broad information on the types of risk management options can be found in the Codex 
Principles and Guidelines for the Conduct of Microbiological Risk Management (under development). 
Information should be presented in sufficient detail to enable development and implementation of food 
safety programs that adequately control the risk arising from the microbiological pathogen/commodity. 
Whenever possible, multiple risk management options that achieve the desired level of risk mitigation should 
be identified as a means of providing flexibility in foods safety control strategies.  The use of annexes is 
recommended to present detailed commodity related risk management control options.  If appropriate, Food 
Safety Objectives, performance criteria and microbiological criteria may be included in this section.  The 
evaluation of risk management options should consider the specific needs and capabilities of developing 
countries. 

Implementation:  Implementation of microbiological risk management options is the responsibility of 
national governments and industry. As appropriate, specific recommendations for the implementation of risk 
management options may be provided, particularly in relation to international trade.  

Monitoring and Review:  This section provides guidance on potential strategies for validating and verifying 
the effectiveness of risk mitigation strategies including the identification of potential metrics that can be used 
to assess successful, continuing implementation.  Information specific and pertinent to the monitoring and 
review of the specific pathogen/commodity combinations(s) addressed in the guidance document should be 
provided. Whenever possible, multiple strategies for effective monitoring and review should be provided so 
that member countries can identify strategies most pertinent to their requirements and conditions.  If there are 
no specific recommendations unique to the pathogen/commodity combination(s), only a reference to the 
Principles and Guidelines for the Conduct of Microbiological Risk Management (under development) is 
needed.  Where possible, monitoring and review should include guidance on potential metrics that can be 
used to assess the impact of the food control measures on public health. 



ALINORM 04/27/13; Appendix IV  
 

84

PROCESS OF CATEGORIZATION AND PRIORITIZATION OF NEW AND EXISTING WORK 
FOR CCFH THAT WILL BE USED BY THE “WORKING GROUP FOR THE ESTABLISHMENT 
OF CCFH WORK PRIORITIES” 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Step 1:  
Does the issue 

meet ≥ 1 criteria?

Work proposals submitted 
to Group 

No 
Seek further 
information 

Step 2: 
What is the 

outcome needed 
from CCFH? 

Yes 
Existing 
CCFH 
work 

Step 3: 
Can the identified 

outcome be 
achieved? 

Seek further 
information  

Yes 

Step 4: Group collates prioritised list 
within each category for circulation 
as an agenda paper 

Step 5: Agenda paper 
circulated to member countries 

Step 7: CCFH debates paper 
and decides on priorities during 
plenary,  

No

Step 6: Group considers 
comments and provides 
explanatory text as necessary  



ALINORM 04/27/13; Appendix IV  
 

84

Annex II 

ITERATIVE PROCESS BETWEEN THE CODEX COMMITTEE ON FOOD HYGIENE AND THE 
FAO/WHO JOINT EXPERT GROUP ON MICROBIOLGOICAL RISK ASSESMENT (JEMRA) 

FOR THE CONDUCT OF MICROBIOLOGICAL RISK ASSESSMENT 

The Codex Committee on Food Hygiene recognizes that an iterative process between risk managers and risk 
assessors is essential for the adequate undertaking of any microbiological risk assessment and the 
development of any microbiological risk management guidance document or other CCFH document(s).  In 
particular, dialogue between the Committee and FAO/WHO is desirable to thoroughly assess the feasibility 
of the risk assessment, to assure that risk assessment policy are clear, and to ensure that the risk management 
questions posed by the Committee are understood and addressed appropriately.  If FAO/WHO agrees that the 
requested risk assessment proposed in the Risk Profile is feasible and will be undertaken, a series of planned 
interactions between the FAO/WHO JEMRA and the Committee or its Working Group established to 
develop the risk management guidance document should be scheduled to assure effective communication.  In 
certain instances when the subject matter would benefit from additional interaction with other Codex 
Committees or other FAO/WHO risk assessment bodies, these committees should be included into the 
iterative process. 

It is essential that communications between these entities are timely and effective.  Any intermediary (i.e., 
Working Group) assigned by the Committee to serve as a liaison with the FAO/WHO JEMRA will need to 
report the progress and facilitate decision making in both a timely and effective manner so that progress in 
the development of a risk assessment (and the CCFH work products derived from it) is not unduly delayed. 

The Committee and/or its liaison (i.e., the Working Group) is likely to receive questions from JEMRA 
relating to the requested microbiological risk assessment(s). The questions may include those needed to 
clarify the scope and application of the risk assessment, the nature of the risk management control options to 
be considered, key assumptions to be made regarding the risk assessment, and the analytical strategy to be 
employed in the absence of key data needed to perform the risk assessment. Likewise, the Committee and/or 
its liaison (i.e., the Working Group) may pose questions to the JEMRA to clarify, expand, or adjust the risk 
assessment to better address the risk management questions posed or to develop and/or understand the risk 
management control options selected. Timely, appropriate responses are needed for these interactions.  

The Committee may elect to discontinue or modify work on a risk assessment if the iterative process 
demonstrates that:  

1) that completion of an adequate risk assessment is not feasible; or  

2) it is not possible to provide appropriate risk management options. 


