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TO: Codex Contact Points
Interested International Organizations

FROM: Secretary, Codex Alimentarius Commission
Joint FAO/WHO Food Standards Programme
Viale delle Terme di Caracalla, 00153 Rome, Italy

SUBJECT: Distribution of the report of the Fortieth Session of the Codex Committee on Food
Hygiene (ALINORM 09/32/13)

The report of the Fortieth Session of the Codex Committee on Food Hygiene (CCFH) is attached. It will be
considered by the Thirty second Session of the Codex Alimentarius Commission, (Rome, Italy, 29 June — 4
July 2009).

A. MATTERS FOR ADOPTION BY THE CODEX ALIMENTARIUS COMMISSION:

1. Microbiological Criteria for Powdered Follow-up Formulae and Formulae for Special Medical
Purposes for Young Children (Annex II to the Code of Hygienic Practice for Powdered Formulae for
Infants and Young Children (CAC/RCP 66-2008) at Step 5/8 (ALINORM 09/32/13 paras 45-47 and
Appendix III);

2. Proposed Draft Microbiological Criteria for Listeria monocytogenes in Ready-to-Eat Foods at
Step 5/8 (ALINORM 09/32/13 para. 69 and Appendix II)

Governments and interested international organizations are invited to comment on the above texts and should
do so in writing, preferably by e-mail to Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, Viale delle Terme di Caracalla, 00153 Rome, Italy : codex@fao.org or fax: +39 06
570.54593), before 1 April 2009.

B. REQUEST FOR COMMENTS AND INFORMATION

1. Proposed Draft Guidelines for the Control of Campylobacter and Salmonella spp. in Chicken
Meat (ALINORM 09/32/13, paras 71 - 92)

The Committee had considered the above Proposed Draft Guidelines (for details of consideration see paras
71 - 92). The Committee agreed to request additional information, as outlined in paragraph 85 of this
ALINORM.

Governments and interested international organizations are invited to provide this additional information as
outlined in paragraph 84 and should do so in writing, preferably by e-mail to: Dr Sarah CAHILL, JEMRA
Secretariat, Nutrition and Consumer Protection Division, Food and Agriculture Organization, of the United



ALINORM 09/32/13 ii

Nations, Viale delle Terme di Caracalla, 00153 Rome, Italy, Fax: 39-06-5705-4593, email: jemra@fao.org
with copies to: Ms Judi Lee, Principal Advisor (Risk Management), New Zealand Food Safety Authority,
South Tower, 86 Jervois Quay, P O Box 2835 Wellington 6001, New Zealand, email: judi.lee @nzfsa.govt.nz
or fax: +64 4 894 2643 and Mr Lars Plym Forshell, Assistant Chief Veterinary Officer, National Food
Administration, Box 622, SE-751 26 Uppsala, Sweden, email: iapl@siv.se or fax: +46 18 10 58 48, and to
the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, Viale delle
Terme di Caracalla, 00153 Rome, Italy : codex@fao.org or fax: +39 06 570.54593), before 27 February
2009.

2. Proposed Draft Annex on Leafy Green Vegetables Including Leafy Herbs to the Code of
Hygienic Practice for Fresh Fruits and Vegetables (CAC/RCP 53-2003) (ALINORM 09/32/13, paras 93
-103)

The Committee had considered the above proposed draft Annex (for details of consideration see paras 93-
103). The Committee agreed to request additional information on large and small-scale operations, as
outlined in paragraph 101 of this ALINORM.

Governments and interested international organizations are invited to provide this additional information as
outlined in paragraph 100 and should do so in writing, preferably by e-mail to: Ms Amy GREEN, Policy
Analyst, FDA/CFSAN, 1500 Paint Branch Parkway, College Park, MD, 20740, Fax: 301 436 2651, email:
amy.green @fda.hhs.gov with a copy to Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food
Standards Programme, Viale delle Terme di Caracalla, 00153 Rome, Italy : codex @fao.org or fax: +39 06
570.54593), before 27 February 2009.
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SUMMARY AND CONCLUSIONS

The Fortieth Session of the Codex Committee on Food Hygiene reached the following conclusions:
MATTERS FOR ADOPTION BY THE 32" SESSION OF THE CODEX ALIMENTARIUS COMMISSION:

The Committee:

- agreed to forward Annex on the Microbiological Criteria for Powdered Follow-up Formulae and
Formulae for Special medical Purposes to the Code of Hygienic Practice for Powdered Formulae for
Infants and Young Children (CAC/RCP 66-2008) for adoption at Step 5/8 (see ALINORM 09/32/13
paras 45 - 47 and Appendix III);

- agreed to forward the Proposed Draft Microbiological Criteria for Listeria monocytogenes in Ready-to-
Eat Foods for adoption at Step 5/8 (see ALINORM 09/32/13 para. 70 and Appendix II);

MATTERS FOR ACTION BY THE COMMISSION

The Committee:

- agreed to inform the Commission that it had considered the hygiene provisions in the light of the
clarification provided by the 29" Session of the Codex Committee on Fish and Fishery Products to the
questions on the hygiene provisions in the Standards for Raw and Live Bivalve Molluscs which had been
adopted by the 31" Session of the Commission. The Committee noted that the CCFFP had addressed the
concerns expressed by the 39" Session of the CCFH and that there was no need for further discussions on
the Section of Hygiene in the above standard. The Committee agreed to inform the 32™ Session of the
Commission of this decision (ALINORM 09/32/13, para. 14);

NEW WORK

- agreed to take up new work on the proposed Draft Code of Hygienic Practice for Control of Viruses in
Food (see ALINORM 09/32/13, para. 139 and Appendix V).

MATTERS OF INTEREST TO THE COMMISSION AND/OR TO FAO/WHO

- The 30™ Session of the Commission, while approving new work on the Proposed Draft Guidelines for
the Control of Campylobacter and Salmonella spp. for Broiler Chicken (ALINORM 07/30/REP, paras
110-112), agreed to the recommendation of the Executive Committee' that the scope of the new work be
expanded to cover chicken meat in general, thereby deleting reference to “broiler (young bird)” in the
title. The 39" Session of the CCFH, following the decision of the Commission, re-scoped the Proposed
Draft Guidelines, however the 40™ Session of the CCFH, recognizing the lack of data in several areas
such as for birds other than broilers, free-range and organic production systems agreed that the work
should initially focus on broilers and that annexes to address these additional issues be developed when
more information becomes available and to inform the Commission about this decision (ALINORM
09/32/13, para. 76);

- The Committee agreed to request JEMRA to implement an expert meeting to facilitate elaboration of
Proposed Draft Guidelines for the Control of Campylobacter and Salmonella spp. for Broiler Chicken
with the Terms of Reference as outlined in para. 88 of this ALINORM.

1

ALINORM 07/30/3 paras 43-45.
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- agreed to request JEMRA to develop the web-based risk management decision support tool as a basis
for the Section on risk based controls to be developed within the Proposed Draft Guidelines for the
Control of Campylobacter and Salmonella spp. for Broiler Chicken (ALINORM 09/32/13, para. 82);

- in response to the request of the 31* Session of the Commission to consider giving a higher priority to
the revision of the Recommended International Code of Hygienic Practice for Collecting, Processing and
Marketing of Natural Mineral Waters (CAC/RCP 33-1985), the Committee agreed to establish an
electronic working group led by Switzerland, open to all interested parties and working in English only,
to consider this matter in order to make a more informed decision on this matter at the next session
(ALINORM 09/32/13, paras 142-143);

- agreed to the proposal to develop an annex on control measures for V. parahaemolyticus and V.
vulnificus in molluscan shellfish to the Proposed Draft Code of Hygienic Practice for Pathogenic Vibrio
species in Seafood (ALINORM 09/32/13, para. 146).

MATTERS OF INTEREST TO OTHER COMMITTEES

Committee on Fish and Fishery Products

Endorsement of Hygiene Provisions in the Standard for Raw and Live Bivalve Molluscs

The Committee considered the hygiene provisions in the light of the clarification provided by the 29th
Session of the Codex Committee on Fish and Fishery Products to the questions on the hygiene provisions
in the Standards for Raw and Live Bivalve Molluscs posed by the 38" Session of the Committee. The
Committee noted that the CCFFP had addressed the concerns expressed by the 39" Session of the CCFH
and that there was no need for further discussions on the Section of Hygiene in the above standard. The
Committee agreed to inform the 32nd Session of the Commission of this decision (ALINORM 09/32/13,
para. 14).

Committee on General Principles

Noting the decision of the CAC regarding Activity 2.1 of the Codex Strategic Plan 2008-2013 (Review of
consistency of risk analysis principles elaborated by the relevant Codex Committees)” and the decision of
the previous session of CCFH on the work to elaborate a risk analysis policy document to guide CCFH
work®, the Committee encouraged the Delegation of India to proceed with this work in order to consider
the above document at its next session (ALINORM 09/32/13, para. 15).

> ALINORM 08/31/REP para. 133; CRD 6 (Referral from the 30" Session of the CCNFSDU).
3 ALINORM 08/31/13 para.162.
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INTRODUCTION

1. The Codex Committee on Food Hygiene (CCFH) held its Fortieth Session in Guatemala City,
Guatemala, from 1 to 5 December 2008, at the kind invitation of the Government of Guatemala. Dr Emilio
Esteban, Science Advisor for Laboratory Services and Research Coordination, United States Department of
Agriculture, Food Safety and Inspection Service (FSIS), Office of Public Health Science, chaired the
meeting. Dr Antonio Ferraté de la Riva, Guatemalan Codex Coordinator, Ministry of Agriculture,
Government of Guatemala served as Co-Chairperson. The Session was attended by 139 delegates
representing 58 member countries, one member organization and 15 international organizations. A complete
list of participants, including the Secretariat, is attached as Appendix L.

OPENING OF THE SESSION
2. The Session was welcomed by:

e Lic. Julio César Recinos Salas, Minister of Agriculture, Livestock and Food, Government of
Guatemala;

e Ms Elizabeth Johnson, Under-Secretary for Food Safety, United States Department of Agriculture
(USDA), Government of United States of America;

e  Mr Alfred Almanza, USDA, FSIS Administrator, Government of United States of America;
¢ Ing Guilhermina Teixeira, FAO Representative, Guatemala;
¢  Dr Peter Ben Embarek, World Health Organization;
e Mr Alvaro Arzi Irigoyen, Mayor (Alcalde), Guatemala City.
Division of Competence

3. Following Rule II.5 of the Rules of Procedure of the Codex Alimentarius Commission the Committee
was informed about CRD 2 on the division of competence between the European Community (EC) and its
Member States and noted that 16 member States of the EC were present at the current session.

ADOPTION OF THE AGENDA (Agenda Item 1’

4. To the proposal of the Delegation of Indonesia to discuss melamine tolerance in foodstuffs under
Agenda Item 9, the Committee noted this was not within its terms of reference and could possibly be
discussed in another Codex subsidiary body, such as the Committee on Contaminants in Foods.

5. The Committee accepted the proposal of the Delegation of Japan to establish an intra-session physical
Working Group open to all interested parties, working in English, French and Spanish and chaired by Japan
to consider the comments received on the proposed draft Code of Hygienic Practice for Vibrio spp. in
Seafood under Agenda Item 8 in order to facilitate the discussion at the Plenary.

6. The Committee accepted the recommendation of the Chairperson to postpone discussion on Item 4
after Agenda Item 8 in order to allow more time to study the report of the working group and with this
modification adopted the Provisional Agenda.

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

7. The Committee noted that a number of matters arising from the 31* Session of the Codex
Alimentarius Commission (CAC) were for information purposes only or would be discussed in more detailed
under relevant agenda items.

8. The Committee noted that the request from the CAC regarding the revision of the Recommended
International Code of Hygienic Practice for Collecting, Processing and Marketing of Natural Mineral Waters
would be discussed under Agenda Item 9 (see paras 143-144).

' CX/FH 08/40/1; CRD 2 (Division of competence between the European Community and its Member States, prepared
by the EC).

2 CX/FH 08/40/2; CRD 6 (Maters referred from the 30™ Session of CCNFSDU to the CCFH).
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9. In addition, the Committee commented and made decisions on matters referred as follows:

Inconsistencies arising from amendments made to Codex standards and relevant texts

10.  The Committee considered an inconsistency, as referred by the 30" Session of the Codex Committee
on Nutrition and Foods for Special Dietary Uses, that had been created in the section on food hygiene in the
Guidelines on Formulated Supplementary Foods for Infants and Young Children (CAC/GL 08-1991). It was
noted that the Guidelines contained a reference to the Recommended International Code of Hygienic Practice
for Foods for Infants and Children (CAC/RCP 21-1979), which had been revoked when adopting the
Proposed Draft Code of Hygienic Practice for Powdered Formulae for Infants and Young Children. The
Committee noted that the revoked Code contained end-product microbiological specifications of advisory
nature for a number of products for infants and children.

11.  The Committee confirmed that, when adopting the Proposed Draft Code of Hygienic Practice for
Powdered Formulae for Infants and Young Children, it had been agreed to revoke the Recommended
International Code of Hygienic Practice for Foods for Infants and Children (1979) as the Codes that had been
developed by the CCFH since 1979, e.g. the Recommended International Code of Hygienic Practice-
General Principles of Food Hygiene (CAC/RCP 1-1969) provided enough guidance for elaboration of
products other than powdered infant formulae for infants and young children. The Committee also noted that
this information had been made available to its 39" Session in CX/FH 07/39/4.

12. The Committee also considered how to deal with some other inconsistencies in texts elaborated by the
Committee on Food Hygiene. For instance, in Section 5.2 on Cleaning and Disinfection — Washing up of the
Recommended International Code of Hygienic Practice for Precooked and Cooked Foods in Mass Catering
(CAC/RCP 39-1993) there was a reference to “old” Annex I of the Recommended International Code of
Practice — General Principles of Food Hygiene (CAC/RCP 1-1969) which contained practical guidance for
cleaning. During the revision of this Code, Annex I had been deleted from Recommended International Code
of Practice — General Principles of Food Hygiene, however the reference to it in the Recommended
International Code of Hygienic Practice for Precooked and Cooked Foods in Mass Catering remained.

13.  The Committee requested the Codex Secretariat to look at inconsistencies that might have arisen from
previous revocations or amendments and to make proposals for consideration by the 32" Session of the
Commission.

Endorsement of hygiene provisions in the Standard for Raw and Live Bivalve Molluscs

14.  The Committee considered the hygiene provisions in the light of the clarification provided by the 29th
Session of the Codex Committee on Fish and Fishery Products to the questions on the hygiene provisions in
the Standards for Raw and Live Bivalve Molluscs posed by the 38" Session of the Committee. The
Committee noted that the CCFFP had addressed the concerns expressed by the 39" Session of the CCFH and
that there was no need for further discussions on the Section of Hygiene in the above standard. The
Committee agreed to inform the 32nd Session of the Commission of this decision.

Elaboration of a risk analysis policy document for CCFH

15. Noting the decision of the CAC regarding Activity 2.1 of the Codex Strategic Plan 2008-2013
(Review of consistency of risk analysis principles elaborated by the relevant Codex Committees)® and the
decision of the previous session of CCFH on the work to elaborate a risk analysis policy document to guide
CCFH work®, the Committee encourages the Delegation of India to proceed with this work in order to
consider the above document at its next session.

* ALINORM 08/31/REP para. 133; CRD 6 (Referral from the 30" Session of the CCNESDU).
* ALINORM 08/31/13 para.162.
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MATTERS ARISING FROM THE WORK OF FAO, WHO AND OTHER INTERNATIONAL
ORGANIZATIOS®:

PROGRESS REPORTS ON THE JOINT FAO/WHO EXPERT MEETINGS ON
MICROBIOLOGICAL RISK ASSESSMENT (JEMRA) AND RELATED MATTERS (Agenda Item 3

(a)°

16. The Representative of FAO presented this item and provided an overview of the work of JEMRA
relevant to the work of the Committee.

17.  Referring to the requests of the 39" session of the CCFH, the Representative summarized the work
that had been undertaken in the last year noting the implementation of two expert meetings by FAO and
WHO and indicated that the first of these, was an expert meeting on microbiological hazards in fresh
produce implemented to contribute to the development of the Annex to the Codex Code of Hygiene Practice
for Fresh Fruits and Vegetables specifically addressing the risks associated with leafy vegetables and herbs.
The said expert meeting was convened in Bangkok, Thailand in May 2008 and the report of this meeting
made available to all Codex Members. Further information on this item was presented under Agenda item 7.

18.  The second activity highlighted by the Representative was the implementation of an expert meeting on
Enterobacter sakazakii (Cronobacter spp.) in powdered follow-up formula which was held in Washington
DC, USA (July 2008) to provide scientific information to inform the decision-making process of the
development of microbiological criteria for E. sakazakii (Cronobacter spp.) in powdered follow-up formulae
for infants and young children. The report of that meeting was made available to all Codex Members in
advance of the current session and further addressed under Agenda Item 4.

19. The Representative expressed appreciation for the financial support provided by the governments of
the United States of America and Japan in support of the implementation of the above expert meetings.
Appreciation was also extended to all members of Codex that provided data and information to support the
work to provide scientific advice on microbiological hazards in fresh produce and E. sakazakii (Cronobacter
spp.) in powdered follow-up formulae.

20. The Committee was informed of the publication of the report of the FAO/WHO expert meeting on
viruses in response to the 38" session of the Committee and requested members to take note of this in light
of the proposed new work on viruses in food (Agenda Item 9).

21. In addition, the Committee was informed of the implementation of the FAO/WHO expert meeting on
the risks and benefits on the use of active chlorine in food production in May 2008 and that the report of that
meeting was expected to be available in early 2009. Information on other recently published reports on
critically important antimicrobials and the impact of animal feed on food safety as well as new work on
nanotechnology was also provided.

22. Finally, the Representative of FAO highlighted the establishment of the Global Initiative for Food-
related Scientific Advice (GIFSA) and encouraged countries to use this mechanism to strengthen the
FAO/WHO program for the provision of scientific advice enabling them to continue to provide timely
scientific advice to the Committee.

23.  The Committee expressed appreciation to FAO and WHO for the provision of extensive scientific
advice in a timely manner which greatly facilitated and contributed to the quality of the work of the
Committee.

INFORMATION FROM THE WORLD ORGANISATION FOR ANIMAL HEALTH (Agenda Item 3
(b))

24. The Observer of OIE, referring to its written information presented in CX/FH 08/40/3-Add.1,
informed the Committee about the current and future OIE activities that are of interest to the CCFH and
highlighted the importance of maintaining close collaboration between OIE and Codex in order to avoid
duplication and inconsistencies of work in the area of food safety of products of animal origin.

25. The Committee expressed its appreciation to the OIE for their information and contribution to the
work of the CCFH and noted the need for continued close collaboration in areas of mutual interest.

5 CX/FH 08/40/3, CX/FH 08/40/3-Add.1, CRD 18 (Comments of European Community)
 CX/FH 07/40/3.
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MICROBIOLOGICAL CRITERIA FOR POWDERED FOLLOW-UP FORMULA AND
FORMULAS FOR SPECIAL MEDICAL PURPOSES FOR YOUNG CHILDREN (ANNEX TO THE
CODE OF HYGIENIC PRACTICE FOR POWDERED FORMULAE FOR INFANTS AND YOUNG
CHILDREN AT STEP 2 (Agenda Item 4)7

26. The Committee recalled that at its last session it had agreed to return Annex II containing
microbiological criteria for powdered follow-up formula and formulas for special medical purposes to Step 2
for revision by an electronic working group led by Canada with the understanding that the working group
would utilize scientific advice provided by FAO/WHO to prepare proposals for consideration by the
Committee.

27. The Delegation of Canada while introducing this matter reminded the Committee that this Annex had
been previously circulated at Step 3 and considered by the previous session of the CCFH and that the main
unresolved issue was whether to establish a microbiological criterion for E. sakazakii (Cronobacter spp) for
powdered follow-up formulae. The Delegation explained that in light of the information presented in the
FAO/WHO expert meeting report the electronic working group recommended not to establish a
microbiological criterion for E. sakazakii (Cronobacter spp.) in follow-up formulae (FUF) at the present
time with the understanding that the Annex could be revised by the CCFH in the future, if further
epidemiological evidence became available. The Delegation pointed out that there was evidence that FUF is
consumed by infants of less than 6 months of age; which indicated that the product was not used as per the
label instructions and that the unintended use/misuse of the product should be addressed through clearer
labelling and by education of caregivers and healthcare professionals, as to the appropriate uses of the
product.

28.  The Delegation indicated that the working group proposed a number of recommendations to member
governments and to FAO/WHO that more specific training should be undertaken in developing countries to
increase surveillance and improve data collection in foods and the environment, including the development
of a guidance document and/or training manuals. A further recommendation was that FAO/WHO should
consider the need to review the “Guidelines on Safe Preparation, Storage and Handling of Powdered Infant
Formula™® to establish whether these guidelines sufficiently cover FUF, as well as information on the need to
ensure that the products are used for their intended target populations.

29. The Delegation also informed the Committee that the physical working group, which had met
immediately before this session of the Committee, was in agreement with these recommendations.

30. The Delegation pointed out that the physical working group agreed with the recommendation of the
electronic working group not to establish a microbiological criterion for E. sakazakii (Cronobacter spp.) in
follow-up formulae (FUF); however, in recognizing the need to provide flexibility to competent authorities
in the application of control measures, including more stringent microbiological criteria, as appropriate, it
was proposed to add an additional sentence in the Preamble in order to address this matter, however there
was no final agreement on the wording. The Delegation indicated that the working group recognized that
FUF were used for infants less than 6 months of age and that this misuse of the product should primarily be
addressed through improved education and labeling, however some observer organizations did not agree
with the proposal and recommended that a criterion should be established for E. sakazakii (Cronobacter spp.)
in follow-up formula.

31. The Delegation indicated that the physical working group considered the proposed draft Annex section
by section and that in addition to editorial amendments, proposed a number of changes for the consideration
by the Plenary as presented in CRD 21. The Delegation indicated that the working group recommended that
this Annex could be forwarded to the next Session of the Commission for final adoption.

32.  The Committee considered Annex II as presented in CRD 21 and in addition to editorial amendments
made the following comments and changes.

" CX/FH 08/40/4; CRD 3 (comments from Ghana); CRD 9 (comments from Thailand); CRD 10 (comments from
Indonesia); CRD 21 (Report of the Working group); CRD 35 (comments from ICMSF); CRD 38 (Proposed wording for
Section 2).

¥ FAO/WHO. 2007. Safe preparation, storage and handling of powdered infant formula: guidelines.
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General comments

33.  The Delegation of Indonesia pointed out that education programs on appropriate preparation, handling
and storage of powdered formulae were needed in order to increase the awareness of caregivers and health
care professionals and consumers about the safety of follow-up formula and formulas for special medical
purposes for young children and that better surveillance and reporting systems of E. sakazakii (Cronobacter
spp.) infections were necessary. The Delegation emphasized that specific training to increase surveillance
and improve data collection in foods and the environment should be undertaken by FAO and WHO in
developing countries including the development of a guidance document and/or training manuals and
supported the establishment of a microbiological criterion for E. sakazakii (Cronobacter spp.). The
Delegation also pointed out that availability of testing methods was essential for developing countries.

34. The Delegation of Nigeria highlighted the high level of infant mortality in its country, despite the
implementation of various programs including the promotion of exclusive breast feeding of infants for the
first six months and therefore was of the opinion that more stringent measures for follow-up formula were
necessary.

Preamble

35. The Committee had a discussion on the proposed new wording in CRD 38 for the second paragraph of
the Preamble. The Delegation of the European Community proposed to amend this wording to make it
clearer that the risk associated with E. sakazakii (Cronobacter spp.) should be assessed by competent
authorities on the basis of scientific evidence and that depending on these findings, strengthening control
measures including establishment of an appropriate microbiological criterion for this pathogen may be
considered. This view was supported by a number of delegations.

36. Observers from ILCA, IBFAN and IACFO opposed an inclusion of the reference to “scientific
evidence” as developing countries lacked appropriate capacity of laboratories and surveillance systems to
collect such data. In addition, they were of the view that additional factors such as anaemia, malnutrition and
HIV/AIDS were contributing to the increased susceptibility of infants and young children to E. sakazakii
(Cronobacter spp.). The observers stressed that the failure to set a microbiological criterion for this
pathogen in follow-up formula would expose these vulnerable populations to a greater risk and that there was
no basis for setting 6 month as the age at which risk of infection from E. sakazakii (Cronobacter spp.)
decreases. Therefore they considered that it was essential to apply precaution on this important issue and to
establish the same microbiological criterion for follow-up formula as exists for powdered infant formula.
This view was supported by the Delegations of Mali and Indonesia.

37. After some discussion, the Committee agreed, that, as expressed by the Delegation of China and
supported by several other delegations, a microbiological criterion for E. sakazakii (Cronobacter spp.) in
FUF should not be established at the present time, in view of the limited scientific evidence available. The
Committee also noted that a possible need for a microbiological criterion for E. sakazakii (Cronobacter spp.)
should be reviewed when new information becomes available and agreed to maintain the wording for the
second paragraph as proposed in CRD 38 with modifications proposed by the European Community. The
Delegations of Indonesia, Nigeria and Mali expressed their opposition to this decision.

Tables 1 and 2 and footnotes

113

38. The Committee amended “m” in the 2- and 3-class sampling plans in both tables to make clear that
microbiological limit refers to a separation of “acceptable lots from unacceptable lots” rather that “good
quality from defective quality”.

39. The Committee noted that more technically accurate information was available on the performance of
the sampling plan and agreed to amend the footnote “*” as proposed in CRD 35.

40. The Committee also agreed to request the 32" Session of the CAC to make the above consequential
changes in relevant parts of the tables in Annex I of the Code of Hygienic Practice for Powdered Formulae
for Infants and Young Children (CAC/RCP 66-2008).

41. To be consistent with Annex I, the Committee agreed to clarify the 4™ paragraph related to typical
actions to be taken when there is a failure to meet proposed microbiological criteria by inserting a second
action that if already released, the product should be recalled..
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Criteria for process hygiene

42.  The Committee agreed to wording proposed by the physical working group in paragraphs 3 and 4 of
this Section.

Labelling and education

43.  The Observer from IACFO, supported by the observer from ILCA proposed to add an additional
sentence to this section to stress that labeling should clearly indicate that follow-up formula should only be
given to healthy full-term children over 6 months of age. The Committee however noted that the definition
of follow-up formula covered the age of introduction of this product and that there might be cases when a
child is sick with common illnesses such as influenza and that this should not prevent the feeding with FUF.
It was also noted that the main body of the Code addressed labelling and education and that it was not
necessary to expand the wording on labeling and education in this Annex. The Committee therefore agreed
to the wording for this Section as proposed by the working group.

44. The Committee noted that formulae for special medical purposes are given to targeted populations
under very strict supervision therefore their misuse was not considered to be a problem.

Final considerations

45.  The Committee noted that due to the late arrival of this document it was unable to solicit comments at
Step 3, and that the Annex was therefore considered at Step 2 by the physical working group and the
Committee and that an agreement had been reached on all provisions of this Annex.

46. The Committee also noted that the Codex Procedural Manual does not address how to deal with
moving a document from Step 2 for final adoption and was of the view that the Commission could make the
most appropriate decision on the final status of this document.

Status of the proposed draft Annex II - Microbiological Criteria for Powdered Follow-up Formulae
and Formulae for Special Medical purposes for Young Children

47.  The Committee therefore agreed to forward the proposed draft Annex II - Microbiological Criteria for
Powdered Formulae and Formulae for Special Medical purposes for Young Children to the 32" Session of
the Commission for final adoption at Step 5/8 with the recommendation to omit Steps 6 and 7 (see Appendix
III).

PROPOSED DRAFT MICROBIOLOGICAL CRITERIA FOR LISTERIA MONOCYTOGENES IN
READY-TO-EAT FOODS AT STEP 4 (Agenda Item 5)°

48. The Committee recalled that its 39" Session had agreed to return the Annex on the Proposed Draft
Microbiological Criteria in Ready-to-Eat Foods to Step 2 for further elaboration by a physical working group
led by Germany, circulation for comments at Step 3 and consideration by this session of the Committee.

49. The Delegation of Germany introduced the document and highlighted the main points considered by
the working group in their revision of the Annex and explained the outline of the document. The Delegation
indicated that Annex II was intended to be used within the context of the main document and was
specifically linked to Section 5.2.3 Microbiological and Other Specifications of the Guidelines on the
Application of General Principles of Food Hygiene to the Control of Listeria monocytogenes in Ready-to-
Eat Foods (CAC/GL 61-2007) and that a new Annex III had been created from portions of earlier drafts of
Annex II to provide further recommendations to competent authorities for the use of environmental
microbiological testing and process control verification for Listeria monocytogenes.

50. The Delegation stressed that both Annexes II and III should be considered as a package along with
Annex I, and the main guideline document, Guidelines on the Application of General Principles of Food
Hygiene to the Control of Listeria monocytogenes in Ready-to-Eat Foods (CAC/GL 61-2007) for the control
of Listeria monocytogenes.

® CX/FH 08/40/5; CX/FH 08/405-Add.1 (comments from Australia, Kenya, Philippines, the United States of America,
CIAA, TACFO); CX/FH 08/40/5-Add.2 (comments from Brazil, Colombia, European Community, Japan, New
Zealand), CRD 11 (comments from India); CRD 13 (comment from Thailand); CRD 20 (comments from New Zealand
and the United States of America).
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51. The Committee expressed its appreciation to the Delegation of Germany and the working group for
their work and considered the draft proposed Annexes II and III section by section. In addition to editorial
amendments, the following observations and/or changes were made.

2. Scope

52. The Committee agreed to delete reference to “performance objective” as an example in the second
paragraph since establishment of a performance objective was difficult to achieve due to insufficient data and
technical resources and therefore considered inappropriate for inclusion as a working example.

53.  The Committee replaced “alternative” with “different” as more appropriate in the 3" paragraph. It
further agreed to replace “equivalent” with “acceptable” since equivalence had a more specific meaning
within Codex and was not appropriate in the context of the Annex and to apply this change throughout the
text where applicable.

3. Use of Microbiological Criteria for L. monocytogenes in Ready-to-Eat Foods

54. The Committee agreed to reorder this section to improve its flow and readability. It was further
agreed to insert a new paragraph 4 in order to reinforce that the risk-based approach was desirable for the
development of microbiological criteria, while still allowing for some flexibility for situations where no risk
assessment data might be available.

3.1 Ready-to-Eat Foods in which growth of L. monocytogenes will not occur

55. The Committee did not agree to a proposal to include in paragraph 3 a reference to the population to
which the food is targeted and it was clarified that this section related to the demonstration of whether
Listeria monocytogenes would grow or not in a particular food and was therefore linked to the food
substrate.

56. The example at the end of paragraph 4 was deleted since there was no scientific rationale for the use of
the factor 1.3 when establishing the expected usage period of a food.

57. The Observer from the Industry Council for Development (ICD) was of the view that the example
provided in the 4™ paragraph for which testing may have limited utility could be misleading as past history of
absence of L. monocytogenes did not protect against a future failure unless the processing was such that
contamination, survival or growth of L. monocytogenes above detection limits is unlikely and proposed
alternative wording to address this concern, however, the Committee did not support this proposal.

58. The Committee agreed to replace the fifth paragraph with more generic wording without reference to a
specific temperature of refrigeration (8°C).

Tables 1 and 2

59. It was agreed to amend the Tables by deleting the column “M” as it was not applicable to a 2-class
sampling plan; to insert a legend to explain “n”, “c” and “m” for consistency with other similar texts; and to
indicate that “m” was a microbiological limit to distinguish acceptable lots from unacceptable lots rather than
to distinguish between good quality and defective quality.

60. Footnote “a” was amended to indicate that national governments could also “support the provision of
guidance” from other sources other than national governments.

61. Footnote “c” was amended to improve transparency of the performance of the sampling plan.

62. The Committee agreed to insert an additional paragraph to clearly illustrate the action to be taken
when the criteria were not met.

63. The Delegation of Mexico, supported by several other delegations from the Latin America region,
questioned the criterion for L. monocytogenes in foods which did not support the growth of L.
monocytogenes (Table.1). These Delegations were of the view that the level of 100cfu/g was unnecessary;
that presence of L. monocytogenes in such foods could be addressed through alternative approaches; and that
the criterion could pose a technical barrier to trade. It was however clarified that, even though certain foods
may not support the growth of L. monocytogenes, that L. monocytogenes could still be present even in high
numbers in these foods, either due to their presence before processing or through cross-contamination, and
that the criterion was there to protect public health interest and was based on current risk assessments. After
some discussion, the Committee agreed to retain this provision unchanged.
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4.3 Alternative approach
64. The first paragraph was amended for consistency with the content of paragraph 3 of the Scope.

65. The Committee agreed to refer to “food business operator” rather than “business operator” for
consistency with Section 3.1 and other Codex texts and to apply this throughout the document where
applicable.

66. The Delegation of the United States of America, while referring to their written comments in CX/FH
08/40/5-Add.1, raised the issue of review of national public health experience to support this approach. This
was supported by the observer from IACFO. The Committee decided that the Principles and Guidelines for
the Conduct of Microbiological Risk Management (MRM) (CAC/RCP 63-2007) document covered this
issue.

Annex ITT

b) Process Control

67. The title was amended to read “Process Control Verification” in line with the title of the Annex.
68.  Several changes were made to paragraphs 2 and 3 for clarification purposes.

69. The second sentence of the last paragraph was moved to the second paragraph for a better fit in the
Annex.

Status of the Proposed Draft Microbiological Criteria for Listeria monocytogenes in Ready-to-Eat
Foods

70. The Committee agreed to forward the Proposed Draft Microbiological Criteria for Listeria
monocytogenes in Ready-to-Eat Foods (Annex II: Microbiological Criteria for Listeria monocytogenes in
ready-to-Eat Foods and Annex III: Recommendations to for the Use of Microbiological Testing for
Environmental Monitoring and Process Control Verification by Competent Authorities as Means of
Verifying the Effectiveness of HACCP and Prerequisite Programs for Control of Listeria monocytogenes in
Ready-to-Eat Foods) to the 32" Session of the Commission for adoption at Step 5/8 with the
recommendation to omit Steps 6 and 7 (see Appendix II).

PROPOSED DRAFT GUIDELINES FOR THE CONTROL OF CAMPYLOBACTER AND
SALMONELLA SPP. IN CHICKEN MEAT (Agenda Item 6)"

71.  The Committee recalled that its 39" Session had agreed on the approach to be taken in the
development of the proposed draft guidelines for the control of Campylobacter and Salmonella spp. in
chicken meat, and in returning the document to step 2 for further elaboration had agreed to the establishment
of a physical working group led by New Zealand and Sweden to undertake this work.

72.  The Delegation of Sweden introduced the proposed draft guidelines as presented in CX/FH 08/40/6
and informed the Committee that the lack of data for birds other than broilers prevented the working group
from effectively addressing the request to broaden the scope of the guidelines at the current time but that this
could be addressed in the future, should the necessary information become available.

73.  The Delegation of New Zealand reminded the Committee that the document was divided into three
parts, the first on Good Hygiene Practices (GHPs), the second on hazard-based controls and the third on risk-
based control measures and indicated that to date the work had focussed on the first two elements and that
work on the third element was planned for the coming year and included the development of a web-based
risk management decision support tool.

74. A number of Delegations noted their satisfaction with the extensive progress that had been made to
date and highlighted the importance of continuing with this work. In particular, the guidance provided by the
section on GHPs was considered to be very useful. Several Delegations made reference to their written
comments and asked that they be specifically considered by the working group as it continues its work

75.  Some Delegations expressed concern about trying to address Salmonella and Campylobacter in the
same document; however the Delegation of Sweden noted that the work to date indicated that it made sense

10 CX/FH 08/40/6; CX/FH 08/40/6-Add.1 (comments from Australia, Kenya, Philippines, United States); CRD 5
(Sweden); CRD 14 (Brazil); CRD 15 (Indonesia); CRD 16 (Japan); CRD 17 (Thailand); CRD 18 (EC); CRD 19
(ALA); CRD 24 (New Zealand)
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to provide guidance on the management of both organisms together since many control measures applied to
both Salmonella and Campylobacter. The Committee agreed to continue to address both organisms together
to improve the readability of the document. The Delegation of Argentina suggested that only Salmonella
typhimurium, and Salmonella enteritidis be addressed.

76.  Recognizing the lack of data in several areas such as for birds other than broilers, free-range and
organic production systems the Committee agreed that the work should initially focus on broilers and that
annexes to address these additional issues be developed when more information becomes available and to
inform the Commission about this decision.

77.  There was general support for the development of a web-based risk management decision support tool
as outlined in CRD 24 as a basis for the section on risk based-controls to be developed within the guidelines.

78. In response to a proposal of the Delegations of New Zealand and Sweden to request JEMRA to
develop the web-based decision support tool, the Representatives of FAO and WHO indicated their
willingness to provide it and pointed out that it was very important to receive a clear definition on the
requirements of such a tool in order to ensure that it would meet the needs of the Committee.

79. A number of Delegations sought clarification on the relationship between the guidelines that were
being developed and the web-based risk management decision support tool. It was noted that this web-based
tool would ultimately be a JEMRA product and would be made available via the internet to all Codex
members. The tool would also be used by the working group in the development of the risk-based controls
section of the guidelines document.

80. Several Delegations noted the novel approach of this work and highlighted their interest in the
development of the risk-based controls together with the web-based risk management decision support tool
and the value of such a tool to regulators. Recognizing the data and other resources that would be required to
develop such a tool some Delegations expressed concern that this might the delay the completion of the
guidelines and noted that the GHPs and hazard-based controls already provided important guidance for
countries and their completion should not be delayed by the development of the risk-based component.

81. The Delegation of New Zealand indicated that the development of all three parts of the document
could continue in parallel but recognizing the aforementioned concerns indicated that, if necessary, the risk-
based section could be decoupled from the other sections so as not to delay their finalisation and adoption.

82. In light of these clarifications the Committee agreed to request JEMRA to develop the web-based risk
manament decision support tool as outlined in CRD 24.

83.  The Delegation of Brazil, supported by several other delegations, referred to the work of OIE on the
control of Salmonella in primary production, and highlighted the importance of ensuring harmonization
between this work and that of OIE and encouraged their participation. The Delegations of New Zealand and
Sweden indicated that in the work to date every effort had been made to ensure compatibility between these
guidelines and the work of OIE and noted that OIE had been invited to participate in the working group.

84. The Delegation of New Zealand highlighted the importance of receiving additional data in order to be
able to complete the sections on hazard-based and risk-based controls. The Committee agreed that the
quantitative information that was needed should be primarily sourced from regulators and industry and that
such information was critical to provide evidence of key interventions, many of which have been described
in the scientific literature, that are being effectively applied in commercial settings.

85. In light of this, the Committee agreed that a Circular Letter should be issued by end of the year 2008

to request that the following additional information which should be sent to New Zealand, Sweden and
JEMRA by the end of February 2009:

a)  Broiler chicken

e (Quantitative information on changes to levels (prevalence and/or concentration) of Campylobacter and
or Salmonella as a consequence of a specific intervention at any step in the food chain, i.e.:

e Primary production (elite flocks to broiler growing);
® Processing (slaughter to chill/freeze)

e Storage and distribution (transport through to consumer)
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® More specifically, quantitative information on any changes to levels (prevalence and/or concentration) of
Campylobacter and or Salmonella as a consequence of a specific intervention or interventions at the
following steps are needed:

e Depopulate and transport to slaughterhouse

e Scalding, defeathering and evisceration

e  Washing and chilling

e Storage, retail and consumer handling.
e Examples of possible interventions on which data are required are as follows:
Primary Production:

e Live Birds: Competitive exclusion (CE) and probiotics; feed and water additives (other than CE,
probiotics and antibiotics); bacteriophages; genetics; vaccines; immunostimulators; antibiotics; housing
conditions; litter treatment.

e Hatchery: Egg decontamination and air sanitation

® Processing: Handling of crates; pre-scalding; scalding; head pulling; decontamination; chilling; storage
and freezing.

e  Transport-retail/wholesale-consumer: Microwave cooking; kitchen practices
e Potential sources of this data could include:

e Data from testing of the effectiveness of a control measure

¢ Data used to establish critical limits at Critical Control Points

e Verification data after a new intervention has been put in place.

b) Birds other than broilers

® Any of the above data relating to birds other than broilers.

¢) Monitoring

e Countries are asked to provide examples of monitoring programmes (regulatory or industry driven)
specific for Campylobacter and Salmonella that can be used to support development of this section of the
draft Guidelines, e.g. at:

¢ Primary production (elite flocks through to slaughter flocks)
e Processing
¢ Transport and distribution

86. In considering how such data should be analysed prior to the next session of the working group, the
Delegation of Ireland recommended that FAO and WHO convene an expert meeting to review all the
available data and that the report of such a meeting could contribute to the completion of the work on hazard-
based controls as well as be a preliminary step in the development of the web-based decision support tool.

87. The Representative of FAO indicated the willingness of FAO and WHO to facilitate the work of the
Committee to the extent possible and implement such a meeting in an expeditious manner. The Delegation of
New Zealand, while in general agreement with this proposal, expressed concern that the implementation of
the expert meeting could delay progress by the working group.

88. However, in noting that the output of such a meeting should ultimately contribute to the robustness of
the guidelines the Committee agreed to request JEMRA to implement an expert meeting with the following
Terms of Reference:

e To carry out an independent assessment and review of available scientific information (existing
data as well as that provided in response to the CL) on control of Campylobacter and Salmonella
at relevant steps throughout the broiler chain.
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e To evaluate quantitative aspects of hazard reduction in terms of prevalence and concentration
following specific interventions.

e To evaluate likely outcomes of specified interventions in terms of hazard reductions in the
commercial setting.

e To assess suitability of the outputs of the Expert Meeting as a basis for the development of a risk
management tool, as described in CRD 24.

¢ To identify any further data needs that may be required for the web-based risk management
decision support tool to be developed by JEMRA.

89. The Committee agreed to re-establish a physical working group led by New Zealand and Sweden in
order to complete the work on GHPs and hazard-based control measures and to begin elaborating in more
detail the section on risk-based control measures in the guidelines document. The outputs of the working
group would be considered by the next session of the Committee.

90. The Delegation of Brazil confirmed its willingness to provide a venue for the physical working group
in late August/early September 2009 and indicated that they would provide interpretation in English, French,
Spanish and Portuguese, in order to facilitate greater participation of members in the working group.

91. The Committee noted that significant progress had been made on the development of document.
However it was of the view that there was still a substantial amount of work to be undertaken on certain parts
of the document and therefore the Committee agreed to request the physical working group to further
elaborate the document taking into account comments received and comments provided by the Plenary.

Status of the Proposed Draft Guideline for the Control of Campylobacter and Salmonella spp. in
Chicken Meat

92. The Committee agreed to return the proposed draft guidelines to Step 2 for further elaboration by the
above physical working group, circulation at step 3 for comments and consideration by the next session of
the Committee.

PROPOSED DRAFT ANNEX ON LEAFY GREEN VEGETABLES INCLUDING LEAFY HERBS
TO THE CODE OF HYGIENIC PRACTICE FOR FRESH FRUITS AND VEGETABLES AT STEP
4 (Agenda Item 7)"!

93.  The Committee recalled the decision of its 39" Session to start new work on an annex on leafy green
vegetables including leafy herbs through an electronic working group led by the United States of America
and that this work had been approved by the 31* Session of the Commission.

94. The Delegation of the United States introduced the document and recalled that when the Code of
Hygienic Practice for Fresh Fruits and Vegetables (CAC/RCP 53-2003) was developed, it had been
understood that the Code would be supplemented by annexes on specific commodities and that leafy green
vegetables including fresh herbs had been identified as the commodity group of highest concern by an
FAO/WHO Expert Meeting in September 2007. The Delegation further indicated that the proposed draft
annex was based on guidance provided by an FAO/WHO Expert Consultation (May 2008) and pointed out
that there were a few areas on which further guidance from the Committee was needed, i.e. on small-scale
production and processing systems: wet systems used to produce leafy vegetables and herbs, including the
production of watercress, herbs and other leafy greens in wet systems; and on production systems for fresh
leafy vegetables: and on other than those used in producing lettuce, spinach and salad mixes which were well
presented in the current document. The Delegation proposed that these areas should be addressed before
proceeding with detailed consideration of the document and its advancement in the Codex step procedure.

95. The Representative of FAO speaking on behalf of the FAO and WHO gave a brief overview of the
aforementioned two expert meetings, on microbiological hazards in fresh fruits and vegetables and on
microbiological hazards on leafy greens, respectively, and the outcomes of those meetings.

96. The Committee had a general discussion on the document and made the following observations.

' CX/FH 08/40/7; CX/FH 08/40/7-Add.1 (comments from Argentina and Australia); CRD 18 (comments from the
European Community); CRD 23 (comments from Brazil); CRD 25(comments from Canada); CRD 26 (comments from
TACFO); CRD 27 (comments from Indonesia); CRD 28 (comments from Mexico); CRD 34 (comments from Japan);
CRD 37 (comments from Philippines); CRD 39 (proposal for Circular Letter prepared by the United States of America).
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97.  The Delegation of the European Community referring to its comments in CRD 18, supported by some
other delegations, indicated that while good progress had been made, more specific recommendations could
better address the particular risks linked to the products covered by the Annex that better articulation with the
main code would facilitate the reading and use of the Annex; that some parts of the Annex were too
prescriptive (such as the guidance provided in Sections 3.2.1 and 3.2.24); that more coherence, clarity and/or
explanation as regards the approach to define the different sources and level of quality of water used at the
different steps especially at farm level was needed; that consistent terminology should be used; and that
temperature aspects should be more consistent and supported the recommendation to return the Annex for
redrafting.

98.  An observer was of the view that the document could be strengthened by making it a requirement for
growers to develop comprehensive written foods safety plans that would outline the potential hazards and the
steps to be taken to reduce microbial food safety risks that may result from those hazards or to provide a
model of what a written plan should look like. Some delegations however cautioned against placing an
additional administrative burden for primary producers through such a requirement.

99. A delegation indicated that the Annex needed to be more specific about the particular commodities to
be covered to ensure that the guidance provided would be applicable and practicable, while another delegate
indicated that the scope should be restricted to packaged leafy green vegetables. Another delegation
indicated that instead of making references to other Codes of Hygienic Practice, the specific
recommendations from those Codes be added to the Annex to make it more user-friendly.

100. The Committee noted that despite significant progress made on the elaboration of the document the
above-raised issues should be addressed before proceeding with further elaboration. The Committee
therefore agreed that a Circular Letter would be issued requesting information to provide further guidance in
the development of the Annex on fresh leafy vegetables in order to ensure that this Annex is equally
applicable to small and large scale operations and takes account of the challenges that small-scale operations
face.

101. The following additional information on large and small-scale operations would be requested and
mention should be made to whether the response applies to specific leafy vegetables (e.g. romaine lettuce);
group of leafy vegetables (herbs) or leafy vegetables in general:

e The typical steps and processes, including handling, storage and transport, used in small scale production
systems of fresh leafy vegetables and herbs from primary production through to marketing of the
finished product.

e The typical steps and processes, including handling, storage and transport, used in wet production
systems (e.g. production of watercress) from primary production through to marketing of the finished
product.

e The application of existing Codex codes of practice or national/regional codes of practice, GAPs and the
extent to which they address microbiological risks

e In particular, information on the following steps including any information on the microbiological risks
associated with the steps, processes and practices and any interventions taken to mitigate these risks
would be useful:

e Size of production system

e [Location (e.g. proximity to urban areas, livestock production, sewage systems, waterways etc., prior
land use)

e  Weather during growing season(s)

e Inputs to production (e.g. source, quality and method of application of irrigation water, water used
for other agricultural purposes such as in preparing fertilizers, for dust abatement, on roads, use and
type of soil amendments and fertilizer etc.)

e Packaged or unpackaged
e Major pests and control measures used for production systems

e Sanitation, Sanitary facilities
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e  Worker hygiene
¢ Access to handwashing facilities and toilets
e Child access to fields
¢ Equipment sanitation
¢ Sanitation of equipment (e.g. knives, containers, mechanical harvest equipment)

e Harvesting practices and packing (e.g., is product field packed, packed in shed, is water used, how,
what is the source and quality of water)

e Processing practices (is the product subject to any further processing such as washing, sanitizing,
cutting packing, where does this take place — a specific facility, at markets)

e Marketing practices (e.g. where and how the produce is transported, and sold (export or domestic
market, type of retail establishment))

e Application of the cold chain (e.g. use of ice, refrigeration during storage, transport retail, etc.)

102. The Committee agreed to reconvene the electronic working group led by the United States of America,
open to all members and observers and working in English only, to further elaborate the Annex at Step 2
taking into account all written comments submitted, comments made during the Session and the information
provided in response to the Circular Letter.

Status of the Proposed Draft Annex on Leafy Green Vegetables Including Leafy Herbs to the Code of
Hygienic Practice for Fresh Fruits and Vegetables at Step 4

103. The Committee agreed to return the proposed draft Annex to Step 2 for further elaboration by the
above working group, circulation for comments at Step 3 and consideration by the next session of the
Committee.

PROPOSED DRAFT CODE OF HYGIENIC PRACTICE FOR PATHOGENIC VIBRIO SPECIES IN
SEAFOOD (Agenda Item 8)"

104. The Committee recalled that the 31* Session of the Commission had approved the new work proposal
submitted by the 39" Session of the Committee to elaborate a Code of Hygienic Practice for Pathogenic
Vibrio Species in Seafood. The Committee also recalled that at its 39™ Session it had agreed to establish an
inter-session physical working group led by Japan to prepare the proposed draft code for circulation for
comments at Step 3 and consideration at Step 4 at the present session.

105. Following the previous decision by the Committee (see para. 4), the in-session physical working
group”, led by Japan, met to consider the proposed draft code presented in CX/CF/08/40/8 and prepared
further proposed amendments that was presented in CRD 36.

106. The Delegation of Japan, as Chairperson of both the inter-session and the in-session physical working
groups, referring to the above relevant two documents, highlighted that the proposed draft code of practice
targeted pathogenic V. parahaemolyticus, V. vulnificus and choleragenic V. cholerae and covered seafood
including finfish and shellfish that are marketed in a live, raw, or partially or thoroughly treated state. The
Delegation also explained that the in-session physical working group further proposed amendments to the
text in particular in the sections on: temperature control; handling/storage and transport; labelling; and
terminology of the scope of products. The physical working group recommended to develop an annex to this
proposed draft code, which should focus on Vibrio parahaemolyticus and V. vulnificus in molluscan
shellfish, and might be expanded to choleragenic V. cholerae as long as there were sufficient data for the

12 CX/FH 08/40/8, CX/FH 08/40/8-Add.1 (comments from Australia, Canada, Costa Rica, Guatemala, Iran, Mexico,
Philippines, United States and International Commission on Microbiological Specifications for Foods (ICMSF)), CRD
3 (comments of Ghana), CRD 18(comments of European Community), CRD 22 (comments of Japan) , CRD 29
(comments of Nicaragua), CRD 30 (comments of IACFO), CRD 31 (comments of Indonesia), CRD 32 (comments of
Korea) , CRD 33 (comments of Mexico), CRD 36 (outcome of the in-session physical working group led by Japan) .

13 Australia, Brazil, Canada, Costa Rica, Cuba, Denmark, Domenica Republic, El Salvador, European Community,
France, Germany, Guatemala, Honduras, Japan, Mali, Mexico, Morocco, Mozambique, the Netherlands, New Zealand,
Nicaragua, Nigeria, Norway, Peru, Philippines, Portugal, Serbia, Spain, Sweden, the United Kingdom, the United States
of America, FAO,WHO, CIAA, ICD and ICMSF attended.
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additional elaboration of the Annex. In addition, the working group recommended not to develop
microbiological criteria for Vibrio spp. in reply to the request from the 29" session of the Committee on Fish
and Fishery Products'®, based on the FAO/WHO risk assessment. It was clear that the risk reduction derived
from a certain microbiological criterion was diverse among different parts of the world and that it was
therefore difficult to set microbiological criteria, which were applicable worldwide.

107. The Committee considered the text presented in CRD 22, paragraph by paragraph. In addition to
editorial amendments, the following observation and changes were made.

Title

108. The Committee considered to amend the title of the code in order to better reflect the contents of the
document and to use a similar title as used in other recent CCFH documents, e.g. Guidelines on the
Application of General Principles of Food Hygiene to the Control of Listeria Monocytogenes in Ready-to-eat
Foods (CAC/GL 61-2007) for consistency. However no agreement was reached, therefore the two different
titles were placed in square brackets for further consideration.

Introduction

Paragraph 7

109. The Committee agreed to add a sentence to provide more detail of the characteristic that specifies
Vibrio parahaemolyticus.

Paragraph 11

110. The terms “undercooked” and “cooked” were replaced by “partially treated” and “thoroughly treated”
respectively in order to better define the products covered by the code including those products that were
cooked or treated through other processes. The same or similar amendments were made throughout the
document including paragraph 23 of the scope. For the sake of clarity, a footnote was added to explain that
“treated” meant any vibriocidal treatment, e.g. heat treatment, high pressure. The term “for example” was
added in the first sentence to clarify that the number of seafood listed did not exclude other foods associated
with illness caused by V. parahaemolyticus.

Paragraph 12

111. The reference “these choleragenic strains” and “patients” were deleted as unnecessary.

Paragraph 13

112. A text was added to better describe situations in which cholera outbreaks occurred with V. cholerae.

Paragraph 16

113. It was agreed to include “diabetes, haemochromatosis and HIV/AIDS” as further examples of chronic
pre-existing health conditions in individuals which could make such individuals more susceptible to primary
septicaemia following consumption of contaminated raw molluscan shellfish. Similar additions were also
made in paragraph 108 for consistency.

Paragraph 19

114. For accuracy, it was agreed to indicate that V. vulnificus multiplied at temperatures higher than 13°C.
It was also agreed to express salinities in both ppt and g/I.

Paragraphs 22-25

115. There was some discussion on which types of seafoods were covered in the code and whether ready-
to-eat should be included as these were products that posed greater risk for which no further measures were
taken for reduction of Vibrio spp.

116. After some discussion, amendments were made to indicate that the code covered seafood that were
marketed in a live, raw, chilled/frozen, partially treated, or through treated, including ready-to-eat seafood.

117. These paragraphs 22-25 were restructured to eliminate any repetitions, redundancies and
inconsistencies.

' ALINORM 08/31/18, para.76
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Paragraph 26

118. The term “may” was added to allow some flexibility in the application of the code by national
authorities, taking into account regional differences such as the prevalence of pathogenic Vibrio spp., water
temperatures and salinity.

Paragraph 27

119. The Committee agreed to use the definition of clean water /clean seawater of the Code of Practice for
Fish and Fishery Products since the definitions covered all types of water including seawater and
consequently deleted the text with the understanding that in this code definitions available elsewhere in
Codex were not repeated. It was noted that “health quality of fish” in the definition of clean water /clean
seawater in the Code of Practice for Fish and Fishery Products covered issues that were related to human
health. The definition of “partially treated” was added to clarify that this treatment was intended to reduce
but not eliminate Vibrio spp.

Paragraph 36

120. A sentence was added to highlight that the delay between harvest and refrigeration should be as short
as possible.

Paragraphs 39, 40 and 37

121. It was noted that clean water used for washing of seafood or for the storage of live seafood products
was not necessarily limited to clean potable water but also covered clean seawater.

Paragraph 61

122. The term “plumbing” was replaced by “drainage” for consistency with the title of section 4.4.2.

Paragraph 67

123. The temperature “less than 10°C” required for control of pathogenic Vibrio spp. was replaced by
“10°C or lower” for the sake of clarity and accuracy. And a footnote was inserted to indicate that the
temperature of 10 °C was used as a target to prevent or minimize Vibrio spp. growth and that a stricter
temperature control closer to 0 °C should also be considered to control other pathogens and that a different
temperature control of Vibrio spp. in molluscan shellfish would be specified in the Annex. The same
amendment was made in paragraph 7.

Paragraph 73

124. A text was added to emphasize that temperature control and monitoring should be implemented at
each step of the process.

Paragraph 74

125. “At low temperature” was added to emphasize that water used for washing and processing seafood
should be at low temperature.

Paragraphs 75 and 77

126. The term “potable” was added to clarify that pathogen free water should be used to wash fish prepared
for raw consumption or to cool foods after being cooked, in order to prevent any cross-contamination of
pathogens noting that for such foods there was no additional measure on pathogen control afterward.

Paragraph 79

127. “Prevent the growth” was also added to clarify that the freezing procedure could reduce the level of
pathogenic Vibrio spp. but did not always completely eliminate the pathogen.

Paragraph 80

128. Some delegations raised a concern regarding the wording in the second sentence of this paragraph
which implied that member countries should adapt their control measures to the requirements of the country
of retail sale and wondered if it were appropriate to have this text in the Codex document, and proposed to
delete the text. It was clarified that this sentence described the reality in many countries in which their
legislation either allowed or disallowed the use of certain inactivation technologies for pathogens including
pathogenic V. parahaemolyticus and that the text was commonly used in other Codex documents. As there
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was no agreement on this text, the Committee agreed that this text was bracketed for further consideration. It
was also agreed to delete “gamma irradiation” as an example because this technology was not so commonly
used.

Paragraph 83

129. Some delegations proposed to indicate the temperature of clean water and the ratio of crushed ice to
water that were used to store seafood intended for raw consumption and other ready-to-eat food as the
storage stage was crucial to control the level of Vibrio spp. or prevention of pathogen contamination. Noting
that Section 9 of the Code of Practice for Fish and Fishery Products (CAC/RCP 52-2003) contained detail of
storage requirements that were also applicable to control of Vibrio spp in seafood, the Committee agreed to
add a reference to this code. In addition, a text was added to stress the importance of the lowest temperature
applied to the storage of live fish and shellfish. It was noted that clean water used at this storage stage
sometimes include artificial seawaters or disinfected seawater that were treated not to constitute health
hazards.

Paragraph 87

130. It was agreed to replace the term “cooked” with “ready-to-eat” so as to provide clear definition of the
foods for which cross-contaminations was crucial. It was also agreed to delete the second sentence as this
only provided factual information but not action to be taken.

Paragraph 92

131. The second sentence was amended to highlight that the use of coastal water should be avoided in the
post harvest stage.

Paragraph 105

132. Recognizing the importance and effect of labelling as a risk management measure to protect the health
of consumers associated with consumption of live/ raw seafood or treated products, it was agreed to improve
the text of this paragraph to highlight that labelling of unpackaged live or raw seafood should be given
consideration and that such labelling should alert at risk-consumers to avoid or cook raw seafood.

Paragraph 107

133. The Committee agreed to insert in the Consumer Education section a reference to “Five Keys to Safer
Food (WHO)”" which could be applicable to control food pathogen contaminations at all stages of food
chain in different countries and regions, as proposed by the observer from ICD. This would help address a
number of issues on food safety constraints faced, in particular in developing countries, such as the use of
clean water, prevention of potential contaminations by infected food handlers, control of food safety at street
vendors, etc.

Paragraph 110

134. A text was proposed to allow special consideration be given to developing countries, taking into
account the diverse nature of their fishing practices. Due to time constraints, the Committee did not discuss
this text. The proposed text was bracketed for further consideration.

Paragraph 111
135. The term “primary production” was added to cover all personnel involved in the entire seafood chain.

Status of the Proposed Draft Code of Hygienic Practice for Pathogenic Vibrio Species in Seafood

136. Recognizing that substantial progress had been made to the text, it was noted that some important
issues would need further consideration, therefore the Committee agreed to return the proposed draft Code of
Hygienic Practice for pathogenic Vibrio species in seafood to Step 3 for comments and further consideration
at the next session of the Committee (see Appendix IV). The Committee also agreed to establish a physical
working group, led by Japan, that would meet immediately prior to the next session of the Committee to
review comments submitted and prepare proposals for consideration by the next session.

' www.who.int/foodsafety/consumer/Skeys/en/index.html
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OTHER BUSINESS AND FUTURE WORK: (a) DISCUSSION ON THE REPORT OF THE AD
HOC WORKING GROUP FOR ESTABLISHMENT OF CCFH WORK PRIORITIES (Agenda Item
9)16

137. The Delegation of France, who chaired the ad hoc working group for establishment of CCFH work
priorities, held immediately before the session introduced this item and provided the session with an
overview of discussions and outcome of the working group as described in CRD 1.

Viruses in food

138. Based on the recommendations of the working group the Committee agreed to start new work on
viruses in food. The Committee agreed to ask the 32™ Session of the Commission to approve new work on
the Code of Hygienic Practice for the Control of Viruses in Food. The project document is attached to the
report as Appendix V.

139. To the question on whether it was possible to include the avian influenza virus in the scope of the
document, it was clarified that following advice provided by the FAO/WHO Expert Meeting on Viruses in
Foods there was currently no conclusive evidence of transmission of avian influenza virus through foods,
therefore inclusion of this virus was premature at this stage.

140. The project document (Appendix V) will be submitted for approval as new work by the 62" Session
of the Executive Committee and the 32" Session of the Commission.

141. The Committee agreed to establish a physical working group led by The Netherlands, open to all
interested parties, working in English only, to meet in March 2009 to develop the Code of Hygienic Practice
for Control of Viruses in Food for circulation at Step 3 for comments and consideration by the next session
of the Committee. The committee requested that the working group should consider the most appropriate
title and presentation of this work.

Natural Mineral Waters

142. 1In response to the request of the 31% Session of the Commission to consider giving a higher priority to
the revision of the Recommended International Code of Hygienic Practice for Collecting, Processing and
Marketing of Natural Mineral Waters (CAC/RCP 33-1985), the Committee agreed to establish an electronic
working group led by Switzerland, open to all interested parties and working in English only, to consider this
matter in order to make a more informed decision on this matter at the next session. The terms of reference
of this electronic working group are as follows:

143. The Committee agreed that the electronic working group should:

e review the need for the revision of the Recommended International Code of Hygienic Practice for
Collecting, Processing and Marketing of Natural Mineral Waters (CAC/RCP 33-1985):

e In order to take into account the latest developments in food safety and food hygiene, such as
HACCP principles, adopted since the Code’s adoption in 1985;

e To improve guidance provided to Codex members and bring its provisions in line with the
microbiological requirements, which are obsolete, with the provisions in Section (Hygiene) of the
Codex Standard for Natural Mineral Waters (CODEX STAN 108-1981). Work should be limited to
the Code itself and should not include a revision of provisions in the Codex Standard for Natural
Mineral Waters.

e prepare a discussion paper including, as appropriate, a draft project document, to be circulated for
comments prior to the next session of the Committee and to be considered by the Committee in
compliance with the current prioritization process.

' CX/FH 08/40/9; CRD 1 (Report of the CCFH working group for the establishment of CCFH work priorities), CRD 4
(proposal by United Kingdom), CRD 7 (comments from India); CRD 8 (comments from Thailand), CRD 18 (comments
from the European Community).
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Possible Code of Hygienic Practice for Cocoa and Chocolate Production and Processing

144. The Committee noted the widespread interest expressed during the working group to the suggestion by
the United Kingdom to consider new work on a Code of Hygienic Practice for Cocoa and Chocolate
Production and Processing and agreed that in order to allow an assessment on whether such a code was
necessary, to issue a circular letter to collect comments and information on the following:

e [s the nature and relationship of chocolate and cocoa production and processing such as to justify a
specific Code of Practice in this area, i.e. the General Principles of Food Hygiene and its annexes would
be considered to be insufficient to meet Codex objectives;

e What products, processes and stages in the food chain would be the main areas to focus on?

®* What issues associated with those points in the food chain would be the most important to address
through any such Code?

¢ Information/data on human disease and contamination incidents with chocolate and chocolate products
that would be relevant to a specific Code of Hygienic Practice in this area.

145. It was agreed that the United Kingdom would consider the information provided in response to the
aforementioned Circular Letter and prepare a discussion paper on this matter for consideration by the next
session of the Committee.

Annex on Control Measures for V. parahaemolyticus and V. vulnificus in Molluscan Shellfish

146. The Committee agreed with the proposal to develop an annex on control measures for V.
parahaemolyticus and V. vulnificus in molluscan shellfish to the Proposed Draft Code of Hygienic Practice
for Pathogenic Vibrio species in Seafood as discussed under Agenda Item 8. The Committee agreed to
reconvene the physical working group led by Japan, open to all interested parties and working in English
only to develop this Annex for circulation at Step 3 for comments and consideration by the next session of
the Committee. The physical working group would meet in Kyoto, Japan most likely in May/June 2009.

Other matters

147. The Committee noted the observation by the observer from ICMSF, supported by the United States of
America that consideration could be given to whether it was necessary to update the Principles for the
Establishment and Application of Microbiological Criteria for Foods (CAC/GL 21-1997) which was
adopted more than 12 years ago in view of developments since then, e.g. the development of Principles and
Guidelines for the Conduct of Microbiological Risk Management and its annex on Guidance on
Microbiological Risk Management Metrics (CAC/GL 63-2007). It was noted that any other proposals for
new work should be submitted in response to the usual circular letter calling for proposals for new work for
consideration by the next meeting of the ad hoc working group for the establishment of CCFH work
priorities.

148. The Delegation of Cameroon, while recognizing the fact that the Committee was having a good
working example in decentralizing its session, appealed to chairs of other committees and working groups to
associate with further developing countries in co-hoisting as a way of capacity building.

149. The Committee thanked the Delegation of France for their excellent work in chairing the ad hoc
Working Group and accepted the offer of the Delegation of Guatemala to chair the next ad hoc working
group for the establishment of CCFH work priorities which will meet the day before the next session of the
Committee.

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 10)

150. The Committee was informed that the 41* Session of the CCFH was scheduled from 16 to 20
November 2009 and that a tentative proposal had been received to hold this Session in Uganda, however the
exact venue and dates would be determined by the host Government in consultation with the Codex
Secretariat and would be communicated to all members and observers at a later stage.
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SUMMARY STATUS OF WORK

Subject Matter Step Action by: Reference in
ALINORM 09/32/13
Proposed Draft Microbiological Criteria for 5/8 Governments, 32" para. 70 and Appendix
Listeria monocytogenes in Ready-to-Eat Foods CAC I
Microbiological Criteria for Powdered Follow- | 5/8 Governments, 32" paras 45 - 47 and
up Formulae and Formulae for Special Medical CAC Appendix III
Purposes for Young Children (Annex II to the
Code of Hygienic Practice for Powdered
Formulae for Infants and Young Children
(CAC/RCP 66-2008)
Proposed Draft Guideline for the Control of 2/3 WG led by New para. 92
Campylobacter and. Salmonella spp in Chicken Zealand and Sweden,
Meat Governments,
JEMRA, 41* CCFH
Proposed Draft Annex on Leafy Green 2/3 WG led by the USA, | para. 103
Vegetables Including Leafy Herbs to the Code governments, 41%
of Hygienic Practice for Fresh Fruit and CCFH
Vegetables
Proposed Draft Code of Hygienic Practice for 3 Governments, 41* para. 136 and
Vibrio spp. in Seafood CCFH Appendix IV
Annex on Control Measures for Vibrio 2/3 PWG led by Japan, para. 146
parahaemolyticus and Vibrio vulnificus in governments, 41*
Molluscan Shelfish to the Proposed Draft Code CCFH
of Hygienic Practice for Vibrio spp. in Seafood
Risk Analysis Policy of the CCFH Proce- | WG led by India, para. 15
dure governments, 41%
CCFH
Discussion papers
Possible Revision of the Recommended - EWG led by paras 142-143
International Code of Hygienic Practice for Switzerland, 41*
Collecting, Processing and Marketing of CCFH
Natural Mineral Waters (CAC/RCP 33-1985)
Possible Elaboration of the Code of Hygienic - United Kingdom paras 144-145
Practice for Cocoa and Chocolate Production
and Processing
New Work
Proposed Draft Code of Hygienic Practice for 1/2/3 32" CAC, WG led by | paras 138-141,

Control of Viruses in Food

the Netherlands,
governments, 41*
CCFH

Appendix V
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Aptdo. 10123-1000, San José
Costa Rica

América Central

Tel: (506) 2221 4286 ext 104
Fax: (506) 2221 4223

Email: jlee @netsalud.sa.cr

Licda Giannina LAVAGNI

Secretaria Técnica del Codex en Costa Rica
Ministeria de Economia, Induatria y Comericio
Aptdo. 10216-1000

San José

Costa Rica

Tel: (506) 2235 2700 ext 248

Fax: (506) 2235 8192

Email: glavagni @meic.go.cr

CROATIA / CROATIE

Dr Jelena DUGUM

Head of Delegation

Ministry of Agriculture, Fisheries and
Rural Development

Head of Directorate for Food Safety
and Quality

Av. Vukovar 78

HR-10000Zagreb

Croatia

Tel +385 16106 692

Fax +385 16109 189

Email: jelena.dugum @ mps.hr

CUBA

Ms Maria Victoria LUNA MARTINEZ

Head of Delegation

Inv. Titular Ing. Agrénoma

Ministerio de Salud Publica

Instituto de Nutricién e Higiene de los Alimentos.
Calle Infanta No 1158 0/Clavel y Llinaz

Centro Habana Cuba

Tel: 870 8947

Fax: 87 8947

E-mail: mvictoria@sinha.sld.cu & nc @ncnorma.cu
& marvic @infomed.sld.cu

Ms Zita Maria ACOSTA PORTA

Msc en Citricultura Tropical

Ministerio de la Agricultura

Instituto de Inv. En Fruticultura Tropical
Calle 7ma No 3005/ 30y32 Miramar Playa
Tel: 209 3401

Fax: 204 6794

Email: zitaacosta@iift.cu & nc@norma.cu

Ms Madeline PEREDA GONZALEZ
Lic. Tecnologia de la Salud perfil
Higioney Epidemiologia

Ministerio de Salud Publica

Unidad Nacional de Salud Ambiental
Ave. 23 Edif Sot entre N y O vedado
Tel: 838 3384 /838 3370

Email: madeline @infomed.sld.cu &
nc@norma.cu
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DEMOCRATIC REPUBLIC OF THE
CONGO/REPUBLIQUE DEMOCRATIQUE
DU CONGO / REPUBLICA DEMOCRATICA
DEL CONGO

Dr Jean — Marie Yuma OLENGA

Head of Delegation

Chef de Division Santé Publique Vétérinaire
Ministére de I’ Agriculture, Péche et Elevage
Avenue Batetela n® 1316

Commune de la Gombe

Kimshasa — D.R. Congo

Tel: 243 998 867 155

Email: jm olga@yahoo.fr

DENMARK / DANEMARK / DINAMARCA

Dr Annette Perge

Head of Delegation

Veterinary Officer

Danish Veterinary and Food Administration
Mgrkhgj Bygade 19

DK-2860 Sgborg

Tel: +45 33956282

Fax: +45 33956001

Email: ape @fvst.dk

Dr Jens Kirk ANDERSEN
Senior Adviser

National Food Institute
Technical University of Denmark
Mgrkhgj Bygade 19

2860 Sgbgrg

Tel: +45 7234 7213

Email: jkia@food.dtu.dk

DOMINICAN REPUBLIC / DOMINICANA
REPUBLICA / REPUBLIQUE DOMICICAINE

Ms Cristina MARGARITA ROSARIO
Head of Delegation

Técnico Normalizador

Direccién General De Normas y Sistemas De
alidad (Digenor),

Secretaria de Estado de Industria y Comercio
(SEIC)

Avenida México Esquina Leopoldo

Navarro, Edificio De Oficinas Gubernamentales
Juan Pable Duarte, Piso 11

Gazcue Santo

Domingo D.N.

Tel: +809 686 2205 ext 309

Fax: +809 682 9967

E-mail: critirosario @yahoo.es

EGYPT / EGYPTE / EGIPTO

Dr Magdy SAAD

Head of Delegation

Prof. Food Safety of NRC

Rept. of FH Com. EOS

National Research Centre

NRC-EL Bohooth st.

Cairo, Egypt

Tel: 22622403

Fax: 3370931

Email: madgdy_saad6 @yahoo.com

EL SALVADOR

Ing Myrna Evelyn ALVAREZ DE VANEGAS
Head of Delegation

Jefe Normalizacién Metrologia y Certicacion de la
alidad Punto Focal

Consejo Nacional de Ciencia y Tecnologia
ONACYT

Colonia Medica, Pje.

N° 51 San Salvador

El Salvador

Tel: (503) 22 348411

Fax: (503) 22 348416

Email: evanegas @conacyt.gob.sv &
vanegasevelyn @hotmail.com

Ms Flor de Maria SOSA DE MENDOZA
Comité Nacional CODEX

Directora de Laboratorio

Laboratorio de Calidad Integral de Fusades
Urb. Y Blvd.. Santa Elena, edificio FUSADES
Antiguo Cuscatldn

La Libertad

El Salvador

Tel: (503)2248 5681

Fax: (503) 2248 5669

Email: fmendoza@fusades.org.sv

Ms Ana Delmy HERCULES DE MELARA
Gerente Unidad Microbiologia de Alimentos
Laboratorio de Calidad Integral de FUSADES
Urb. Y Blvd. Santa Elena, edificio FUSADES
Antigua Cuscatlan, La Libertad

El Salvador

Tel: (503) 2248 5681

Fax: (503) 2248 5669

Email: damelara@fusades.org.sv
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ESTONIA / ESTONIE

Ms Elsa PEIPMAN

Head of Delegation

Chief Specialist

Food Hygiene Office

Food and Veterinary Department
Ministry of Agriculture
39/41 Lai str., 15056 Tallin
Estonia

Tel: 372 6 256 246

Fax: 372 6 256 210

Email: elsa.peipman @agri.ee

EUROPEAN COMMUNITY (MEMBER
ORGANIZATION) / )
COMMUNAUTE EUROPEENNE

(ORGANISATION MEMBRE) / COMUNIDAD

EUROPEA (ORGANIZA CION MIEMBRO)

Dr Jérome LEPEINTRE

Head of Delegation

European Commission

Health and Consumer Protection Directorate
Acting Head of Unit

Rue Froissart 101 (02/62)

B-1049 Brussels

Tel: +32-2-299 37 01

Fax: +32 2 299 85 66

Email: jerome.lepeintre @ec.europa.cu

Dr Ari HORMAN

European Commission

Health and Consumer Directorate-General
(SANCO), Rue Froissart 101 (04/10)
B-1049

Brussels

Tel: +32 2298 85 43

Fax: +32 2 299 85 66

Email: ari.horman@ec.europa.cu

FINLAND / FINLANDE / FINLANDIA

Dr Sebastian HIELM

Head of Delegation

Senior Veterinary Officer

Ministry of Agriculture and Forestry
P.O. Box 30

00023 Government

FINLAND

Tel: 358-50-5245761

Fax: 358-9-16053338

Email: sebastian.hielm @mmm.fi

FRANCE / FRANCIA

Dr Paul MENNECIER

Ministere de 1'Agriculture et de la Péche
DGAL- SDSSA

251, rue de Vaugirard

F.75732 PARIS CEDEX 15

tél: 3314955 84 18

fax: +33 149 55 56 80

email: paul.mennecier @agriculture.gouv.fr

Mr Pascal AUDEBERT

Point de Contact du Codex alimentarius en France
Premier Ministre Secrétariat général des Affaires
européennes

2, boulevard Diderot

75572 PARIS CEDEX 12

Tel:33144 87 16 03

Fax : 33144 87 16 04

Email : sgae-codex-fr@sgae.gouv.fr

Dr Francoise THIERRY BLED
Ministere de I’Economie,

des Finances et de I'Emploi

Direction Générale de la Concurrence,
de la Consommation et de la Répression des
Fraudes

Bureau C2-Sécurité et réseaux d’alerte
59 Boulevard Vincent Auriol

F.75703 Paris Cedex 13

Tel: +33 144 97 32 07

Fax: +33 144 97 24 86

E-mail: francoise.thierry-
bled @dgccrf.finances.gouv.fr

GERMANY / ALLEMAGNE / ALEMANIA

Dr Andrea SANWIDI
Head of Delegation

Head of food hygiene unit
Federal Ministry of Food
Agriculture and Consumer Protection
Rochusstr 1

D-53123

Bonn, Germany

Tel: 49 228 99 529 3828
Fax: 49 228 99 529 4944
Email: 328 @bmelv.bund.de

Dr Edda BARTELT

Head of the Institute

Lower SaxonyFederal State Office for Consumer
Protection and Food Safety (LAVES) State
Institute for Fish and Fishery Products Cuxhaven
Schleusenstrafie 1

D-27472 Cuxhaven

Tel.: +49(0)4721-698913

Fax: +49(0)4721-698916

E-Mail: edda.bartelt@laves.niedersachsen.de
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Dr Luppo ELLERBROEK

Director and Professor

Federal Institute for Risk Assessment (BfR)
Diedersdorfer Weg 1

D-12277

Berlin, Germany

Tel: +49 30 8412 2121

Fax: +49 30 8412 2966

Email: lueppo.ellerbroek @bfr.bund.de

Dr Walter HEESCHEN
Professor/Advisor

Germany Dairy Association
Dielsweg 9

D-24105

Kiel, Germany

Tel: +49(0)431-34106

Fax: +49(0)431-338973
Email: heeschen @t-online.de

Dr Paul TEUFEL
Government Consultant
Seehofstr. 119

14167 Berlin

Tel: +49 30 771 5574

Fax: +49 30 3646 5196
Email: paul.teufel @online.de

Dr Petra LUBER

Scientific Officer

Federal Office of Consumer Protection and Food
Safety (BVL)

Mauerstr. 39-42

D-10117 Berlin

Germany

Tel: +49 30 18444 10618

Fax: +49 30 18444 10699

Email: petra.luber @bvl.bund.de

GREECE / GRECE / GRECIA

Mrs Anastasia VARANGOULI

Head of Delegation

Hellenic Food Authority (EFET)

124 Kifissias Ave & latridou 2 st

P.C. 11526

Athens Greece

Tel: 0030 210 6971543 (0030 6977 543 105)
Fax: 0030 210 6971501

Email: avaragouli @efet.gr

Mr Vasileios KONTOLAIMOS

Legal Advisor

Greek Ministry of Rural Development and Food
Acharnon 29

10439 Athens

Greece

Tel: +302108250307

Fax: +302108254621

E-mail: cohalka @otenet.gr

GUATEMALA

Mr Guillermo BLANDING

Head of Delegation

Medico Veterinario

Comite Higiene de los Alimentos Codex
Coordinador Alimentarius

14 Ave 14-71 zona 10

Colonia Oakland

Guatemala

Tel: (502) 2385 5184 & (502) 2368 1176
Fax: (502) 2333 46 17

Email: willie @intelnet.net.gt

Ms Midia ESCOBAR

Miembro del comité de frutas y vegetales
Frescos

Ingeniera Agrénoma

01064

Tel: 66851224

Email: midiaescobar @yahoo.com.mx

Dr Manuel HOFFMAN

Comité Codex sobre Higiene de los Alimentos
Avenida La Reforma-1-50 zona 9

Guatemala

Tel: 23603084

Fax: 23603161

Email: mhoffman @anaviguatemala.org

Mr Victor JIMENEZ

Coordinador de la Unidad de Analisis de
Alimentos

Laboratorio Nacional de Salud

Km 22 Carretera al Pacifico Barcena Villa Nueva
Tel: 502 66306036

Fax: 502 66306011

Email: vixj2004 @yahoo.com

Mr Fausto MORENO

Licenciado en Acuicultura

Ministrio de Agricultura

Ganaderia y Alimentacion

2 Avenida. 12-90 zona 13

Guatemala

Tel: (502) 24137454

Email: fmoreno@maga.gob.gt
faremo(05 @yahoo.es

Mr Alvaro Leonel PONCE PONCE

Medico Veterinario

Comité Codex sobre Higiene de los Alimentos
45 Calle “A” 2-78, Zona 12

Colonia Monte Maria I

Villa Nueva

Tel: (502) 2479 1484

Fax: (502) 2479 1584

Email: ponceponce @intelne.net.gt
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HONDURAS

Dr. Floridalma MORALES

Head of Delegation

Universidad Pedagdgica Nacional Francisco
Morazan

Avenida el Dorado

Frente a Mall Plaza Miraflores
Tegucigalpa, M.D.C. Honduras
Centro América

Tel: (504) 239 8037

Fax: (504) 2311257

E-mail: flormorales2002 @yahoo.com

HUNGARY / HONGRIE / HUNGRIA

Dr Maria SZEITZNE SZABO
Head of Delegation

Director General

Hugarian Food Safety Office

Gyali ut 2-6

H- 1097 Budapest

Hungary

Tel: +36 1 368 88 15

Fax: +36 1 387 94 00

Email: maria.szabo@mebih.gov.hu

INDONESIA / INDONESIE

Dr Husniah Rubiana THAMRIN AKIB

Head of Delegation

Head of National Agency for Drug and Food

Control

National Agency of Drug and Food Control

J1. Percetakan Negara No. 23

Jakarta 10560

Tel: 62 21 4244688

Fax: 62 21 4250764

Email: tukepalabadan @yahoo.com
husniaht @yahoo.com

Mrs Tetty Helfrey SIHOMBING
Director of Food Product Standardization
National Agency of Drug and Food Control
J1. Percetakan Negara No. 23

Jakarta 10560

Tel: 62 21 428755784

Fax: 62 21 42875780

Email: tettyhelfrey @yahoo.com

Mr Akhyar RAIS

Head of Quality Control Export
Commodity Division

Ministry of Trade

J1. Raya Bogor Km 26 Ciracas
Jakarta 13740

Tel: +62 21 8710323

Fax: +62 21 8710478

Email: akhyar rais@yahoo.com

Mr Hendra HALIM

Primary Secretary

Calle Julio verne No. 27

Mexico City

Tel: (52 55) 5280 6363 ext 123
Email: hendra.halim@deplu.go.id

Mr Gembong SUKENDRA
Section Head of Cooperation 1
Ministry of Trade

J1. Raya Bogor Km 26 Ciracas
Jakarta 13740

Tel: 62 21 8710323

Fax: 62 21 8710478

Email: gb_sukendra@yahoo.com

Mr Trioso PURNAWARMAN
Lecture on Department of Animal Diseases
And Vetrinary Public Health
Faculty of Veterinary Medicine
Bogor Agriculture University

J1. Agatis,

Kampus IPB

Darmaga

Bogor 16880

Tel: 62 251 8625588

Fax: 62 251 8625588

Email: trioso @cbn.net.id

Dr Kartika ADIWILAGA

Regulatory and Scientific Affairs Leader South
ast Asia Cargill Health and Nutrition

Cargill Indonesia

Plaza Bapindo Tower Citibank Lt 23

J1 Jenderal Sudirman Kav 54-55

Jakarta

Tel: 62 21 526 6788

Fax: 62 21 526 6677

Email: Kartika adilaga@cargill.com

IRELAND / IRLANDE / IRLANDA

Mr Kilian UNGER

Head of Delegation

Superintending Veterinary Inspector
Department of Agriculture Fisheries and Food
Agriculture House 6E

Kildare Street

Dublin 2

Phone: 353-1-6072844

Fax: 353-1-6072888

Email: Kilian.unger @agriculture.gov.ie
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Dr Wayne ANDERSON

Chief Specialist of Food Science,

Food Safety Authority of Ireland, Block DEF,
Abbey Court,

Lower Abbey Street,

Dublin 1

Tel: 353 1 817300

Fax:353-1-817221

Email: wanderson@fsai.ie

Mr Martin REA

Agriculture Inspector

Dept. of Agriculture & Fisheries and Food
3 C, Agriculture House

Kildare Street

Dublin 2

Tel: + 3531 607 2219

Fax: + 3531 607 2848

Email: martin.rea@agriculture.gov.ie

ITALY /ITALIE / ITALIA

Ms Monica GIANFRANCESCHI
Head of Delegation

Senior Research

Public Health Institute

Viale Regino Elena 299

001to Superiore Sanita

National Center

for Food Quality and risk
Assessment

Tel: (39) 064990 2319

Fax: (39) 0649387101

Email: monica.gianfranceschi @iss.it

Ms Brunella LO TURCO

Codex Alimentarius Contact Point
Ministry of Agriculture

Via XX Settembre 20

00100 Rome

Tel: (39) 06446656042

Fax: (39) 064880273

Email: b.loturco @politicheagricole.it

JAPAN / JAPON / JAPON

Dr Hajime TOYOFUKU

Head of Delegation

Section Chief on Food Safety
National Institute of Public Health
Department of Education and Training
Technology

2-3-6, Minami, Wako, Saitama
351-0197, Japan

Tel: +81-48-458-6150

Fax: +81-48-469-02133

Email: toyofuku@niph.go.jp

Dr Yayoi TSUJIYAMA

Coordinator, Risk and Crisis Management
Food Safety and Consumer Policy Division
Food Safety and Consumer Affairs Bureau
Ministry of Agriculture, Forestry and Fisheries
1-2-1 Kasumigaseki

Chiyoda-ku Tokyo 100-8950

Japan

Tel: +81 3 3502 5722

Fax: +81 3 3597 0329

Email: yayoi_tsujiyama@nm.maff.go.jp

Dr Kazuko FUKUSHIMA

Deputy Director

Office of International Food Safety
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 Japan

Tel: +81 33595 2326

Fax: +81 3 3503 7965

Email: codexj@mhlw.go.jp

Mr Yuichiro EJIMA

Deputy Director

Standards and Evaluation Division
Department of Food Safety
Pharmaceutical and Food Safety Bureau
Ministry of Health and Welfare
1-2-2 Kasumigaseki

Chiyoda-ku

Tokyo

100-8916 Japan

Tel: +81 3 3595 2341

Fax: + 81 3 3503 4868

Email: codexj@mbhlw.go.jp

Dr Suzuko TANAKA

Section Chief

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 Japan

Tel: +81 3 3595 2337

Fax: +81 3 3503 7964

Email: codexj@mbhlw.go.jp
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Miss Sachiko IWAHASHI

Officer

Office of International Food Safety
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 Japan

Tel: +81 3 3595 2326

Fax: +81 3 3503 7965

Email: codexj@mhlw.go.jp

Prof Mitsuaki NISHIBUSHI
Division of Intergrated Area Studies
Center for Southeast Asian Studies (CSEAS)
46 Shimoadachi-cho

Yoshida

Sakyo-ku Kyoto

606-8501

JAPAN

Tel: +81 3 3595 2326

Fax: +81 75 753 7350

Email: misibuti @cseas.kyoto-u.ac.jp

Dr Yoshimasa SASAKI

Microbiological Specialist

Food Safety and Consumer Policy Division
Food Safety and Consumer Affair Bureau,
Ministry of Agriculture, Forestry and Fisheries
1-2-1, Kasumigaseki

Chiyoda-ku, Tokyo 100-8950

Japan

Tel: +81-3-3502-5722

Fax: +81-3-3597-0329

Email: yoshimasa sasaki @nm.maff.go.jp

Dr Tomoko GOSHIMA

Ministry of Agriculture

Forestry and Fisheries

1-2-1 Kasumigaseki

Chiyoda-du

Tokoyo 100-8950

Tel: +81 3 3592 0306

Fax: + 81 3 3580 8592

Email: tomoko goshima@nm.maff.go.jp

LAO PEOPLE'S DEMOCRATIC REPUBLIC/

REPUBLIQUE DEMOCRATIQUE
POPULAIRE LAO /REPUBLICA
DEMOCRATICA POPULAR LAO

Ms Viengxay VANSILALOM

Head of Delegation

Deputy Head of Food Control Division
Ministry Of Health

Simuang Rd - Vientiane 01000

LAO PEOPLE'S DEM REP

Telephone No. : +856 2121 401314
Fax No. : +85621214015

Email : ysysanhouth@yahoo.com or

drug @Jaotel.com

MALI/MALI

Mr Ousmane TOURE

Head of Delegation

Directeur Général de I’ Agence Nationale de la
Sécurtié Sanitaire des Aliments
Ministére de la Santé

Quartier du Fleuve

Centre Commercial

Rue 305

BPE: 2362 Bamako

République du Mali

Tel: (00223) 20230183/66729013
Fax: (00223) 20220747

E-mail: oussou_toure @hotmail.com

MALAWI

Mrs Martha E. MAIDENI

Head of Delegation

Standards Officer

Malawi Bureau of Standards

PO Box 946

Blantyre, Malawi

Tel: +265 8 892 892

Fax: +265 1 870 756

Email: marthamaideni @mbsmw.org
mbs@mbsmw.org

Ms Elizabeth CHIMWEMWE THOMO
Standards Officer

Malawi Bureau of Standards,

PO Box 946

Blantyre, Malawi

Tel: +265 8 893 318

Fax: +265 1 870 756

E-mail: elizabeththo @mbsmw.org,
mbs@mbsmw.org
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MEXICO / MEXIQUE / MEXICO

Mr José Noe LIZARRAGA CAMACHO
Head of Delegation

Subdirector Ejecutivo de Dictamen Sanitario de
Productos y Servicios,

Uso y Publicidad

Comision Federal para la Proteccion contra
Riesgos

Sanitarios

Monterrey No. 33 Piso 3 Col. Roma
Delegacién Cuauhtemoc C.P.. _ 06700
Tel: +52 55 55 141470

Fax: +52 55 55141407

Email: nlizarra@salud.gob.mx

Sr Alfonso MONCADA

Representante

Consejo Agroempresarial de Mesoamerica
Av. Division del norte No 1419

Sta Cruz CP 03310

Mexico D.F.

Tel: +52 55 5000 1400

Fax: +52 55 56 01 0903

Email: amoji @starmedia.com

Srta Betriz PELAYO

Representante

Consejo Agroempresarial de Mesoamerica
Av. Division del norte No1419

Sta Cruz CP 03310

Mexico D.F.

Tel: +52 55 5000 1400

Fax: +52 55 56 0109 03

Email: delfinbhopc @yahoo.com

MOROCCO - MAROC - MARRUECOS

Mr Abdellatif TARAF

Directeur Technique & I’Establissement
Autonome de Controle et de Coordination
des Exportations

EACCE

72 Rue Mohamed Smika

Casablanca, Maroc

Tel : 21222 307305

Email : taraf @eacce.org.ma

MOZAMBIQUE

Dr Ana CHARLES
Head of Delegation
Codex Contact Point
Ministry of Health
Eduardo Mondlane Av
1008

P.O. Box 264

Tel: + 258 8239 44478
Fax: +258 21326164
Email: a_charlita042000 @yahoo.com.au or
acharles @misau.gov.mz

Dr Mualide DE SOUSA

Director of Lab for Food and Water Hygiene
Ministry of Health

Eduardo Mondlane/Salvador Allende Av.
No 1008, 4a Floor

P.O. Box 264

Maputo, Mozambique

Tel: +258 21325178

Fax: +259 21307419

Email: mualide @ gmail.com

NETHERLANDS / PAYS-BAS /
PAISES BAJOS

Ms Inge STOELHORST

Head of Delegation

Public Health Officer

Ministry of Health, Welfare and Sport
P.O. Box 20350

2500 EJ the Hague

Netherlands

Tel: +31 70 340 5658

Fax: +31 70 340 5554

Email: i.stoelhorst@minvws.nl

Mr Enne De BOER

Senior Scientist

Food and Consumer Product Safety
Authority

P.O. Box 202

7200 AE Zutphen

The Netherlands

Tel : +31 575 588100

Fax : +31 575 575 588200

Email : enne.de.boer@vwa.nl
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NEW ZEALAND / NOUVELLE-ZELANDE /
NUEVA ZELANDIA

Dr Steve HATHAWAY

Head of Delegation

Director (Science)

New Zealand Food Safety Authority
NZFSA, 86 Jervois Quay

Telecom House, South Tower

Po Box 2835

Wellington 6011

New Zealand

Tel : (64) 29 894 2519

Fax : (64) 6 868 5201

Email : steve.hathaway @nzfsa.govt.nz

Ms Judi LEE

Principal Advisor (Risk Management)
New Zealand Food Safety Authority
South Tower

86 Jervois Quay

PO Box 2835

Wellington 6011

New Zealand

Tel : 64 4 894 2522

Fax : 64 4 894 2643

Email : judi.lee@nzfsa.govt.nz

Dr Scott CRERAR

Assistant Director (Standards)

New Zealand Food Safety Authority
Telecom House, 86 Jervois Quay
Po Box 2835

Wellington 6011

New Zealand

Tel: (64) 4 894 2401

Fax: (64) 4 894 2643

Email: scottt.crerar@nzfsa.gov.nz

NICARAGUA

Ms Clara Ivania SOTO

Head of Delegation

Responsible de Enfermedades Transmitidas

por Alimentos

Ministerio de Salud

Costado Este Colonia Primero de Mayo

Managua Nicaragua

Tel: (505) 289 4717 ext 217

Email: eta@minsa.gob.ni
clarasot@yahoo.com

Ms Carmen Agustina LANUZA
Responsable de Departmento de
Microbiologia de Aguas Alimentos del
Laboratorio CNDR-MINSA
Minsterio de Salud
Costado Este Colonia Primero de Mayo
Managua, Nicaragua
Tel: (505) 289 4604
Fax: (505) 289 7723
E-mail: eta@minsa.gob.ni

clanuzaj @yahoo.com

clanuzaj @hotmail.com

NIGERIA / NIGERIA

Mr Stephen TUNDE LAIYE

Head of Delegation

Director,

Food and Drug Services Department
Federal Ministry of Health

Abuja

Tel: 07055272797

Email: tundelaiye @yahoo.com

Mr Alebod ISEDY

Deputy Director

Food Procurement and Management
Food Reserve and Storage Department
National Food Reserve Agency

Plot 590 Zone 0A, Naic House
Central Area

Abuja

Tel: 234-8059610851

Email: aisedu@hotmail.com

Dr Bello Mohamed LIMAN

Nigeria Customs Service

3 Abidjan Street, Wuse Zone 3

Abuja

Tel: 234 805855 8888

Email: belloliman @customs.gov.ng
bello_liman @yahoo.com

Mrs Stella INDIDIAMAKA MADUKA
Federal Ministry of Health, Headquarters
Federal Secretariat, Phase 3

Central Area

Abuja

Tel. 234-8037022514

Email: maduka2stella@yahoo.com

Mr Dennis ONYEAGOCHA
Deputy Director [Food Safety]
Food & Drug Services Dept
Federal Ministry of Health

Abuja

Tel: 234-8033147808

Email: dennyo_2003 @yahoo.com
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NORWAY / NORVEGE / NORUEGA

Dr Bjorn GONDROSEN

Head of Delegation

Senior Adviser

Norwegian Food Safety Authority, Head Office
PO Box 383

N-2381 Brumundvdal

Norway

Tel: 47-23-21-67-85

Fax: 47-23-21-68-01

Email: bjorn.gondrosen @ mattilsynet.no

Mrs Nina KREFTING AAS
Head of Section

Norwegian Food Safety Authority
Head Office

P.O. Box 383

N-2381 Brumunddal

Norway

Tel: 47 23 21 67 58

Fax: 47 23 21 68 01

Email: nikaa@mattilsynet.no

Mrs Gunn KNUTSEN
Advisor Health & Quality
Norwegian Seafood Federation
POB 5471 Majorstuen

N-0305 Oslo

Norway

Tel: +47 951 47 831

Fax: +47 23 08 87 31

Email: gunn.knutsen @thl.no

PAPUA NEW GUINEA / PAPOUASIE
NOUVELLE GUINEE / PAPUA NUEVA
GUINEA

Mr Terry DANIEL

Chief Executive Officer

Food Sanitation Council Secretariat
Ministry of Health

P.O. Box 807

Waigan

National Capital District

Papua New Guinea

Tel. (675) 3013713

Fax (675) 3250568

PANAMA

Ms Carmela CASTILLO

Head of Delegation

Jefa Del Departamento de Evaluaciones Sanitarias
y Fitossanitaias

Autoridad Panamefia de Seguridad de Alimentos
Apartado Postal 0819-08049

Panama. Rep de Panama

Tel: (507) 522-0003

Fax: (507)522-0014

E-mail: ccastillo@aupsa.gob.pa

PERU / PEROU / PERU

Ms Paola Aurora FANO CASTRO

Head of Delegation

Director of Food Hygiene

Direccién General de Salud Ambiental — DIGESA
Calle Las Amapolas 350 Urb. San Eugenio Lince
Lima 14

Tel: (511)4428353 Ax 126

Fax: (511)4428353 Ax 204

E-mail: pfano@digesa.minsa.gob.pe

PHILIPPINES / FILIPINAS

Mrs Almueda DAVID

Head of Delegation

Food-Drug Regulation Officer IV
Bureau of Food & Drugs

Civic Drive Filinvest Corporate City
Alabang, Muntinlupa City 1781
Philippines

Tel: (632) 842 46 25

Fax: (632) 842 46 25 & (632) 807 07 51
Email: acdavid24 @yahoo.com

Ms Lisa BARILE

Senior Agriculturist

National Agricultural and Fishery Council
Department of Agriculture
Elliptical Road

Diliman

Quezon City 1100
Philippines

Tel; 63(2) 920 1788

Fax: 63(2) 920 3995

Email: lisabarile @yahoo.com

Ms Karen KRISTINE

Chief Science Research Specialist

Bureau of Agriculture and Fisheries Product
Standards (BAFPS)

Department of Agriculture

BPI Compound Visayas Avenue, Quezon City
Philippines 1101

Tel: (632) 920 6131

Fax: (632) 455 2858

Email: bafps@yahoo.com
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PORTUGAL

Dr Miguel Oliveira CARDO
Head of Delegation

Head of Veterinary Public Hygiene Service

Direc¢do Geral de Veterindria
Largo da Academia das Belas Artes,
2704 — 507 Amadora

Portugal

Tel: 00351214767394

Fax: 003514767500

E-mail: miguel.cardo@dgv.min-agricultura.pt

KOREA, REPUBLIC OF / COREE,’
REPUBLIQUE DE / COREA, REPUBLICA DE

Mr Hwang IN GYUN

Head of Delegation

Director

Korea Food & Drug Administration
194 Tongil-ro

Nokbun-dong Eunpyung-ku
Seoul, 122-704

Korea

Tel: 82 2 380 1682

Fax: 82 2 355 6036

Email: inghwang @kfda.go.kr

Mr Cho MEE HYUN

Senior Researcher

Korea Food & Drug Administration
194 Tongil-ro Eunpyung-gu

Seoul, 122-704, Korea

Tel: 82-2-380-1347

Fax: 82-2-385-2416

E-mail: myunee81@kfda.go.kr

Mr Choi DAE WEON

Assistant Director

Korea Food & Drug Administration
194 Tongil-ro Eunpyung-gu

Seoul, 122-704, Korea

Tel: 82-2-380-1635

Fax: 82-2-352-9444

E-mail: cdaewon @kfda.go.kr

SERBIA

Prof Sava BUNCIC

Head of Delegation

Department of Veterinary Medicine
Agriculture Faculty

University of Novi Sad

Trg D Obradovica 8

21000 Novi Sad

Serbia

Tel: +381 21 4853440

Fax: +381 21 453900

Email: buncic_sava@hotmail.com

SINGAPORE / SINGAPOUR

Dr Siang Thai CHEW

Head of Delegation

Deputy Chief Executive Officer and Director
Food and Veterinary Administration
Agri-Food and Veterinary Authority Singapore
5 Maxwell Road

Tower Block

Singapore 069110

Tel: (65) 6325 7600

Fax: (65) 6220 6068

Email: chew_siang_thai @ava.gov.sg

Ms Huay Leng SEAH

Deputy Director (Food Control)
Agri-Food and Veterinary Authority
Singapore

5 Maxwell Road

Tower Block

MND Complex, # 18-00

Singapore 069110

Tel: (65) 6325 5480

Fax: (65) 6324 4563

Email: seah_huay_leng@ava.gov.sg

SPAIN / ESPAGNE / ESPANA

Ms Maria Luisa AGUILAR
ZAMBALAMBERRI

Head of Delegation

Jefe de Servicio Subdireccion general de Riegos
Alimentarios

Agencia Espafiola De la Seguridad Alimentaria y
Nutricién

Ministerio De Sanidad y Consumo

C/ Alcala 56

28071 Madrid

Espana

Tel. +34 91 33 80 429

Fax: +34 91 33 80 169

E-mail: maguilar@msc.es
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Ms Maria Victoria RUIZ GARCIA

Jefe Servicio Subdireccion General de Gestion de

Riesgos Alimentarios

Agencia Espanola de la Seguridad Alimentaria y
Nutricién Ministerio de Sanidad y Consumo
C/Alcala 56

28071 Madrid

Tel (+34)91 33 80 279

Fax: (+34) 91 33 80 169

E-mail: vruiz@msc.es

ST LUCIA / STE LUCIE

Mr Thomas Edmund

Head of Delegation

Chairman National Codex Committee
Saint Lucia Bureau of Standards

P.O. Box CP5412

Castries St. Lucia

Tel: 758 459 0271

Fax: 758 459 0271

Email: edmundt@candw.lc

SWEDEN / SUEDE / SUECIA

Ms Kertin JANSSON

Head of Delegation

Deputy Director

Ministry of Agriculture

SE 10333

Stockholm

Sweden

Tel: +46 8 4051168

Fax: +46 8 206496

Email: kerstin.jansson @agriculture.ministry.se

Dr Lars PLYM FORSHELL
Assistant Chief Veterinary Officer
National Food Administration
Box 622

SE-751 26 Uppsala

Sweden

Tel. +46 18 17 55 82

Fax: +46 18 10 58 48

E-mail: lapl@slv.se

Dr Viveka LARRSON
Senior Veterinary Officer
National Food Administration
Box 622

SE 751 26 Uppsala

Sweden

Tel: +46 18 175588

Fax: +46 18 175310

Email: bvila@slv.se

Dr Mats LINDBLAD
National Food Administration
P.O. Box 622

SE 751 26 Uppsala

Sweden

Tel: +46 18 175697

Fax: +46 18 171494

Email: mali @slv.se

SWITZERLAND / SUISSE / SUIZA

Ms Christina GUT SJOEBERG
Head of Delegation

Swiss Federal Office of Public Health
Consumer Protection Directorate ,
Food Safety Division
Schwarzenburgstrasse 165

3097 Liebefeld

Phone: 41-31-322-68-89

Fax: 41-31-322-95-74

Email: christina.gut@bag.admin.ch

Mr Jean VIGNAL

Regulatory Affairs

Nestlé Schweiz

Avenue Henri Nestlé, 55
Vevey CH-1800

Phone: 41-21-924-35-01

Fax: 41-21-924-45-47

Email: jean.vignal @nestle.com

TURKEY / TURQUIE / TURQUIA

Prof Irfan EROL

Head of Delegation

Ankara University Faculty of Veterinarian
Medicine

Main Department of Food Hygiene and
Technologies

Ankara University Faculty of Veterinarian
Medicine

06110 Diskapi

Ankara

Turkey

Tel: +903 123170315/351

Fax: +903123170010

E-mail: erol @veterinary.ankara.edu.tr
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UNITED KINGDOM / ROYAUME-UNI/
REINO UNIDO

Mr Chris PRATT

Head of Delegation

Head of Hygiene Policy and Legislation Unit
Food Standards Agency

Aviation House

125 Kingsway

London WC2B 6NH

Phone: +44 (0)20 7276 8982

Fax: +44 (0) 20 7276 8910

Email: chris.pratt@foodstandards.gsi.gov.uk

Dr Paul COOK

Head of Microbiological Hazards and Consumer
Protection Branch

Food Standards Agency

Aviation House

125 Kingsway

London WC2B 6NH

Phone: +44 (0) 207 276 8950

Fax: +44 (0) 207 276 8910

Email: paul.cook @foodstandards.gsi.gov.uk

Mr Kevin WOODFINE

Hygiene, Training and Support Branch

Food Standards Agency

Aviation House

125 Kingsway

London WC2B 6NH

Phone: + 44 (0) 207 276 8964

Fax: +$$ (0) 207 276 8910

Email: kevin.woodfine @foodstandards.gsi.gov.uk

UNITED STATES OF AMERICA /
ETATS-UNIS D'AMERIQUE /
ESTADOS UNIDOS DE AMERICA

Ms Elizabeth JOHNSON
Head of Delegation

Acting Under Secretary

Room 227-E

Administration Building

United States Department of Agriculture
1400 Independence Ave. SW
Washington, DC 20250

Tel: (202) 720-0350

Fax: (202) 690-0820

Email: Beth.Johnson @usda.gov

Dr Donald ZINK

U.S. Delegate

Senior Science Advisor

Center for Food Safety and Applied Nutrition
Food and Drug Administration
(HFS-302)

Harvey W. Wiley Federal Building
5100 Paint Branch Parkway
College Park, Md 20740

Phone: (301) 436 1682

Fax: (301) 436-2632

Email: Donald.Zink @fda.hhs.gov

Dr Rebecca BUCKNER

Co-Alternate Delegate

Science Policy Analyst

US Food and Drug Administration

Center for Food Safety and Applied Nutrition
5100 Paint Branch Parkway

College Park, MD 20740

Phone 301-436-1486

Fax 301-436-2632

Email: Rebecca.Buckner@fda.hhs.gov

Dr Kerry DEARFIELD
Co-Alternate Delegate

Scientific Advisor for Risk Assessment
US Department of Agriculture

Food Safety and Inspection Service
1400 Independence Ave SW

380 Aerospace Building

Washington , DC 20250

Phone: 202-690-6451

FAX: 202-690-6337

Email: kerry.dearfield @fsis.usda.gov

Dr Catherine CHESNUTT

AAAS Science Policy Fellow

US Department of Agriculture Foreign Agricultural
Service

1400 Independence Ave, SW

Rm . 5932

Washington, D.C. 20250-1014

Tel: 202-720-9444

Fax: 202-720-0433

E-mail: Catherine.Chesnutt@fas.usda.gov

Dr Willette CRAWFORD

Consumer Safety Officer

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition
5100 Paint Branch Parkway

College Park, MD 20740-3835

Tel: (301) 436-1111

Fax: (301) 436-2651

Email: Willette.Crawford @fda.hhs.gov




ALINORM 09/32/13. Appendix I

36

Dr Angelo DEPAOLA

FDA Gulf Coast Seafood Laboratory
P.O. Box 158 (for USPS)

1 Iberville Dr.

Dauphin Island AL 36528

Tel: 251 690 3367

Fax: 251 694 4477

Email: angelo.depaola@fda.hhs.gov

Ms Amy GREEN

Policy Analyst

FDA/CFSAN

1500 Paint Branch Parkway
College Park, MD

20740

Tel: 301 436 2025

Fax: 301 436 2651

Email: amy.green @fda.hhs.gov

Mr Daniel MARCH

Director, Food Safety

Mead Johnson Nutritionals
2400 W. Lloyd Exp.
Evansville, IN 47721

Tel: 812-429-5402

Fax: 812-647-8770

Email: daniel.march@bms.com

Ms Barbara MCNIFF

Director, Codex Programs Staff

U.S. Department of Agriculture

Food Safety and Inspection Service
Office of International Affairs

1400 Independence Ave, SW
Washington, D.C. 20250

Tel: 202-690-4719

Email: Barbara.Mcniff @fsis.usda.gov

Mr Jack MOWBRAY

Senior Policy Advisor

Division of Plant and Dairy Food Safety

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition
5100 Paint Branch Parkway

College Park, MD 20740

Tel: 301 436 1490

Fax: 301 436 2632

Email: John.Mowbray @fda.hhs.gov

Dr Karl OLSON

Manager, Microbiology and Sterilization
Technology

Abbott Nutrition

3300 Stelzer Road

Columbus, OH 43219-3034

Phone: 614-624-7040

FAX: 614-727-7040

Email: karl.olson @abbott.com

Mr Bryce QUICK

U.S. Codex Manager

Food Safety and Inspection Service
1400 Independence Ave

Room 4861

South Building

Washington, DC 20250-3700

Tel: 202 205 7760

Fax: 202 720 3157

Email: Bryce.Quick @fsis.usda.gov

Ms Jenny SCOTT

Vice President of Science Policy Programs
Grocery Manufacturers / Food Protection
Association

1350 I St. NW, Suite 300

Washington, DC 20005

Phone: 202-639-5985

FAX: 202-639-5991

Email: jscott@gmaonline.org

Dr Benson SILVERMAN

Staff Director

Infant Formula/Medical Foods

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition
5100 Paint Branch Parkway

College Park, MD 20740-3835

Tel: 301 436 1459

Fax 301 436 2636

Email: Benson.Silverman @fda.hhs.gov

Ms Kathy STALEY

Senior Advisor for Quality Management
U.S. Department of Agriculture
Agricultural Marketing Service

Fruit and Vegetable Programs

1400 Independence Ave, SW
Washington, DC 20250

Tel: 202 720 0202

Fax: 202 690 1527

Email: Kathleen.Staley @usda.gov

ZAMBIA / ZAMBIE

Mr Phillip MULENGA

Head of Delegation

Acting Chief Policy Analyst
Environmental Health Services
Ministry of Health

Ndeke House

P.O. Box 30205

LUSAKA

Tel: 260 1 254067

Fax: 260 1 253344

E-mail: mulengaphillip@yahoo.com
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UNITED NATIONS AND SPECIALIZED
AGENCIES / NATIONS UNIES ET

INSTITUTIONS SPECIALISEES / NACIONES

UNIDAS Y ORGANISMOS
ESPECIALIZADOS

FOOD AND AGRICULTURE
ORGANIZATION OF THE UNITED
NATIONS (FAO)

ORGANISATION DES NATIONS UNIES
POUR L’ALIMENTATION ET
L’AGRICULTURE

ORGANIZACION DES LAS NACIONES
UNIDAS PARA LA AGRICULTURA Y LA
ALIMENTACION

Dr Sarah CAHILL

Nutrition Officer (Food Microbiology)
Nutrition and Consumer Protection Division
Food and Agriculture Organization

of the United Nations

Viale delle Terme di Caracalla

00153 Rome, Italy

Phone: 39-06-5705-3614

Fax: 39-06-5705-4593

Email: sarah.cahill @fao.org

Mr Iddya KARUNASAGAR
Senior Fishery Industry Officer
Food and Agriculture Organization
Of the United Nations

Viale delle Terme di Caracalla
00153 Rome, Italy

Tel: 39 06 5705 6873

Fax: 39-06-5705 4593

Email: iddya.Karunasagar @fao.org

Dr Maya PINEIRO

Coordinator Food Safety and Agricultural Health
Food and Agriculture Organization Of the United
Nations

Regional Office for Latin America and The
Caribbean

Dag Hammarskjoid 3241

Vitacura

P.O. Box 10095

Santiago Chile

Tel: 56 2 923 2208

Fax: 56 2 923 2101

Email: maya.pineiro @fao.org

Mrs Maria Guilermina TEIXEIRA
Representante a.i.

FAO Guatemala

7a. Ave. 12-90, Zona 13

Edif. INFOAGRO, Nivel 1
Guatemala 0113, C.A.

Tel: (502) 2472-4279

Fax: (502) 2471-4770

Email: guielhermina.teiheira@fao.org

WORLD HEALTH ORGANIZATION (WHO)
ORGANISATION MONDIALE DE LA SANTE
ORGANIZACION MUNDIAL DE LA SALUD

Dr Peter K. BEN EMBAREK

Scientist, food microbiology

Department of Food Safety, Zoonoses and
Foodborne diseases

Health security and the environment

20 Avenue Appia

1211 Geneva

Tel: +412279142

Fax: +41227914807

Email: benembarekp @who.int

INTERNATIONAL GOVERNMENTAL
ORGANISATIONS

IORGANISATIONS GOUVERNEMENTALES
INTERNATIONALES

ORGANIZACIONES GUBERNMENTALES
INTERNATIONALES

INTER-AMERICAN INSTITUTE FOR
COOPERATION AND AGRICULTURE
(IICA)

INSTITUTO INTERAMERICANO DE
COOPERACION PARA LA AGRICULTURA

Ms Alejandra DIAZ

Especialista Regional en Sanidad Agropecuaria e
Inocuidad de los Alimentos

Col. Lomas del Guijarro

Calzada Llama del Bosque No 530

Apdo. 1410

Tegucigalpa, Honduras

Tel: (504) 221-4938/221 5047

Email: alejandra.diaz @iica.int

WORLD ORGANISATION FOR ANIMAL
HEALTH (OIE)

ORGANISATION MONDIALE DE LA SANTE
ANIMALE

ORGANIZA CION MUNDIAL DE SANIDAD
ANIMAL

Dr Luis Barcos

OIE Representative for the Américas
Paseo Col6n 315, 5° piso “D”
C1063ACD,

Buenos Aires

Tel./Fax: (54-11) 4331 3919

Email: rr.americas @oie.int and
l.barcos @oie.int
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INTERNATIONAL NON-GOVERNMENTAL
ORGANIZATIONS

ORGANISATIONS
NONGOUVERNEMENTALES
INTERNATIONALES

ORGANIZA CIONES INTERNACIONALES
NO GUBERNMENTALES

ASOCIACION LATINO AMERICANA DE
AVICULTURA (ALA)

Dra Simone MACHADO

ALA — Asociacion Latinoamericana de
Avicultura

Rua Maua 920

80030-200 Curitiba PR

Brazil

Tel: (+5541) 2117-8641

Email: simone.machado @sadia.com.br

CONFEDERATION OF THE FOOD & DRINK
INDUSTRIES OF THE EU (CIAA)
CONFEDERATION DES INDUSTRIES
AGROALIMENTAIRE DE L’UE
CONFEDERACION DE INDUSTRIAS
AGROALIMENTARIAS

Mr Cliff MORRISON

CIAA

Av. Des Arst 43

1040 Brussels Belgium

Tel: 44 7860285981

Fax:

Email: cliff.morrison @btopenworld.com

Dr Tim JACKSON

CIAA

Av. Des Arst 43

1040 Brusseld

Belgium

Tel: 41 21 924 2269

Email: tim.jackson@nestle.com

INTERNATIONAL ASSOCIATION OF
CONSUMER FOOD ORGANIZATIONS
(IACFO)

Ms Caroline SMITH DEWAAL
International Association of Consumer Food
Organizations (IACFO)

1875 Connecticut Ave., NW

Suite 300

Washington, D.C. 20009

Tel : 202 777-8366

Fax : 202 265-4954

Email cdewaal @cspinet.org

INTERNATIONAL BABY FOOD ACTION
NETWORK (IBFAN)

RESEAU INTERNATIONAL DES GROUPES
D’ACTION POUR L’ALIMENTATION
INFANTILE

RED INTERNACIONAL DE ACCION SOBRE
ALIMENTOS DE LACTANTES

Ms Vilma POP

International Baby Food Action Network
4 call 14-69

73

Mexico

Tel: 24327063

Fax: 24377597

Email: Vilmapop @ galileo.edu

Ms Elizabeth STERKEN

International Baby Food Action Network
6 Trinity Square

Toronto, Ontario

M5GIBI

Canada

Tel. 416 5959819

Fax 416 591 9355

Email esterken @infactcanada.ca

INTERNATIONAL CO-OPERATIVE
ALLIANCE (ICA)

ALLIANCE COOPERATIVE
INTERNATIONALE

ALIANZA COOPERATIVA
INTERNACIONAL

Mr Kazuo ONITAKE

International Co-Operative Alliance (ICA)
Head of Unit

Safety Policy service

Japanese Consumers Co-operative Union
Co-op Plaza 3 29 8

Shibuya, Shibuya-ku

Tokyo, Japan

150-8913

Tel: +81 3 5778 8109

Fax: +81 3 5778 8031

Email: kazuo.onitake @jccu.coop

INDUSTRY FOR COUNCIL DEVELOPMENT
(ICD)

Dr Yasmine MOTARJEMI

Vice Chair

Industry for Council Development

74 West Hill

Wembly Park

Middlesex HA9 9RS

UK

Tel: + 44 20 8908 6375

Fax: + 44 20 8385 2656

Email: yasmine.motarjemi2 @nestle.com
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INTERNATIONAL DAIRY FEDERATION
FEDERATION INTERNATIONALE DE
LAITERIE

FEDERATION INTERNACIONAL DE
LECHERIA (FIL/IDF)

Dr Robin CONDRON

Manager Research &Development Consumer and
Market Assurance Division

Dairy Australia

Locked Bag

104 Flinders Lane

Victoria 8009

Australia

Tel: +61 3 9694 3831

Fax: +61 3 9694 3833

Email: RCondron@dairyaustralia.com.au

Mr Claus HEGGUM
Chief Consultant
Danish Dairy Board
Frederiks Allé 22

DK - 8000

Aarhus C, Denmark
Tel: +45 87 31 21 98
Fax: +45 87 31 20 01

Email: ch@merjeri.dk

INTERNATIONAL LACTATION
CONSULTANT ASSOCIATION (ILCA)
ASSOCIATION INTERNATIONALE DES
CONSULTANT(E)S EN LACTATION

Mrs Maryse ARENDT

International Lactation Consultant Association
ILCA liason to Codex c/o Initiativ Liewensufank
20 rue de Contern

5955 Itzig

Luxemburg

Tel: 360597 13

Email: marendt@liewensufank.lu

INTERNATIONAL SPECIAL DIETARY
FOODS INDUSTRIES (ISDI)
FEDERATION INTERNATIONALE DES
INDUSTRIES DES ALIMENTS
DIETETIQUES

Dr Andrée BRONNER

ISDI

194 rue de Rivoli

F-75001 Paris

Tel: +33 153458787

Fax : +33 1 53 45 8780

Email: andree.bronner @isdifederation.org

Ms Duresa CETAKU-FRITZ

Scientific & Regulatory Affairs

ISDI

194 rue de Rivoli

F-75001 Paris

Tel: + 3315345 87 87

Fax: +33 1 53 45 87 80

Email: Andree.bronner @isdifederation.org

Ms Denise MALONE

ISDI

194 rue de Rivoli

F-75001 Paris

Tel: +33 153 45 87 87

Fax: +33 153 45 87 80

Email: Andree.bronner @isdifederation.org

Ms Margaret CREEDON

ISDI

194 rue de Rivoli

F-75001 Paris

Tel: +33 1 53 45 87 87

Fax: +33 1 53 45 87 80

Email: Andree.bronner @isdifederation.org

Ms Claire MCGEE

ISDI

194 rue de Rivoli

F-75001 Paris

Tel: +33 1 53 45 87 87

Fax: + 331534587 80

Email: Andree.bronner @isdifederation.org

INTERNATIONAL COMMISSION ON
MICROBIOLOGICAL SPECIFICATIONS
FOR FOODS (ICMSF)

Dr Leon GORRIS

Prof., Head of the Delegation

Senior Scientist

Unilever

Address: Colworth Science Park, Sharnbrook,
MK44 1LQ, United Kingdom

Phone : +44 1234 264798

Fax Number: +44 1234 264929

E-Mail Address: Leon.Gorris @Unilever.com

INTERNATIONAL UNION OF FOOD
SCIENCE AND TECHNOLOGY (IUFOST)

Ms Karin GOODBURN

18 Poplars Farm Road

Kettering

NNI15 5 AF

Tel. +44 1536 514365

Fax +44 1536 515395

Email: kaarin.goodburn @easynet.co.uk
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SPECIALS

Lic Julio Cesar RECINOS SALAS
Ministro de Agricultura

7 Avenida 12-90 zona 13

Edificio Monja Blanca

Guatemala

Tel: 24137000

Dr Carmen SANDOVAL

Vice Ministra de Ganaderia
7Avenida 12-90 zona 13

Edificio Monja Blanca

Guatemala

Tel: 24137000

Email: Carmen.sandoval @ yahoo.com

Mr Alvaro ARZU IRIGOYEN
Alcalde Metropolitano

Centro Civico

Zona 1

Guatemala

Tel: 22858137

Mr Alfred ALMANZA
Administrator

Office of the Administrator

Food Safety and Inspection Service
1400 Independence Ave

Room 331-E

Whitten Building

Washington, D.C. 20250

Tel: 202 720 7025

Fax: 202 205 0158

Email: Alfred. Almanza @fsis.usda.gov

Ms Savonne CAUGHEY

Special Assistant

U.S. Department ofAgriculture
Food Safety and Inspection Service
Room 331-E

Whitten Building

1400 Independence Ave., SW
Washington, D.C. 20250-3700

Tel: 202 690 1667

Fax: 202 690 0557

Email: Savonne.Caughey @fsis.usda.gov

GUATEMALA SECRETARIAT
SECRETARIAT DEL GUATEMALA
SECRETARIA DEL GUATEMALA

Ms Ana GABREILA MARROQUIN
Ingeniera

Codex Guatemala

Ministerio de Agricultura

Ganaderia y Alimentacion

7 Avenida 12-90 zona 13

Guatemala

Fax: 502 2412 7400
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APPENDIX II

PROPOSED DRAFTANNEX II: MICROBIOLOGICAL CRITERIA FOR LISTERIA
MONOCYTOGENES IN READY-TO-EAT FOODS

(At Step 5/8 of the Procedure)

(ANNEX II OF THE GUIDELINES ON THE APPLICATION OF GENERAL PRINCIPLES OF FOOD
HYGIENE TO THE CONTROL OF LISTERIA MONOCYTOGENES IN READY-TO-EAT FOODS
(CAC/GL 61-2007))

1. INTRODUCTION

The microbiological criteria presented in this Annex are intended as advice to governments within a
framework for control of L. monocytogenes in ready-to-eat foods with a view towards protecting the health
of consumers and ensuring fair practices in food trade. They also provide information that may be of interest
to industry.

This Annex references and takes into account the Principles for the Establishment and Application of
Microbiological Criteria for Foods (CAC/GL 21 — 1997) and uses definitions, e.g. for microbiological
criterion, as included in these principles. The provisions of this Annex should be used in conjunction with
Annex II: Guidance on Microbiological Risk Management Metrics of the Principles and Guidelines for the
Conduct of Microbiological Risk Management (CAC/GL 63-2007).

The risk assessments referenced in the introduction to the Guidelines on the Application of General
Principles of Food Hygiene to the Control of Listeria monocytogenes in Ready-to-Eat Food (CAC/GL 61-
2007) have indicated that food can be categorized according to the likelihood of Listeria monocytogenes
being present and its ability to grow in the food. Available risk assessments have been taken into account in
the development of the microbiological criteria in this Annex. In addition, factors that might impact upon
the ability of governments to implement these microbiological criteria such as methodological limitations,
costs associated with different types of quantitative testing, and statistics-based sampling needs were taken
into account.

2. SCOPE

These microbiological criteria apply to specific categories of ready-to-eat foods, as described herein. The
competent authority should consider the intended use and how specific ready-to-eat foods are likely to be
handled during marketing, catering, or by consumers to determine the appropriateness of applying the
microbiological criteria. Governments may apply these criteria, where appropriate, to assess the
acceptability of ready-to-eat foods in international trade for imported products, at end of manufacture
(finished product) for domestic products, and at point of sale for at least the expected shelf life' under
reasonably foreseeable conditions of distribution, storage and use.

The microbiological criteria may be used as the basis for the development of additional criteria (e.g. process
criteria, product criteria) within a food safety control system® to ensure compliance with these guidelines.

Different criteria or other limits may be applied when the competent authority determines that the use of such
an approach provides an acceptable level of public health or when the competent authority determines a
more stringent criterion is necessary to protect public health.

! See definition in the Code of Hygienic Practice For Milk and Milk Products (CAC/RCP 57-2004).
% See: Guidelines for the Validation of Food Safety Control Measures (CAC/GL 69-2008).
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3. USE OF MICROBIOLOGICAL CRITERIA FOR L. MONOCYTOGENES IN READY-TO-EAT
FOODS

There are various applications for microbiological criteria. As described, microbiological testing by lot can
be used as a direct control measure, i.e., sorting of acceptable and unacceptable lots’. In this instance,
microbiological criteria are implemented for those products and/or points of the food chain when other more
effective tools are not available and where the microbiological criteria would be expected to improve the
degree of protection offered to the consumer.

A microbiological criterion defines the acceptability of a product or food lot based on the absence or
presence or number of microorganisms in the product. Testing for compliance with a microbiological
criterion may be conducted on a lot by lot basis when there is little information about the conditions under
which the product has been produced. Where there is information about the conditions of production, testing
of lots for verification purposes may be conducted less frequently.

In addition, the application of the Hazard Analysis and Critical Control Point (HACCP) System describes
how microbiological testing against a criterion can be used as a means of verifying the continuing
effectiveness of a food safety control system’. Typically, such applications involve testing on less than a lot
by lot basis and may be formalized into a system of process control verification testing (see Annex III).

Where possible and practicable, the risk-based approach to development of microbiological criteria as
described in the Principles and Guidelines for the Conduct of Microbiological Risk Management (CAC/GL-
63-2007) can be used to assure or contribute to the assurance, that a food control system will achieve the
required level of consumer protection.

The competent authority should use a risk-based approach to sampling for L. monocytogenes such as that
found in the Codex General Guidelines on Sampling (CAC/GL 50 — 2004). It may consider modifying the
frequency of testing for process control verification based on additional consideration of the likelihood of
contamination, characteristics of the food, product history, conditions of production and other relevant
information. For example, testing against microbiological criteria may have limited utility immediately
following certain processing steps or if the level of L. monocytogenes in a ready-to-eat food is consistently
well below the limit of detection taking into account practical limits for sample sizes.

In particular, testing against microbiological criteria for L. monocytogenes may not be useful for:

(a) products that receive a listericidal treatment after being sealed in final packaging that ensures
prevention of recontamination until opened by the consumer or otherwise compromised,

(b) foods that are aseptically processed and packaged’ , and

(c) products that contain a listericidal component that ensures rapid inactivation of the pathogen if
recontaminated (e.g., products that contain > 5 % ethanol)

Competent authorities may define other categories of products for which testing against microbiological
criteria are not useful.

Different types of food present different risks from L. monocytogenes, hence different microbiological
criteria could apply for the following categories of foods:

(a) ready-to-eat foods in which growth of L. monocytogenes will not occur, and

(b) ready-to-eat foods in which growth of L. monocytogenes can occur.

? See: Principles for the Establishment and Application of Microbiological Criteria for Foods (CAC/GL 21-1997).
* See: Recommended International Code of Practice - General Principles of Food Hygiene (CAC/RCP 1-1969).
> See: Code of Hygienic Practice For Aseptically Processed And Packaged Low-Acid Foods (CAC/RCP 40-1993).
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3.1 Ready-To-Eat foods in which growth of L. monocytogenes will not occur

Ready-to-eat foods in which growth of L. monocytogenes will not occur would be determined based on
scientific justification’, including the inherent variability of factors controlling L. monocytogenes in the
product. Factors such as pH, a, are useful in preventing growth. For example, L. monocytogenes growth can
be controlled in foods that have

» apH below 4.4,

> ana, <0.92,

» acombination of factors (pH, ay ,), e.g. the combination of pH < 5.0 with a,, < 0.94,
and by freezing (during that period when the product remains frozen).

In addition, inhibitors can control the growth of L. monocytogenes and synergy may be obtained with other
extrinsic and intrinsic factors that would result in no growth.

Demonstration that L. monocytogenes will not grow in a ready-to-eat food can be based upon, for example,
food characteristics, the study of naturally contaminated food, challenge tests, predictive modelling,
information from the scientific literature and risk assessments, historic records or combinations of these.
Such studies would generally be conducted by food business operators (or by the appropriate product board,
sector organizations or contract laboratories) and must be appropriately designed to validate that
L. monocytogenes will not grow in a food ’.

The demonstration that L. monocytogenes will not grow in a ready-to-eat food should take into account the
measurement error of the quantification method. Therefore, for example, for practical purposes, a food in
which growth of L. monocytogenes will not occur will not have an observable increase in L. monocytogenes
levels greater than (on average) 0.5 log CFU/g® for at least the expected shelf life as labelled by the
manufacturer under reasonably foreseeable conditions of distribution, storage and use, including a safety
margin.

For foods intended to be refrigerated, studies to assess whether or not growth of L. monocytogenes will occur
should be conducted under reasonably foreseeable conditions of distribution, storage and use.

National governments should provide guidance on the specific protocols that should be employed to validate
the studies demonstrating that growth of L. monocytogenes will not occur in a food during the expected shelf
life.

If information is lacking to demonstrate that L. monocytogenes will not grow in a ready-to-eat food during its
expected shelf life, the food should be treated as a ready-to-eat food in which growth of L. monocytogenes
can occur.

3.2 Ready-to-eat foods in which growth of L. monocytogenes can occur
A ready-to-eat food in which there is greater than an average of 0.5 log CFU/g® increase in L. monocytogenes

levels for at least the expected shelf life under reasonably foreseeable conditions of distribution, storage and
use is considered a food in which growth of L. monocytogenes can occur.

® References that have been addressed for identifying properties of ready-to-eat foods which will categorize them as
foods in which growth of L. monocytogenes will not occur, or as foods in which growth of the pathogen can occur,
include Microorganisms in Foods 5 — Characteristics of Microbial Pathogens (ICMSF, 1996) and Microbiological Risk
Assessment Series 4 and 5: Risk assessment of Listeria monocytogenes in ready to eat foods: Interpretative Summary
and Technical Report (FAO/WHO, 2004).

7 See: Guidelines for the Validation of Food Safety Control Measures (CAC/GL 69-2008).

%0.5 log is two times the estimated standard deviation (i.e. 0.25 log) associated the experimental enumeration viable
counting/plate counts.
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4. MICROBIOLOGICAL CRITERIA FOR L. MONOCYTOGENES IN READY-TO-EAT FOODS
Microbiological criteria for L. monocytogenes in ready-to-eat foods are described.

Another procedure for establishing microbiological criteria for L. monocytogenes other than the criteria at
specified points in the food chain that are described below, would be through the application of risk-based
metrics (e.g., Food Safety Objective (FSO), Performance Objective (PO)) according to the general principles
established in the Annex II: Guidance on Microbiological Risk Management Metrics of the Principles and
Guidelines for the Conduct of Microbiological Risk Management (CAC/GL 63-2007).

4.1 Microbiological criteria for ready-to-eat foods in which growth of L. monocytogenes will not occur

The criterion in Table 1 is intended for foods in which L. monocytogenes growth will not occur under the
conditions of storage and use that have been established for the product (see Section 3.1).

This criterion is based on the product being produced under application of the provisions of the general
principles of food hygiene to the control of L. monocytogenes in ready-to-eat foods with appropriate
evaluation of the production environment and process control and validation that the product meets the
requirements of a food in which growth of L. monocytogenes will not occur (see Section 3.1).

If the factors that prevent growth cannot be demonstrated, the product should be evaluated based on criteria
for ready-to-eat foods in which growth of L. monocytogenes can occur (see Section 4.2).

Another approach can also be used (see Section 4.3).
Table 1:

Microbiological criterion for ready-to-eat foods in which growth of L. monocytogenes will not occur

Point of application Microorganism n c m Class Plan

Ready-to-eat foods from the end | Listeria
of manufacture or port of entry | monocytogenes 5° 0 100 (:fu/gb 2°¢
(for imported products), to the
point of sale

Where n = number of samples that must conform to the criterion; ¢ = the maximum allowable
number of defective sample units in a 2-class plan;. m=a microbiological limit which, in a 2-class
plan, separates acceptable lots from unacceptable lots.

* National governments should provide or support the provision of guidance on how samples should
be collected and handled, and the degree to which compositing of samples can be employed.

® This criterion is based on the use of the ISO 11290-2 method.

Other methods that provide equivalent sensitivity, reproducibility, and reliability can be employed if
they have been appropriately validated (e.g., based on ISO 16140).

¢ Assuming a log normal distribution, this sampling plan would provide 95% confidence that a lot of
food containing a geometric mean concentration of 93.3 cfu/g and an analytical standard deviation of
0.25 log cfu/g would be detected and rejected based on any of the five samples exceeding 100 cfu/g
L. monocytogenes. Such a lot may consist of 55% of the samples being below 100 cfu/g and up to
45% of the samples being above 100 cfu/g, whereas 0.002% of all the samples from this lot could be
above 1000 cfu/g. The typical actions to be taken where there is a failure to meet the above criterion
would be to (1) prevent the affected lot from being released for human consumption, (2) recall the
product if it has been released for human consumption, and/or (3) determine and correct the root
cause of the failure.
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4.2 Microbiological criteria for ready-to-eat foods in which growth of L.monocytogenes can occur

The criterion in Table 2 is intended for foods in which L. monocytogenes growth can occur under the
conditions of storage and use that have been established for the product (see Section 3.2).

This criterion is based on the product being produced under application of general principles of food hygiene
to the control of L. monocytogenes in ready-to-eat foods with appropriate evaluation of the production

environment and process control (see Annex III).

The purpose of this criterion is to provide a specified degree of confidence that L. monocytogenes will not be
present in foods at levels that represent a risk to consumers.

Another approach can also be used (see Section 4.3).
Table 2:

Microbiological criteria for ready-to-eat foods in which growth of L.monocytogenes can occur

Point of application Microorganism n c m Class
Plan

Ready-to-eat foods from the end | Listeria

of manufacture or port of entry | monocytogenes
(for imported products), to the
point of sale

Absence in
5% 0 25 g (<004 (2°
cfu/g)®

* National governments should provide or support the provision of guidance on how samples should
be collected and handled, and the degree to which compositing of samples can be employed.

® Absence in a 25-g analytical unit. This criterion is based on the use of ISO 11290-1 method. Other
methods that provide equivalent sensitivity, reproducibility, and reliability can be employed if they
have been appropriately validated (e.g., based on ISO 16140).

¢ Assuming a log normal distribution, this sampling plan would provide 95% confidence that a lot of
food containing a geometric mean concentration of 0.023 cfu/g and an analytical standard deviation
of 0.25 log cfu/g would be detected and rejected if any of the five samples are positive for L.
monocytogenes. Such a lot may consist of 55% of the 25g samples being negative and up to 45% of
the 25 g samples being positive. 0.5 % of this lot could harbour concentrations above 0.1 cfu/g.

The typical actions to be taken where there is a failure to meet the above criterion would be to (1)
prevent the affected lot from being released for human consumption, (2) recall the product if it has
been released for human consumption, and/or (3) determine and correct the root cause of the failure.

4.3 Alternative approach

Further to the approaches described in sections 4.1 and 4.2 competent authorities may choose to establish
and implement other validated limits for the L. monocytogenes concentration at the point of consumption or
at other points that provide an acceptable level of consumer protection for foods in which L. monocytogenes
will not grow as well as foods in which L. monocytogenes growth can occur.

Due to the large diversity among ready-to-eat food products in which growth of L. monocytogenes can occur,
this approach would primarily be applied for specific categories or subcategories of ready-to-eat foods being
produced under application of the provisions of the general principles of food hygiene to the control of L.
monocytogenes in ready-to-eat foods and that have a limited potential of growth over a specified shelf life.

In establishing such limits for L. monocytogenes, the competent authority needs to clearly articulate the types
of information required of food business operators to ensure that the hazard is controlled and to verify that
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these limits are achieved in practice. Information needed by competent authorities should be obtained
through validation studies or other sources, and may include

] specification for physicochemical characteristics of the products, such as pH, a,, salt
content, concentration of preservatives and the type of packaging system, taking into account the
storage and processing conditions, the possibilities for contamination and the foreseen shelf life’
including a safety margin, and

] consultations of available scientific literature and research data regarding the growth and
survival characteristics of L. monocytogenes.

When appropriate on the basis of the above mentioned studies, additional studies should be conducted, which
may include:

] predictive mathematical modelling established for the food in question, using critical growth
or survival factors for L. monocytogenes in the product,

] challenge tests and durability studies to evaluate the growth or survival of L. monocytogenes
that may be present in the product during the shelf life under reasonably foreseeable conditions of
distribution, storage and use including seasonal and regional variations.

? See footnote 2 : Code of Hygienic Practice for Milk and Milk Products (CAC/RCP 57-2004).
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ANNEX ITI: RECOMMENDATIONS FOR THE USE OF MICROBIOLOGICAL TESTING FOR
ENVIRONMENTAL MONITORING AND PROCESS CONTROL VERIFICATION BY
COMPETENT AUTHORITIES AS A MEANS OF VERIFYING THE EFFECTIVENESS OF
HACCP AND PREREQUISITE PROGRAMS FOR CONTROL OF LISTERIA MONOCYTOGENES
IN READY-TO-EAT FOODS

Introduction

These recommendations are for use by competent authorities if they intend to include environmental
monitoring and/or process control testing as part of their regulatory activities. It is also anticipated that the
annex will provide guidance that the competent authority can provide to industry. The recommendations
provide an elaboration of the concepts in Sections 5 and 6 of the main text of this Code.

Guidance within Codex regarding microbiological testing is often restricted to the testing of end products
using traditional lot-by-lot testing. However, the guidance provided in the main text of this Code emphasizes
the criticality of enhanced control of sanitation, including the appropriate use of environmental monitoring.
This is further elaborated in Annex I: Recommendations for an Environmental Monitoring Program for
Listeria monocytogenes in Processing Areas, which provides recommendations to industry on
implementation of environmental monitoring programs. The Recommended International Code of Practice
General Principles of Food Hygiene (CAC/RCP 1-1969) emphasizes the need to apply control measures in a
systematic manner using HACCP or other food safety control systems, including the testing of in-line or
finished product samples for process control verification. This annex provides general recommendations on
how competent authorities can use microbiological testing to verify the effectiveness of (a) general hygiene
programs in the food operation environment and (b) control measures in facilities employing HACCP or
other food safety control systems.

The two types of microbiological testing programs described below can be an important part of the ability of
competent authorities to verify the effectiveness of L. monocytogenes control programs over time (see
Section 5.9). In developing these recommendations, no attempt is made to establish specific decision criteria
for the two types of microbiological testing or the specific actions that should be taken to re-establish
control. Establishment of such specific criteria and actions is more appropriately the responsibility of
competent authorities due to the diversity in products and manufacturing technologies.

a) Environmental Monitoring

In certain instances, competent authorities may incorporate the testing of the environment (food contact
and/or non-food contact surfaces) for L. monocytogenes (or an appropriate surrogate microorganism (e.g.,
Listeria spp.)), as part of their regulatory requirements or activities. This can include sampling by a
competent authority as part of its inspection activities or sampling performed by the individual food business
operator that the competent authority can review as part of its verification of the business operator’s controls
(see Section 5.9). The aim of conducting and/or reviewing environmental testing programs by a competent
authority is to verify, for example, that a manufacturer has successfully identified and controlled niches and
harbourage sites for L. monocytogenes in the food plant and to verify that sanitation programs have been
appropriately designed and implemented to control contamination by L. monocytogenes.

In developing environmental testing programs and the decision criteria for actions to be taken based on the
results obtained, competent authorities should clearly distinguish between sampling of food contact surfaces
and non-food contact surfaces. For example, sampling locations for competent authorities may be similar to
those used by food business operators (See Annex I). In evaluating facilities that produce multiple products
where at least one can support growth of L. monocytogenes, competent authorities should consider the
importance of environmental sampling as a means of verifying that there is no cross contamination between
the products (see Section 5.2.4). In the design of an environmental verification program, the competent
authority should articulate the testing and sampling techniques that would be employed, including size,
method and frequency of sampling, analytical method to be employed, locations where samples should be
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taken, decision criteria, and actions to be taken if a decision criterion is exceeded (similar to
recommendations in Annex I).

The competent authority should establish decision criteria that include specific conditions (e.g., specific
number of positive samples) that will initiate follow-up actions (including additional testing) when an
environmental sample is positive for L. monocytogenes or Listeria spp. The competent authority should also
establish actions that the food business operator should anticipate if the criteria are exceeded. Detection of
positive environmental samples by the competent authority exceeding the decision criteria should lead to an
investigation by the food business operator and/or the competent authority to identify the source of
contamination and action that should be taken by the food business operator to correct the problem. In
reporting results of their analyses to food business operators, competent authorities should provide advice on
the possible inferences the data provide in order to assist the food business operator in finding and correcting
the source of contamination. For example, the competent authority could point out that the repetitive
isolation of a specific subtype of L. monocytogenes is indicative of a harbourage site that current sanitation
activities are insufficient to control.

Overall, sampling techniques and testing methods should be sufficiently sensitive for the decision criteria
established and appropriate for the surface or equipment being evaluated. Methods used should be
appropriately validated for the recovery of L. monocytogenes from environmental samples.

b) Process Control Verification

Business operators ensure the effectiveness of HACCP and other programs for the control of L.
monocytogenes in their operating facilities. Further, business operators validate the food safety control
systems they have in place. Competent authorities verify that the controls are validated and being
implemented as designed, through activities such as monitoring of records and activities of production
personnel.

For a well-designed food safety control system, a competent authority may consider establishing
microbiological process control testing and decision criteria for products to identify trends that can be
corrected before decision criteria are exceeded. When undesirable trends occur or decision criteria are
exceeded, the food business operator will investigate the food safety control system to determine the cause
and take corrective action(s). The competent authority verifies that appropriate actions are taken when
criteria are exceeded. For example, the decision criteria for process control testing could be the frequency of
contamination that would be indicative of a process no longer in control and likely to produce ready-to-eat
foods that do not meet the microbiological criteria established in Annex II.

In addition to verifying that the process controls within the food safety control system are validated and
operating as designed, process control testing of finished product (sometimes referred to as cross-lot or
between-lot testing) has been used by business operators and/or competent authorities to detect changing
patterns of contamination, which allows distinction between occasional ‘in control’ positive samples and an
emerging loss of control. Process control testing of finished product contributes to the assessment of the
continuing performance of a food safety control system and helps to ensure that corrective actions are
implemented before microbiological criteria are exceeded. The competent authority verifies that the food
safety control system remains ‘in control’ or ensures that the food business operator has taken corrective
actions to prevent loss of control, which could include immediate corrections or changes to the food safety
control system itself. The presence of L. monocytogenes in finished product can also indicate the lack of
control of L. monocytogenes in the processing environment.

In certain instances, competent authorities may find it useful to establish an industry-wide process control-
based criterion for L. monocytogenes for the purpose of ensuring that specific ready-to-eat foods undergo a
consistent approach for verification of HACCP or other food safety control systems. This can include
sampling by competent authorities as part of their inspection activities or sampling performed by the
business operator that the competent authority can review as part of its verification of the food business
operator’s records.
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As with other forms of verification via microbiological testing, the use of process control testing involves the
establishment of decision criteria, specification of analytical methods, specification of a sampling plan, and
actions to be taken in case of a loss of control. Details of process control testing principles and guidelines
are beyond the scope of this annex, but are available through standard references.
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APPENDIX III

PROPOSED DRAFT ANNEX II - MICROBIOLOGICAL CRITERIA FOR POWDERED FOLLOW-
UP FORMULAE AND FORMULAE FOR SPECIAL MEDICAL PURPOSES FOR YOUNG
CHILDREN

(At Step 5/8 of the Procedure)

Microbiological criteria should be established in the context of available risk management options and in
accordance with the Principles for the Establishment and Application of Microbiological Criteria for Foods
(CAC/GL 21-97). Two sets of criteria are provided below, one for a pathogen and a second for process
hygiene indicators.

Where a Competent Authority assesses that there is scientific evidence of a risk in relation to E. sakazakii
(Cronobacter spp.) from consumption of follow-up formulae in the national population, under current
manufacturing conditions and control measures, it may consider strengthening the combination of available
control measures, including consideration of an appropriate microbiological criterion.

Criteria for pathogenic microorganisms

Microorganisms n c m Class Plan

Salmonella* 60 0 025 ¢g 2

Where n = number of samples that must conform to the criterion: ¢ = the maximum allowable number of
defective sample units in a 2-class plan. m= a microbiological limit which, in a 2-class plan, separates
acceptable lots from unacceptable lots.

* The mean concentration detected is 1 cfu in 2034g (if the assumed standard deviation is 0.8 and probability
of detection is 95%) or 1 cfu in 577g ( (if the assumed standard deviation is 0.5 and probability of detection
is 99%).'

This criterion is to be applied to the finished product (powder form) after primary packaging or anytime
thereafter up to the point when the primary package is opened.

The method to be employed for Salmonella should be the most recent edition of ISO 6579 or other validated
methods that provide equivalent sensitivity, reproducibility, reliability, etc.

The criterion above is applied with the underlying assumption that the history of the lot is unknown, and the
criterion is being used on a lot-by-lot basis. In those instances where the history of the product is known
(e.g., the product is produced under a fully documented HACCP system), alternate sampling criteria
involving between-lot process control testing may be feasible. The typical action to be taken when there is a
failure to meet the above criterion would be to (1) prevent the affected lot from being released for human
consumption; (2) recall the product if it has been released for human consumption and (3) determine and
correct the root cause of the failure.

Criteria for process hygiene

These criteria are to be applied to the finished product (powder form) or at any other previous point that
provides the information necessary for the purpose of the verification.

" International Commission on Microbiological Specifications for Foods, 2002, Microorganisms in Foods 7:
Microbiological Testing in Food Safety Management, Kluwer Academic/Plenum Publishers NY. ISBN 0-306-47262-7.
Relating Microbiological Criteria to Food Safety Objectives and Performance Objectives by M. van Schothorst; M. H.
Zwietering; Ross; R. L. Buchanan; M. B Cole & International Commission on Microbiological Specifications for
Foods, J. Food Control.
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The safe production of these products is dependent on maintaining a high level of hygienic control. The
following additional microbiological criteria are intended to be used by the manufacturer as a means of
ongoing assessment of their hygiene programs, and not by the competent authority. As such these tests are
not intended to be used for assessing the safety of a specific lot of product, but instead are intended to be
used for verification of the hygiene programs.

Microorganisms n c m M Class Plan

Mesophilic Aerobic | 5 2 500/g 5000/g 3

Bacteria*

Enterobacteriaceae** 10 2? 0/10 g Not 2
Applicable

Where n = number of samples that must conform to the criterion; ¢ = the maximum allowable number of
defective sample units in a 2-class plan; m = a microbiological limit which, in a 2-class plan, separates
acceptable lots from unacceptable lots , or in a 3-class plan, separates acceptable lots from marginally
acceptable lots; M = a microbiological limit which, in a 3-class plan, separates marginally acceptable lots
from unacceptable lots.

* The proposed criteria for mesophilic aerobic bacteria are reflective of Good Manufacturing Practices and
do not include microorganisms that may be intentionally added such as probiotics. Mesophilic aerobic
bacteria counts provide useful indications on the hygienic status of wet processing steps. Increases beyond
the recommended limits are indicative of the build-up of bacteria in equipment such as evaporators or
contamination due to leaks in plate-heat exchangers (refer to Annex III).

** The mean concentration detected is 1 cfu in 16g (if the assumed standard deviation is 0.8 and probability
of detection is 95%) or 1 cfu in 10g (if the assumed standard deviation is 0.5 and probability of detection is
99%).

The methods to be employed for Mesophilic Aerobic Bacteria and Enterobacteriaceae (EB) should be the
most recent editions of ISO 4833 and ISO 21528-1/21528-2, respectively, or other validated methods that
provide equivalent sensitivity, reproducibility, reliability, etc. The criteria above are intended to assist in
verifying a facility’s microbiological hygiene programs. Such indicator tests are most effective when the
stringency of the criteria allows deviations to be detected and corrective actions to be taken before limits are
exceeded. The typical action to be taken when there is a failure to meet the above criteria would be to
determine and correct the root cause of the failure and, as appropriate, review monitoring procedures,

% This 2- class plan is used because a 3- class plan with equivalent performance would not be practical analytically,
given the low levels of Enterobacteriaceae (EB) typically occurring when stringent hygiene conditions are maintained.

It may seem that peak contaminations in up to 2 samples are tolerated in this microbiological criterion (MC). However,
it is assumed that the product is sufficiently homogeneous that high level contaminations will fail the MC. It is further
assumed that, in practice, under sufficiently strict hygienic operation, the manufacturer will normally not find positives
and that if, occasionally, positives are found the manufacturer will take appropriate actions.

Finding 1 or 2 positives should indicate to the manufacturer a trend toward potential loss of process control and
appropriate actions would include further microbial evaluation of the implicated end product (i.e. re-evaluation of the
EB content; when EB MC fails, evaluation of product safety using the proposed MC for Salmonella before its release as
well as evaluation of the hygiene programme to confirm it is suitable to maintain ongoing hygiene control or to amend
the programme such that is suitable to do so).

Finding 3 or more positives should signal to the manufacturer loss of process control and appropriate actions should be
the evaluation of product safety using the proposed MC for Salmonella before release of the implicated product as well
as evaluation of the hygiene programme to amend the programme such that it is suitable to maintain high hygiene
control on an ongoing basis before production is resumed.

The rationale for using 2- class plans for hygiene indicators in particular situations is explained in Book 7 of the
International Commission on Microbiological Specifications for Foods, 2002. Microorganisms in Foods 7.
Microbiological Testing in Food Safety Management, Kluwer Academic/Plenum, Publishers NY. ISBN 0-306-47262-7.
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including environmental monitoring (Annex III), and review prerequisite programs in particular the hygienic
conditions from the drying step up to the packaging step (Enterobacteriaceae) and the process conditions
during wet processing (mesophilic aerobic bacteria). Continued failures should be accompanied by
increased sampling of the product for Salmonella and potential re-validation of the control measures.

While these tests were originally developed for lot-by-lot applications where the history of the lot was
unknown, their usefulness is much greater when there is a full understanding of the product and the
processes used in its manufacture, in which case this can provide a means of verifying correct
implementation of specific hygiene measures. Such indicator tests are particularly amenable to alternative
process control sampling plans and statistics.

Labelling and Education

Follow-up formulae should only be used for the target population for which they are intended. There should
be increased emphasis on the education of caregivers and healthcare professionals as to the appropriate uses
of follow-up formulae, in addition to the training and education on the safe preparation, handling and storage
(as recommended in Section IX of this Code of Practice ) and effective labelling’ with respect to the intended
consumer.

* Guideline for the Validation of Food Safety Control Measures (CAC/GL 69-2008).
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APPENDIX IV

[PROPOSED DRAFT GUIDELINES ON THE CONTROL OF PATHOGENIC VIBRIO SPP. IN
SEAFOOD]

[PROPOSED DRAFT GUIDELINES ON THE APPLICATION OF GENERAL PRINCIPLES OF
FOOD HYGIENE TO THE CONTROL OF PATHOGENIC VIBRIO SPP. IN SEAFOOD]

(At Step 3 of the Procedure)

INTRODUCTION

1. During the last several years, there has been an increase in reported outbreaks and cases of
foodborne disease attributed to pathogenic Vibrio species. As a result, there have been several instances
where the presence of pathogenic Vibrio spp. in seafood has led to a disruption in international trade. This
has been particularly evident with Vibrio parahaemolyticus where there has been a series of pandemic
outbreaks due to the consumption of seafood, and its emergence has been observed in regions of the world
where it was previously unreported. A number of Vibrio species are increasingly being recognized as
potential human pathogens. The food safety concerns associated with these microorganisms have led to the
need for specific guidance on potential risk management strategies for their control.

General Characteristics of Pathogenic Vibrio spp.

2. The genus Vibrio contains at least twelve species pathogenic to humans, ten of which can cause
food-borne illness. The majority of food-borne illness is caused by V. parahaemolyticus, choleragenic Vibrio
cholerae, or Vibrio vulnificus. V. parahaemolyticus and V. cholerae are solely or mainly isolated from
gastroenteritis cases that are attributable to consumption of contaminated food (both species) or intake of
contaminated water (V. cholerae). In contrast, V. vulnificus is primarily reported from extraintestinal
infections (septicaemia, wounds, etc.) and primary septicaemia due to V. vulnificus infection is often
associated with consumption of seafood.

3. In tropical and temperate regions, these species of Vibrio occur naturally in marine, coastal and
estuarine (brackish) environments and are most abundant in estuaries. Pathogenic Vibrio spp., in particular
V.cholerae, can also be recovered from freshwater reaches of estuaries, where it can also be introduced by
faecal contamination. V. cholerae, unlike most other Vibrio species, can survive in freshwater environments.

4, It is now possible to differentiate environmental strains of V. cholerae and V. parahaemolyticus
between virulent and avirulent strains based on their ability or inability to produce their major virulence
factors. The pathogenic mechanisms of V. vulnificus have not been clearly elucidated, and its virulence
appears to be multifaceted and is not well understood, and therefore all strains are considered virulent.

5. The following are important characteristics common to all Vibrio spp. Vibrio spp. are sensitive to
low pH but grow well at high pH, and thus infections caused by Vibrio spp. are seldom associated with
high-acid foods. In addition, the ingestion of a large number of viable cells is needed for pathogenic Vibrio
spp. to survive the acidic environment of the stomach and establish an infection. Proper cooking of food
products readily inactivates Vibrio spp. even in highly contaminated products. Hygienic approaches used
with all food-borne pathogens will in general control the growth of pathogenic Vibrio spp.

6. There are, however, characteristics specific to each of the three major pathogenic species of Vibrio
that require attention as described below.

Vibrio parahaemolyticus

7. V. parahaemolyticus is considered to be part of the autochthonous microflora in the estuarine and
coastal environments in the tropical to temperate zones. While V. parahaemolyticus typically is undetectable
in seawater at 10°C or lower, it can be cultured from sediments throughout the year at temperatures as low as
1°C. In temperate zones, the life cycle consists of a phase of survival in winter in sediments and a phase of
release with the zooplankton when the temperature of the water increases up to 14 - 19 °C. V.
parahaemolyticus is characterized by its rapid growth at favourable conditions.
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8. The vast majority of strains isolated from patients with diarrhea produce a thermostable direct
hemolysin (TDH). It has therefore been considered that pathogenic strains possess a fdh gene and produce
TDH, and non-pathogenic strains lack the gene and the trait. Additionally, strains that produce a
TDH-related hemolysin (TRH) encoded by the ¢rh gene should also be regarded as pathogenic. Symptoms of
V. parahaemolyticus infections include explosive watery diarrhea, nausea, vomiting, abdominal cramps and,
less frequently, headache, fever and chills. Most cases are self-limiting, however, severe cases of
gastroenteritis requiring hospitalization have been reported. Virulent strains are seldom detected in the
environment or in foods, including seafoods, while they are detected as major strains from feces of patients.

9. V. parahaemolyticus was first identified as a foodborne pathogen in Japan in the 1950s. By the late
1960s and early 1970s V. parahaemolyticus was recognized as a cause of diarrhoeal disease worldwide. A
new V. parahaemolyticus clone of O3:K6 serotype emerged in Calcutta in 1996. This clone, including its
serovariants, has spread throughout Asia and to the USA, elevating the status of the spread of V.
parahaemolyticus infection to pandemic. In Asia, V. parahaemolyticus is a common cause of foodborne
disease. In general, the outbreaks are small in scale, involving fewer than 10 cases, but occur frequently. This
pandemic V. parahaemolyticus has now spread to at least 5 continents. There is a suggestion that ballast
discharge may be a major mechanism for global spread of pandemic V. parahaemolyticus, but a possibility
of export/import seafood-mediated international spread cannot be ruled out.

10. From the point of controlling seafood-borne V. parahaemolyticus illnesses, harvest is probably the
most critical stage, since it is from this point onwards that individuals can actually implement measures to
control V. parahaemolyticus.

11. Foods associated with illnesses due to consumption of V. parahaemolyticus include for example
crayfish, lobster, shrimp, fish-balls, boiled surf clams, jack-knife clams, fried mackerel, mussel, tuna,
seafood salad, raw oysters, clams, steamed/boiled crabmeat, scallops, squid, sea urchin, mysids, and sardines.
These products include both raw and partially treated” and thoroughly treated seafood products that have
been substantially recontaminated through contaminated utensils, hands, etc.

Vibrio cholerae

12. V. cholerae is indigenous to fresh and brackish water environments in tropical, subtropical and
temperate areas worldwide. Over 200 O serogroups have been established for V. cholerae. Strains belonging
to O1 and O139 serotypes generally possess the ctx gene and produce cholera toxin (CT) and are responsible
for epidemic cholera. Epidemic cholera is confined mainly to developing countries with warm climates.
Cholera is exclusively a human disease and human feces from infected individuals are the primary source of
infection in cholera epidemics. Contamination of food production environments (including aquaculture
ponds) by faeces can indirectly introduce choleragenic V.cholerae into foods. The concentration of
free-living choleragenic V. cholerae in the natural aquatic environment is low, but V. cholerae is known to
attach and multiply on zooplankton such as copepods.

13. Seven pandemics of cholera have been recorded since 1823. The first six pandemics were caused
by the classical biotype strains, whereas the seventh pandemic that started in 1961 and has lasted until now,
is due to V. cholerae O1 biotype EI Tor strains. Epidemic cholera can be introduced from abroad by infected
travellers, imported foods and through the ballast water of cargo ships. Detection frequencies of
choleragenic strains of V. cholerae from legally imported foods were very low and they have seldom been
implicated in cholera outbreaks. V. cholerae O139 has been responsible for the outbreaks of cholera in the
Bengal area since 1992, and this bacterium has spread to other parts of the world through travellers. The
choleragenic strains of V. cholerae that spread to different parts of the world may persist, and some factors
may trigger an epidemic in the newly established environment.

14. Some strains belonging to the O serogroups other than O1 and OI139 (referred as
non-O1/non-0139) can cause food-borne diarrhea that is milder than cholera.

15. Outbreaks of food-borne cholera have been noted quite often in the past 30 years; seafood,
including molluscan shellfish, crustaceans, and finfish, are most often incriminated in food-borne cholera
cases in many countries. While shrimp has historically been a concern for transmission of choleragenic V.

2 “treated” means any vibriocidal treatment (e.g. heat treatment, high pressure.)
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cholerae in international trade, it has not been linked to outbreaks and it is rarely found in shrimp in
international trade.

Vibrio vulnificus

16. V. vulnificus can occasionally cause mild gastroenteritis in healthy individuals, but it can cause
primary septicaemia in individuals with chronic pre-existing conditions, especially liver disease or
alcoholism, diabetes, haemochromatosis and HIV/AIDS, following consumption of raw molluscan shellfish.
This is a serious, often fatal, disease with the highest fatality rate of any known foodborne bacterial pathogen.
The ability to acquire iron is considered essential for virulence expression of V. vulnificus, but a virulence
determinant has not been established and, therefore, it is not clear whether only a particular group of the
strains are virulent. The host factor (underlying chronic diseases) appears to be the primary determinant for V.
vulnificus infection. Incubation period ranges from 7 hours to several days, with the average being 26 hours.
The dose response for humans is not known.

17. Of the three biotypes of V. vulnificus, biotype 1 is generally considered to be responsible for most
seafood-associated human infection and thus the term V. vulnificus refers to biotype 1 in this Code.

18. Foodborne illness from V. vulnificus is characterized by sporadic cases and an outbreak has never
been reported. V. vulnificus was isolated from oysters, other molluscan shellfish, and other seafood
worldwide.

19. The densities of V. vulnificus are high in oysters at harvest when water temperatures exceed 20°C
in areas where V. vulnificus is endemic; V. vulnificus multiplies in oysters at a temperature higher than
13°C. The salinity optimum for V. vulnificus appears to vary considerably from area to area, but highest
numbers are usually found at intermediate salinities of 5 to 25 g/l (ppt: parts per thousand). Relaying oysters
to high salinity waters (>32 g/l (ppt: parts per thousand) was shown to reduce V. vulnificus numbers by 3—4
logs (<10 per g) within 2 weeks.

FAO/WHO Risk Assessments

20. FAO/WHO risk assessments on Vibrio vulnificus in raw oysters and choleragenic Vibrio cholerae
O1 and 0139 in warm water shrimp in international trade have been published (2005)**. Additional risk
assessments on Vibrio parahaemolyticus in raw oysters, in raw and undercooked finfish and in Anadera
granosa (bloody clams) have been completed and are in press >®’. These risk assessments constitute the
basis of this Code.

SECTION I - OBJECTIVES

21. This Code provides guidance on control of pathogenic Vibrio spp. in seafood, with a view
towards protecting the health of consumers and ensuring fair practices in food trade. The primary purpose of
this Code is to highlight the key control measures that can be used to minimise the likelihood of illness
arising from the presence of pathogenic Vibrio spp. in seafood. This Code also provides information that will
be of interest to the food industry, consumers, and other interested parties.

SECTION II - SCOPE, USE AND DEFINITION
2.1 SCOPE

22. This Code covers seafoodthat is marketed in a live, raw, chilled/frozen, partially treated, , or
thoroughly treated state, which could include ready-to-eat seafood. . It is applicable to the whole food chain
from primary production to final consumption.

3 FAO and WHO, 2005. Risk assessment of Vibrio Vulnificus in raw oysters. Microbiological Risk Assessment
Series, No.8.

4 FAO and WHO, 2005. Risk assessment of choleragenic Vibrio cholerae O1 and O139 in warm-water shrimp in
international trade. Microbiological Risk Assessment Series, No.9.

5 FAO and WHO, 20XX. Risk assessment of Vibrio parahaemolyticus in raw oysters. Microbiological Risk
Assessment Series, No.XX (In press).

6 FAO and WHO, 20XX. Risk assessment of Vibrio parahaemolyticus in raw and undercooked finfish.
Microbiological Risk Assessment Series, No.XX (In press).

7 FAO and WHO, 20XX. Risk assessment of Vibrio parahaemolyticus in Anadara granosa (bloody clams).
Microbiological Risk Assessment Series, No.XX (In press).
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23. As major causative agents of foodborne bacterial illnesses associated with seafood, the target
microbiological hazards of this Code are pathogenic V. parahaemolyticus, V. vulnificus and choleragenic V.
cholerae. The control measures described in this Code may be applicable to other pathogenic Vibrio spp.

2.2 USE OF THE DOCUMENT

24, This Code is supplemental to and should be used in conjunction with the Recommended
International Code of Practice - General Principles of Food Hygiene (CAC/RCP 1-1969) and the Code of
Practice for Fish and Fishery Products (CAC/RCP 52-2003). The application of this Code by countries may
require modifications and amendments, taking into account regional differences such as the prevalence of
pathogenic Vibrio spp., water temperatures and salinity.

2.3 DEFINITIONS
25. For the purpose of this Code, the following definitions apply:

Definitions of the Recommended International Code of Practice- General Principles of Food Hygiene
(CAC/RCP 1-1969) and the Code of Practice for Fish and Fishery Products (CAC/RCP 52-2003).

Refrigeration: The lowering of product temperature to limit microbial activity.

Seafood: Fish, shellfish and other aquatic invertebrates from marine and fresh water sources and their
products which are intended for human consumption.

Partially treated: Any treatment intended to reduce but not eliminate Vibrio spp. in seafood.
SECTION III - PRIMARY PRODUCTION
3.1 ENVIRONMENTAL HYGIENE

26. Refer to Section 3.1 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969). In addition:

27. Generally, pre-harvest controls are more applicable to molluscan shellfish than to other seafood
(e.g.open-sea harvested fish). Where relevant to other seafood, pre-harvest controls should be considered for
areas where the likelihood of introduction of pathogenic Vibrio spp. is significant and can be controlled.

28. Temperature and salinity should be considered for controlling pathogenic Vibrio spp. in seafood.
Where applicable, specific temperature or salinity levels that can be used as control measures should be
identified based on epidemiological and exposure studies as well as monitoring of pre-harvest pathogenic
Vibrio levels.

29. Monitoring of molluscan shellfish at harvest for the levels of pathogenic Vibrio spp. should be
conducted to determine the regional and seasonal risk of these microorganisms for the application of
appropriate controls.

30. When testing/monitoring criteria, established by a risk assessment, are exceeded, closing the
harvesting area or issuing a public warning, restricting the time to refrigeration, diverting product into
cooking or post-harvest processing should be considered.

31. Where predictive models are used to indicate the concentration of pathogenic Vibrio spp. in
seawater and/or molluscan shellfish based on water temperatures and/or salinity, the predictive ability can
be improved by incorporating local data and considering additional factors such as hydrodynamic effects
(occurrence of tidal waves, rainfall) and sunlight.

32. For seafood grown in coastal locales, especially in cholera-endemic areas, care should be taken to
avoid contamination of seafood with faecal choleragenic V. cholerae.

3.2 HYGIENIC PRODUCTION OF SEAFOOD SOURCES

33. Refer to Section 3.2 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969).

3.3 HANDLING, STORAGE AND TRANSPORT

34. For the storage and handling of seafood aboard fishing vessels, the use of seawater taken near the
seashore or from the region near the mouth of drain or river contaminated with sewage should be avoided. In
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particular, clean water should be used for seafood intended to be eaten raw, and for preparing ice for such
use. Seafood should be held at temperatures that minimise and/or prevent the growth of pathogenic Vibrio
spp. after harvest, for example, in an ice-water slurry, ice or refrigeration on vessels and at harvest sites. The
delay between harvest and refrigeration should be as short as possible.

35. For on-boat cooked (boiled, blanched) seafood products, ice and/or refrigeration should be used to
facilitate the rapid cooling. Ice made from clean water should be used to minimize cross-contamination.

36. For the storage of live seafood products, clean water should be used to minimise initial
cross-contamination from the water.

37. When the product is required to be washed whether onboard the boat or at port, clean water should
be used.

38. During on-land transportation from the landing port to the on-shore market and/or processing

establishments, in order to minimise and/or prevent the growth of pathogenic Vibrio spp. in seafood, the time
elapsed between harvest and refrigeration or freezing is critical and should be minimised. Ice can be used
efficiently to keep seafood under refrigeration during transportation and selling. Live fish and shellfish
should be transported at the lowest temperature tolerable for the species. Covered containers should be used
for transport to prevent contamination with faecal material.

3.4 CLEANING, MAINTENANCE AND PERSONNEL HYGIENE AT PRIMARY PRODUCTION

39. Refer to Section 3.4 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

40. Refer to Section 7.1 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969). A carrier of choleragenic V. cholerae should not handle seafood or ice
for the storage of seafood, which may result in the contamination of the seafood with choleragenic V.
cholerae.

SECTION 1V - ESTABLISHMENT: DESIGN AND FACILITIES
Objectives

41. Equipment and facilities should be designed, constructed and laid out to minimise
cross-contamination and recontamination with pathogenic Vibrio spp.

4.1 LOCATION

42. Refer to Section 4.1 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.1.1 Establishments

43, Refer to Section 4.1.1 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.1.2 Equipment

44, Refer to Section 4.1.2 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.2 PREMISES AND ROOMS
4.2.1 Design and layout

45. Refer to Section 4.2.1 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

46. The following practices should be followed, if possible, for live or raw ready-to-eat and cooked
ready-to-eat seafood.

47. Whenever feasible, premises and rooms should be designed to separate processing and finished
seafood_product areas. This can be accomplished in a number of ways, including linear product flow (raw
materials to finished products) or physical partitions.
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48. Where feasible, the washing room for food equipment used in the finished product manufacturing
should be physically segregated from the finished product processing area.

4.2.2 Internal structures and fittings

49. Refer to Section 4.2.2 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.2.3 Temporary/mobile premises and vending machines

50. Refer to Section 4.2.3 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.3 EQUIPMENT
4.3.1 General

51. Refer to Section 4.3.1 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.3.2 Food control and monitoring equipment

52. Refer to Section 4.3.2 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969).

53. The chill room should be equipped with a calibrated thermometer.

4.3.3 Containers for waste and inedible substances

54. Refer to Section 4.3.3 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969).

4.4 FACILITIES

55. Refer to Section 4.4 of the Recommended International Code of Practice - General Principles of

Food Hygiene (CAC/RCP 1-1969).

56. Adequate facilities should be provided for the handling and washing of products.

57. Suitable and adequate facilities should be provided for storage and/or production of ice.
4.4.1 Water supply

58. An adequate supply of clean water should be available for handling and washing of seafood to limit
the load of pathogenic Vibrio spp..

4.4.2 Drainage and waste disposal

59. All drainage and waste lines should be capable of coping with peak demands.

60. Accumulation of solid, semi-solid or liquid wastes should be minimised to prevent contamination,
because pathogenic Vibrio spp. may grow rapidly in these wastes under certain circumstances.

61. Separate and adequate facilities should be provided to prevent contamination by offal and waste
material.

4.4.3 Cleaning

62. Refer to Section 4.4.3 of the Recommended International Code of Practice - General Principles of

Food Hygiene (CAC/RCP 1-1969) and Section 3.2.1 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

4.4.4 Personnel hygiene facilities and toilets

63. Refer to Section 4.4.4 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.5.1 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

4.4.5 Temperature control
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64. Refer to Section 4.4.5 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 4.1 of Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

65. The Code of Practice for Fish and Fishery Products indicates maintaining the product at
temperature as close as possible to 0°C. For pathogenic Vibrio spp., a temperature of 10°C or lower is
adequate. The facility should be capable of controlling ambient temperature to ensure that product
temperature during processing of raw seafood is maintained at a temperature of 10°C or lower®.

4.4.6 Air quality and ventilation

66. Refer to Section 4.4.6 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.2.2 of Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

4.4.7 Lighting

67. Refer to Section 4.4.7 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.2.3 of the Code of Practice for Fish and Fishery
Products(CAC/RCP 52-2003).

4.4.8 Storage

68. Refer to Section 4.4.8 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.2.2 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

SECTION V - CONTROL OF OPERATION
5.1 CONTROL OF FOOD HAZARDS

69. This section should be applicable from harvest through to retails/food service/catering businesses.
Control of pathogenic Vibrio spp. will typically require the stringent application of Good Hygienic Practices
and other supportive programs. These prerequisite programs, together with HACCP, can provide a sound
framework for the control of pathogenic Vibrio spp. in seafood.

70. The factors and attributes described below are components of Good Hygienic Practice programs
that will typically require increased attention to control pathogenic Vibrio spp. and may be used as critical
control points in HACCP programs where pathogenic Vibrio spp. are identified as a hazard of concern.

5.2 KEY ASPECTS OF HYGIENE CONTROL SYSTEMS
5.2.1 Time and temperature control

71. Refer to Section 4.1 of the Code of Practice for Fish and Fishery Products (CAC/RCP 52-2003).
Time and temperature are the most important factors affecting the rate of growth of pathogenic Vibrio spp. in
seafood. At each step the temperature should be controlled and monitored.

5.2.2 Specific process steps
5.2.2.1 Washing and processing

72. Clean water at low temperature should be used for washing and processing seafood at processing
establishments.

73. The eviscerated cavity of fish intended for raw consumption (e.g. preparation of sashimi) should be
thoroughly washed with clean, potable running water.

5.2.2.2 Cooking

74. Time and temperature should be determined for each cooking operation to ensure the inactivation

8 In this Code, 10°C is used as the target temperature to prevent/minimize growth of Vibrio spp. However,
pathogenic bacteria species such as Listeria monocytogenes, Clostridium botulinum and histamine formers may
also be hazards in addition to Vibrio spp. If this is the case, more strict temperature control, as close as possible
0°C, should be implemented. In the case of molluscan shellfish, a different temperature control specified in the
Annex would be required.
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of pathogenic Vibrio spp.
75. After cooking and blanching, clean potable water should be used for cooling.
5.2.2.3 Food processing practices

76. Food processing practices (e.g. acidification to pH below 4.8, salting to a sodium chloride
concentration of more than 8-10% for V. parahaemolyticus, food preservatives (as established by the CCFA),
water activity less than 0.94) can be used to minimise the growth and possibly reduce the levels of
pathogenic Vibrio spp. in seafood.

7. Freezing could be used to reduce the level or prevent the growth of pathogenic Vibrio spp. in
seafood.
78. For pathogenic V. parahaemolyticus, several possible inactivation technologies have been reported

such as high pressure and mild heating. [The use of these technologies should be done in accordance with the
legislation of the country of retail sale.]

79. Any practice selected to reduce/inactivate pathogenic Vibrio spp. in seafood or control/minimize
their growth of pathogenic Vibrio spp. should be adequately validated to ensure that the process is effective.

80. The food processing practices should be closely monitored and verified to ensure that pathogenic
Vibrio spp. are controlled as intended.

5.2.2.4 Storage

81. Seafood intended for raw consumption, as well as other ready-to-eat seafood, should be stored in
shallow layers and surrounded by sufficient finely crushed ice or with a mixture of ice and clean water
before preparation. Live fish and shellfish should be stored at the lowest temperature tolerable for species
(Refer to Section 9 of the Code of Practice for Fish and Fisher Products (CAC/RCP 52-2003).

82. Seafood should be stored so as to avoid over-stacking or over-filling of containers so that cold air
can adequately circulate.

5.2.3 Microbiological and other specifications

83. Refer to Section 5.2.3 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and the Principles for the Establishment and Application of
Microbiological Criteria for Foods (CAC/GL 21-1997).

5.2.4 Microbiological cross-contamination

84. Refer to Section 5.2.4 of the Recommended International Code of Practice - General Principles of
Food Hygiene (CAC/RCP 1-1969) and Sections 3.2.2 and 3.3.2 of the Code of Practice for Fish and Fishery
Products (CAC/RCP 52-2003).

85. For all seafood, particularly those that are ready-to-eat, microbiological cross-contamination should
be avoided in any foods with respect to pathogenic Vibrio spp., especially V. parahaemolyticus.

5.2.5 Physical and chemical contamination

86. Refer to Section 5.2.5 the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.2.2 and 3.3.2 of the Code of Practice for Fish and Fishery
Products (CAC/RCP 52-2003).

5.3 INCOMING MATERIAL REQUIREMENTS

87. Refer to Section 5.3 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 8.5.1 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

5.4 PACKAGING

88. Refer to Section 5.4 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 8.5.2 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).
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5.5 Water
5.5.1 In contact with food

89. Refer to Section 5.5.1 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) except cases specified within this Code where clean water could be used.

90. Coastal seawaters used at landing docks and at markets have been shown to be occasionally
contaminated with high level of pathogenic V. parahaemolyticus. Therefore, the use of these waters should
be avoided in the post-harvest stage.

5.5.2 As an ingredient

91. Refer to Section 5.5.2 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

5.5.3 Ice and steam

92. Refer to Section 5.5.3 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

5.6 MANAGEMENT AND SUPERVISION

93. Refer to Section 5.6 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

5.7 DOCUMENTATION AND RECORDS

94, Refer to Section 5.7 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

5.8 RECALL PROCEDURES

95. Refer to Section 5.8 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

SECTION VI - ESTABLISHMENT: MAINTENANCE AND SANITATION

96. Refer to Section 6 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.4 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

SECTION VII - ESTABLISHMENT: PERSONAL HYGIENE

97. Refer to Section 7 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.5 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

SECTION VIII - TRANSPORTATION

98. Refer to Section 8 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Sections 3.6 and 17 of the Code of Practice for Fish and Fishery
Products (CAC/RCP 52-2003).

99. Transportation is an integral step in the food chain and temperature during this period should be
controlled, monitored and recorded where appropriate.

SECTION IX - PRODUCT INFORMATION AND CONSUMER AWARENESS
9.1 LOT IDENTIFICATION

100. Refer to Section 9.1 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

9.2 PRODUCT INFORMATION

101. Refer to Section 9.2 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

9.3 LABELLING
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102. Refer to the General Standard for the Labelling of Prepackaged Foods (CODEX STAN 1-1985).
Where appropriate, product labels should include information on safe handling practices and storage
recommendations.

103. In addition, countries should give consideration to labelling of unpackaged live or raw seafood, so
that consumers are adequately informed with respect to the safety and true nature (alive or not alive) of these
products. In particular, labelling should alert at-risk consumers to avoid or cook those products. Any
treatment (e.g. heat treatment), that is applied to the product should be mentioned on the label (if present) if
consumers would be misled by its omission.

9.4 CONSUMER EDUCATION

104. Since each country has specific food habits, communication and education programs pertaining to
pathogenic Vibrio spp. are most effective when established by individual governments.

105. Programs should be directed at consumers:

» to educate them on household practices and behaviours as indicated in Five Keys to Safer Food
(WHO) “ that would specifically keep the numbers of pathogenic Vibrio spp. that may be present in
foods, to as low a level as possible and minimise the potential of cross-contamination from seafood to
hands of food handlers, and then from hands to other foods, or from seafood to utensils (e.g., cutting
board), and then from utensils to other foods by:

- keeping seafood cold to minimise and/or prevent the growth of pathogenic Vibrio spp.;

- keeping refrigerator temperatures as low as practical;

- using thermometers inside home refrigerators, ice chests or other storage containers;

- preparing, cooking and/or consuming seafood immediately after removing them from the refrigerator;
- promptly refrigerating leftover seafood;

- washing and disinfecting hands, utensils and equipments whenever raw seafood is handled; and

- separating utensils and equipment used for raw seafood, from other ready-to-eat foods, where
appropriate.

* to help them make informed choices about the purchase, storage, shelf-life labelling and appropriate
consumption of certain raw seafoods that have been identified in relevant risk assessment and other
studies, taking into consideration the specific regional conditions and consumption habits.

9.4.1 Special Attention to Susceptible Subpopulations

106. Liver disease is a prominent risk factor for human infection with pathogenic Vibrio spp., especially
V. vulnificus. Additional risk factors include diabetes, haemochromatosis and HIV/AIDSs’. Subpopulations
with increased susceptibility should follow the advice below:

= avoid the consumption of raw or partially treated seafood; and
* . heat seafood thoroughly before consumption.

SECTION X - TRAINING

10.1 AWARENESS AND RESPONSIBILITIES

107. Refer to Section 10.1 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.8 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).

108. [Industry (fishermen, primary producers, manufacturers, distributors, retailers and food
service/institutional establishments) and trade associations play an important role in providing specific
instructions and/or training to employees and consumers efc. for the control of pathogenic Vibrio spp.
Special consideration shall be given to developing countries, taking into consideration their fishing

9 FAO and WHO, 2005. Risk assessment of Vibrio Vulnificus in raw oysters. Microbiological Risk Assessment
Series, No.8.
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techniques, including small fisherfolks.]
10.2 TRAINING PROGRAMMES

109. Personnel involved in the primary production, harvesting, processing and handling of seafood
should have appropriate training for the tasks they are performing. This may include:

+ the nature of pathogenic Vibrio spp., namely V. parahaemolyticus, choleragenic V. cholerae and V.
vulnificus, their harbourage sites, and their resistance to various environmental conditions to be able to
conduct a suitable hazard analysis for their products;

= control measures for reducing the risk of pathogenic Vibrio spp. associated with seafood during
harvesting, processing, distribution, marketing, use and storage, for preventing cross-contamination
and minimizing the growth of pathogenic Vibrio spp.; and

* the means for verifying effectiveness of control programs, including sampling and analytical
techniques.

10.3 INSTRUCTION AND SUPERVISION

110. Refer to Section 10.3 of the Recommended International Code of Practice- General Principles of
Food Hygiene (CAC/RCP 1-1969).

10.4 REFRESHER TRAINING

111. Refer to Section 10.4 of the Recommended International Code of Practice-General Principles of
Food Hygiene (CAC/RCP 1-1969) and Section 3.8 of the Code of Practice for Fish and Fishery Products
(CAC/RCP 52-2003).
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APPENDIX V

PROJECT DOCUMENT FOR NEW WORK ON CODE OF HYGIENIC PRACTICE FOR
CONTROL OF VIRUSES IN FOOD

PURPOSE AND SCOPE OF THE NEW WORK

The purpose of the proposed new work is to provide guidance on the control of viruses in food. This
guidance will be supplemental to the Recommended International Code of Practice — General principles of
Food Hygiene (CAC/RCP 1-1969, Rev. 4-2003).

The scope of the new work will include the development of a general guidance document for the control of
foodborne viruses with a series of annexes to address the specific virus-commodity combinations as
prioritized by the FAO/WHO Expert Meeting on viruses in food. Based on the current knowledge, these
include:

e Noroviruses (NoV) and hepatitis A virus (HAV) in fresh produce — transmission mainly by irrigation
water and manure;

® NoV and HAV in molluscan shelfish— transmission by faecal contaminated water in growing areas;
e NoV and HAV in prepared ready-to-eat (RTE) foods - contamination by food handlers.

Depending on the emergence of other viruses or other transmissions routes having a serious public health
impact the development of additional annexes may be considered in the future, subject to the approval by the
Codex Alimentarius Commission.

RELEVANCE AND TIMELINESS

Foodborne viral infections are increasingly recognized as causes of illness in humans. Reasons for this
increase are most likely the improved diagnostic assays that have enhanced detection of some virus groups,
and changes in food processing and consumption patterns that lead to worldwide availability of high-risk
food. Implicated foods tend to be those that are minimally processed before consumption such as molluscan
shelfish and fresh produce. These are typically contaminated with viruses in the primary production
environment. In addition, many of the documented outbreaks of foodborne viral illness have been linked to
contamination of prepared RTE food by an infected food handler. Control measures should be targeted at
prevention of contamination (e.g. preventive measures at source or in food handling), rather than through
food processes, as for the commodities of concern there is currently a lack of post harvest decontamination
options. Intervention strategies should be focussed on the priority virus-commodity combinations. Where
possible these combinations should be reviewed for specific regions.

While contaminated food has been clearly implicated in viral infections in humans, the proportion of
infections that can be attributed to the consumption of contaminated food is not known.

MAIN ASPECTS TO BE COVERED

The proposed new work will focus on hygienic practices and components of food safety systems that would
be needed to control viruses in food.

Besides general guidelines for the control of foodborne viruses, specific guidance will be included
concerning the control of NoV and HAV in fresh produce, molluscan shelfish and RTE foods.

ASSESSMENT AGAINST THE CRITERIA FOR THE ESTABLISHMENT OF WORK
PRIORITIES

General criterion

Consumer protection from the point of view of health, food safety, ensuring fair practices in the food trade
and taking into account the identified needs of developing countries: This new work will contribute to the
prevention of human foodborne viral infections at global scale by providing guidance to prevent these
infections.

65
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Criteria applicable to general subjects

(a)

(b)

(c)

Diversification of national legislations and apparent resultant or potential impediments to
international trade: This new work will provide guidance which will enable countries to develop their
own risk management strategies for the control of viruses in food. This work will assist in providing
an internationally harmonized approach for the control of viruses in food.

Scope of work and establishment of priorities between the various sections of the work: The scope of
the new work will include the development of a general guidance document for the control of
foodborne viruses with a series of annexes to address specific virus- commodity combinations. These
virus-commodity combinations include NoV and HAV in fresh produce, molluscan shelfish and RTE
foods. Work on the general guidelines and on the three annexes will be done in parallel without a

specific priority.

Work already undertaken by other international organizations in this field and/or suggested by the
relevant international intergovernmental body(ies): This new work does not duplicate work
undertaken by other international organizations. It builds on recommendations expressed by the
FAO/WHO Expert Meeting on viruses in food, the Consultation on Norovirus Prevention and
Control by the European Centre for Disease Prevention and Control (ECDC), fact sheets made
available by Centres for Disease Control and Prevention (CDC) and other relevant sources of
information.

Criteria applicable to commodities

(a)

(b)

(c)

(d)

(e)

)

(2)

Volume of production and consumption in individual countries and volume of and pattern of trade
between countries: Fresh produce is a main food component in nearly all countries of the worlds.
Fresh produce has a wide and complex distribution pattern being for the biggest part domestically,
but also contributes significantly to the volume and value in international trade. Molluscan shelfish
are popular as food in many countries, but mostly on a rather small scale. There is a substantial
international trade in these products. Ready-to-Eat (RTE) foods are increasingly produced locally
and regionally. A limited volume of these foods is involved in international trade. The persistence of
some of the foodborne viruses in the environment and in foods results in survival during
international trade. This means that the risk associated with foodborne viruses may lead to
international outbreaks of illness and/or high economic losses. Trade in commodities known to be
linked to virus hazards may be affected whenever there are reported cases, even from other sources.

Diversifications of national legislations and apparent resultant or potential impediments to
international trade: This new work will provide guidance which will enable countries to develop their
own risk management strategies for the control of foodborne viruses in general and for specific
commodities in particular. This may assist in providing an internationally harmonized approach for
the control of viruses in food and specific commodities.

International or regional market potential: An increase in the international trade in fresh produce,
molluscan shelfishand RTE foods in the near future can be expected.

Amenability of the commodity to standardisation: Fresh produce, molluscan shelfish and RTE foods
constitute a wide variety of different products that are not easy to standardize.

Coverage of the main consumer protection and trade issues by existing or proposed general
standards: Current food hygiene guidelines, most of which have been optimised for the prevention of
bacterial infections, may be only partially effective against viruses.

Number of commodities which would need separate standards indicating whether raw, semi-
processed or processed: In the first instance separate guidelines will be established for the
commodities fresh produce, molluscan shelfish and RTE foods.

Work already undertaken by other international organizations in this field and/or suggested by the
relevant international intergovernmental body(ies): This new work does not duplicate work
undertaken by other international organizations.

RELEVANCE TO CODEX STRATEGIC GOALS

Goal 1:

Promoting Sound Regulatory Frameworks
66
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The results of this new work will contribute to the development of sound food control and regulatory
infrastructures and consequently will promote the safety of foods, especially in relation to the risks of virus
contamination.

Goal 2: Promoting Widest and Consistent Application of Scientific Principles and Risk Analysis

Because of the lack of sufficient appropriate data a complete risk analysis of viruses in food is not possible at the
moment. However, the new work will include the identification and analysis of hazards associated with
agricultural, manufacturing and hygienic practices in the production of fresh produce, and RTE foods. This
information will be valuable for future international risk assessments for viruses in foods.

Goal 3: Promoting Cooperation between Codex and Relevant International Organizations

This work is based on a close coordination between FAO, WHO and Codex. For the annex on molluscan
shelfish close cooperation with CCFFP will be sought.

Goal 4: Enhance Capacity to Respond Effectively and Expeditiously to New Issues, Concerns and
Developments in the Food Sector

The results of this work will enhance the capacity of Codex and will enable Codex to respond more
effectively on new food safety concerns related to viruses in specific commodities or by specific
transmission routes.

Goal 5: Promoting Maximum and Effective Participation of Members

The development of annexes on specific virus-commodity combinations will promote the participation of both
developing and developed countries with specific interests.

RELATION BETWEEN PROPOSAL AND OTHER EXISTING CODEX DOCUMENTS

As the Terms of Reference of the CCFH include the drafting of basic provisions on food hygiene, problems
related to foodborne viruses should be part of the work program of CCFH. The proposed work is related and
will be additional to the Codex General Principles of Food Hygiene. The development of commodity-
specific annexes needs coordination with existing Codex documents such as the Code of Hygienic Practice
for Fresh Fruits and Vegetables and the Code of Practice for Fish and Fishery Products.

REQUIREMENT FOR AND AVAILABILITY OF EXPERT ADVICE

Substantial scientific advice from the FAO/WHO expert meeting on “Viruses in Food”, which took place in
May 2007 in the Netherlands, is available. Further expert advise may be necessary when specific questions
to be identified during the process of developing the document.

PROPOSED TIMELINE FOR COMPLETION OF THE NEW WORK

A period of four-five years is proposed for the completion of the general guidelines and the three proposed
annexes, according to the attached work plan.

WORK TO BE LEAD BY
The Netherlands
INCLUSION OF A RISK PROFILE

Developing a risk profile for the general guidelines is not appropriate, but individual risk profiles for the
different virus-commodity combinations would be useful. A first risk profile has been prepared for NoV in
molluscan shellfish (CX/FH/06/38/10, Attachment 6). The report of FAO/WHO Expert Meeting on Viruses
in Food also contains many components of risk profiles for the priority virus-commodity combinations.
Further developing of risk profiles will be part of the preparation of the annexes.

Work plan for the development of guidelines to control viruses in food including specific annexes

Timetable Meeting Progress

December 2008 40" session CCFH | Agree on purpose and scope and request
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permission for new work
March 2009 Intersession — Development of proposed Draft Code and
Physical Working | annexes. Preparation of a detailed work plan.
Group Discussion on the need of subgroups for the
(Netherlands) annexes
July 2009 32" CAC, approval as new work
December 2009 41* session CCFH | Present proposed Draft Code and annexes.
Agree on the main structure of the document at
Step 3.
March 2010 Intersession — Work by the Working Group on proposed
Physical or Draft Code and annexes.
Electronic
Working Group
December 2010 42" session of Consider proposed Draft Code and annexes at
CCFH Step 3 and advance for adoption at Step 5.
December 2011 43" session of Physical Working Group held immediately
CCFH before the 43" Session in order to help review
comments and finalize the document for
adoption at Step 8.
July 2012 CAC Adoption of Code of Hygienic Practice to
control viruses in food, including three
specific annexes.
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INTRODUCTION

1. The Codex Committee on Food Hygiene (CCFH) held its Fortieth Session in Guatemala City,
Guatemala, from 1 to 5 December 2008, at the kind invitation of the Government of Guatemala. Dr Emilio
Esteban, Science Advisor for Laboratory Services and Research Coordination, United States Department of
Agriculture, Food Safety and Inspection Service (FSIS), Office of Public Health Science, chaired the
meeting. Dr Antonio Ferraté de la Riva, Guatemalan Codex Coordinator, Ministry of Agriculture,
Government of Guatemala served as Co-Chairperson. The Session was attended by 139 delegates
representing 58 member countries, one member organization and 15 international organizations. A complete
list of participants, including the Secretariat, is attached as Appendix L.

OPENING OF THE SESSION
2. The Session was welcomed by:

e Lic. Julio César Recinos Salas, Minister of Agriculture, Livestock and Food, Government of
Guatemala;

e Ms Elizabeth Johnson, Under-Secretary for Food Safety, United States Department of Agriculture
(USDA), Government of United States of America;

e  Mr Alfred Almanza, USDA, FSIS Administrator, Government of United States of America;
¢ Ing Guilhermina Teixeira, FAO Representative, Guatemala;
¢  Dr Peter Ben Embarek, World Health Organization;
e Mr Alvaro Arzi Irigoyen, Mayor (Alcalde), Guatemala City.
Division of Competence

3. Following Rule II.5 of the Rules of Procedure of the Codex Alimentarius Commission the Committee
was informed about CRD 2 on the division of competence between the European Community (EC) and its
Member States and noted that 16 member States of the EC were present at the current session.

ADOPTION OF THE AGENDA (Agenda Item 1’

4. To the proposal of the Delegation of Indonesia to discuss melamine tolerance in foodstuffs under
Agenda Item 9, the Committee noted this was not within its terms of reference and could possibly be
discussed in another Codex subsidiary body, such as the Committee on Contaminants in Foods.

5. The Committee accepted the proposal of the Delegation of Japan to establish an intra-session physical
Working Group open to all interested parties, working in English, French and Spanish and chaired by Japan
to consider the comments received on the proposed draft Code of Hygienic Practice for Vibrio spp. in
Seafood under Agenda Item 8 in order to facilitate the discussion at the Plenary.

6. The Committee accepted the recommendation of the Chairperson to postpone discussion on Item 4
after Agenda Item 8 in order to allow more time to study the report of the working group and with this
modification adopted the Provisional Agenda.

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

7. The Committee noted that a number of matters arising from the 31* Session of the Codex
Alimentarius Commission (CAC) were for information purposes only or would be discussed in more detailed
under relevant agenda items.

8. The Committee noted that the request from the CAC regarding the revision of the Recommended
International Code of Hygienic Practice for Collecting, Processing and Marketing of Natural Mineral Waters
would be discussed under Agenda Item 9 (see paras 143-144).

' CX/FH 08/40/1; CRD 2 (Division of competence between the European Community and its Member States, prepared
by the EC).

2 CX/FH 08/40/2; CRD 6 (Maters referred from the 30™ Session of CCNFSDU to the CCFH).
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9. In addition, the Committee commented and made decisions on matters referred as follows:

Inconsistencies arising from amendments made to Codex standards and relevant texts

10.  The Committee considered an inconsistency, as referred by the 30" Session of the Codex Committee
on Nutrition and Foods for Special Dietary Uses, that had been created in the section on food hygiene in the
Guidelines on Formulated Supplementary Foods for Infants and Young Children (CAC/GL 08-1991). It was
noted that the Guidelines contained a reference to the Recommended International Code of Hygienic Practice
for Foods for Infants and Children (CAC/RCP 21-1979), which had been revoked when adopting the
Proposed Draft Code of Hygienic Practice for Powdered Formulae for Infants and Young Children. The
Committee noted that the revoked Code contained end-product microbiological specifications of advisory
nature for a number of products for infants and children.

11.  The Committee confirmed that, when adopting the Proposed Draft Code of Hygienic Practice for
Powdered Formulae for Infants and Young Children, it had been agreed to revoke the Recommended
International Code of Hygienic Practice for Foods for Infants and Children (1979) as the Codes that had been
developed by the CCFH since 1979, e.g. the Recommended International Code of Hygienic Practice-
General Principles of Food Hygiene (CAC/RCP 1-1969) provided enough guidance for elaboration of
products other than powdered infant formulae for infants and young children. The Committee also noted that
this information had been made available to its 39" Session in CX/FH 07/39/4.

12. The Committee also considered how to deal with some other inconsistencies in texts elaborated by the
Committee on Food Hygiene. For instance, in Section 5.2 on Cleaning and Disinfection — Washing up of the
Recommended International Code of Hygienic Practice for Precooked and Cooked Foods in Mass Catering
(CAC/RCP 39-1993) there was a reference to “old” Annex I of the Recommended International Code of
Practice — General Principles of Food Hygiene (CAC/RCP 1-1969) which contained practical guidance for
cleaning. During the revision of this Code, Annex I had been deleted from Recommended International Code
of Practice — General Principles of Food Hygiene, however the reference to it in the Recommended
International Code of Hygienic Practice for Precooked and Cooked Foods in Mass Catering remained.

13.  The Committee requested the Codex Secretariat to look at inconsistencies that might have arisen from
previous revocations or amendments and to make proposals for consideration by the 32" Session of the
Commission.

Endorsement of hygiene provisions in the Standard for Raw and Live Bivalve Molluscs

14.  The Committee considered the hygiene provisions in the light of the clarification provided by the 29th
Session of the Codex Committee on Fish and Fishery Products to the questions on the hygiene provisions in
the Standards for Raw and Live Bivalve Molluscs posed by the 38" Session of the Committee. The
Committee noted that the CCFFP had addressed the concerns expressed by the 39" Session of the CCFH and
that there was no need for further discussions on the Section of Hygiene in the above standard. The
Committee agreed to inform the 32nd Session of the Commission of this decision.

Elaboration of a risk analysis policy document for CCFH

15. Noting the decision of the CAC regarding Activity 2.1 of the Codex Strategic Plan 2008-2013
(Review of consistency of risk analysis principles elaborated by the relevant Codex Committees)® and the
decision of the previous session of CCFH on the work to elaborate a risk analysis policy document to guide
CCFH work®, the Committee encourages the Delegation of India to proceed with this work in order to
consider the above document at its next session.

* ALINORM 08/31/REP para. 133; CRD 6 (Referral from the 30" Session of the CCNESDU).
* ALINORM 08/31/13 para.162.
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MATTERS ARISING FROM THE WORK OF FAO, WHO AND OTHER INTERNATIONAL
ORGANIZATIOS®:

PROGRESS REPORTS ON THE JOINT FAO/WHO EXPERT MEETINGS ON
MICROBIOLOGICAL RISK ASSESSMENT (JEMRA) AND RELATED MATTERS (Agenda Item 3

(a)°

16. The Representative of FAO presented this item and provided an overview of the work of JEMRA
relevant to the work of the Committee.

17.  Referring to the requests of the 39" session of the CCFH, the Representative summarized the work
that had been undertaken in the last year noting the implementation of two expert meetings by FAO and
WHO and indicated that the first of these, was an expert meeting on microbiological hazards in fresh
produce implemented to contribute to the development of the Annex to the Codex Code of Hygiene Practice
for Fresh Fruits and Vegetables specifically addressing the risks associated with leafy vegetables and herbs.
The said expert meeting was convened in Bangkok, Thailand in May 2008 and the report of this meeting
made available to all Codex Members. Further information on this item was presented under Agenda item 7.

18.  The second activity highlighted by the Representative was the implementation of an expert meeting on
Enterobacter sakazakii (Cronobacter spp.) in powdered follow-up formula which was held in Washington
DC, USA (July 2008) to provide scientific information to inform the decision-making process of the
development of microbiological criteria for E. sakazakii (Cronobacter spp.) in powdered follow-up formulae
for infants and young children. The report of that meeting was made available to all Codex Members in
advance of the current session and further addressed under Agenda Item 4.

19. The Representative expressed appreciation for the financial support provided by the governments of
the United States of America and Japan in support of the implementation of the above expert meetings.
Appreciation was also extended to all members of Codex that provided data and information to support the
work to provide scientific advice on microbiological hazards in fresh produce and E. sakazakii (Cronobacter
spp.) in powdered follow-up formulae.

20. The Committee was informed of the publication of the report of the FAO/WHO expert meeting on
viruses in response to the 38" session of the Committee and requested members to take note of this in light
of the proposed new work on viruses in food (Agenda Item 9).

21. In addition, the Committee was informed of the implementation of the FAO/WHO expert meeting on
the risks and benefits on the use of active chlorine in food production in May 2008 and that the report of that
meeting was expected to be available in early 2009. Information on other recently published reports on
critically important antimicrobials and the impact of animal feed on food safety as well as new work on
nanotechnology was also provided.

22. Finally, the Representative of FAO highlighted the establishment of the Global Initiative for Food-
related Scientific Advice (GIFSA) and encouraged countries to use this mechanism to strengthen the
FAO/WHO program for the provision of scientific advice enabling them to continue to provide timely
scientific advice to the Committee.

23.  The Committee expressed appreciation to FAO and WHO for the provision of extensive scientific
advice in a timely manner which greatly facilitated and contributed to the quality of the work of the
Committee.

INFORMATION FROM THE WORLD ORGANISATION FOR ANIMAL HEALTH (Agenda Item 3
(b))

24. The Observer of OIE, referring to its written information presented in CX/FH 08/40/3-Add.1,
informed the Committee about the current and future OIE activities that are of interest to the CCFH and
highlighted the importance of maintaining close collaboration between OIE and Codex in order to avoid
duplication and inconsistencies of work in the area of food safety of products of animal origin.

25. The Committee expressed its appreciation to the OIE for their information and contribution to the
work of the CCFH and noted the need for continued close collaboration in areas of mutual interest.

5 CX/FH 08/40/3, CX/FH 08/40/3-Add.1, CRD 18 (Comments of European Community)
 CX/FH 07/40/3.
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MICROBIOLOGICAL CRITERIA FOR POWDERED FOLLOW-UP FORMULA AND
FORMULAS FOR SPECIAL MEDICAL PURPOSES FOR YOUNG CHILDREN (ANNEX TO THE
CODE OF HYGIENIC PRACTICE FOR POWDERED FORMULAE FOR INFANTS AND YOUNG
CHILDREN AT STEP 2 (Agenda Item 4)7

26. The Committee recalled that at its last session it had agreed to return Annex II containing
microbiological criteria for powdered follow-up formula and formulas for special medical purposes to Step 2
for revision by an electronic working group led by Canada with the understanding that the working group
would utilize scientific advice provided by FAO/WHO to prepare proposals for consideration by the
Committee.

27. The Delegation of Canada while introducing this matter reminded the Committee that this Annex had
been previously circulated at Step 3 and considered by the previous session of the CCFH and that the main
unresolved issue was whether to establish a microbiological criterion for E. sakazakii (Cronobacter spp) for
powdered follow-up formulae. The Delegation explained that in light of the information presented in the
FAO/WHO expert meeting report the electronic working group recommended not to establish a
microbiological criterion for E. sakazakii (Cronobacter spp.) in follow-up formulae (FUF) at the present
time with the understanding that the Annex could be revised by the CCFH in the future, if further
epidemiological evidence became available. The Delegation pointed out that there was evidence that FUF is
consumed by infants of less than 6 months of age; which indicated that the product was not used as per the
label instructions and that the unintended use/misuse of the product should be addressed through clearer
labelling and by education of caregivers and healthcare professionals, as to the appropriate uses of the
product.

28.  The Delegation indicated that the working group proposed a number of recommendations to member
governments and to FAO/WHO that more specific training should be undertaken in developing countries to
increase surveillance and improve data collection in foods and the environment, including the development
of a guidance document and/or training manuals. A further recommendation was that FAO/WHO should
consider the need to review the “Guidelines on Safe Preparation, Storage and Handling of Powdered Infant
Formula™® to establish whether these guidelines sufficiently cover FUF, as well as information on the need to
ensure that the products are used for their intended target populations.

29. The Delegation also informed the Committee that the physical working group, which had met
immediately before this session of the Committee, was in agreement with these recommendations.

30. The Delegation pointed out that the physical working group agreed with the recommendation of the
electronic working group not to establish a microbiological criterion for E. sakazakii (Cronobacter spp.) in
follow-up formulae (FUF); however, in recognizing the need to provide flexibility to competent authorities
in the application of control measures, including more stringent microbiological criteria, as appropriate, it
was proposed to add an additional sentence in the Preamble in order to address this matter, however there
was no final agreement on the wording. The Delegation indicated that the working group recognized that
FUF were used for infants less than 6 months of age and that this misuse of the product should primarily be
addressed through improved education and labeling, however some observer organizations did not agree
with the proposal and recommended that a criterion should be established for E. sakazakii (Cronobacter spp.)
in follow-up formula.

31. The Delegation indicated that the physical working group considered the proposed draft Annex section
by section and that in addition to editorial amendments, proposed a number of changes for the consideration
by the Plenary as presented in CRD 21. The Delegation indicated that the working group recommended that
this Annex could be forwarded to the next Session of the Commission for final adoption.

32.  The Committee considered Annex II as presented in CRD 21 and in addition to editorial amendments
made the following comments and changes.

" CX/FH 08/40/4; CRD 3 (comments from Ghana); CRD 9 (comments from Thailand); CRD 10 (comments from
Indonesia); CRD 21 (Report of the Working group); CRD 35 (comments from ICMSF); CRD 38 (Proposed wording for
Section 2).

¥ FAO/WHO. 2007. Safe preparation, storage and handling of powdered infant formula: guidelines.
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General comments

33.  The Delegation of Indonesia pointed out that education programs on appropriate preparation, handling
and storage of powdered formulae were needed in order to increase the awareness of caregivers and health
care professionals and consumers about the safety of follow-up formula and formulas for special medical
purposes for young children and that better surveillance and reporting systems of E. sakazakii (Cronobacter
spp.) infections were necessary. The Delegation emphasized that specific training to increase surveillance
and improve data collection in foods and the environment should be undertaken by FAO and WHO in
developing countries including the development of a guidance document and/or training manuals and
supported the establishment of a microbiological criterion for E. sakazakii (Cronobacter spp.). The
Delegation also pointed out that availability of testing methods was essential for developing countries.

34. The Delegation of Nigeria highlighted the high level of infant mortality in its country, despite the
implementation of various programs including the promotion of exclusive breast feeding of infants for the
first six months and therefore was of the opinion that more stringent measures for follow-up formula were
necessary.

Preamble

35. The Committee had a discussion on the proposed new wording in CRD 38 for the second paragraph of
the Preamble. The Delegation of the European Community proposed to amend this wording to make it
clearer that the risk associated with E. sakazakii (Cronobacter spp.) should be assessed by competent
authorities on the basis of scientific evidence and that depending on these findings, strengthening control
measures including establishment of an appropriate microbiological criterion for this pathogen may be
considered. This view was supported by a number of delegations.

36. Observers from ILCA, IBFAN and IACFO opposed an inclusion of the reference to “scientific
evidence” as developing countries lacked appropriate capacity of laboratories and surveillance systems to
collect such data. In addition, they were of the view that additional factors such as anaemia, malnutrition and
HIV/AIDS were contributing to the increased susceptibility of infants and young children to E. sakazakii
(Cronobacter spp.). The observers stressed that the failure to set a microbiological criterion for this
pathogen in follow-up formula would expose these vulnerable populations to a greater risk and that there was
no basis for setting 6 month as the age at which risk of infection from E. sakazakii (Cronobacter spp.)
decreases. Therefore they considered that it was essential to apply precaution on this important issue and to
establish the same microbiological criterion for follow-up formula as exists for powdered infant formula.
This view was supported by the Delegations of Mali and Indonesia.

37. After some discussion, the Committee agreed, that, as expressed by the Delegation of China and
supported by several other delegations, a microbiological criterion for E. sakazakii (Cronobacter spp.) in
FUF should not be established at the present time, in view of the limited scientific evidence available. The
Committee also noted that a possible need for a microbiological criterion for E. sakazakii (Cronobacter spp.)
should be reviewed when new information becomes available and agreed to maintain the wording for the
second paragraph as proposed in CRD 38 with modifications proposed by the European Community. The
Delegations of Indonesia, Nigeria and Mali expressed their opposition to this decision.

Tables 1 and 2 and footnotes

113

38. The Committee amended “m” in the 2- and 3-class sampling plans in both tables to make clear that
microbiological limit refers to a separation of “acceptable lots from unacceptable lots” rather that “good
quality from defective quality”.

39. The Committee noted that more technically accurate information was available on the performance of
the sampling plan and agreed to amend the footnote “*” as proposed in CRD 35.

40. The Committee also agreed to request the 32" Session of the CAC to make the above consequential
changes in relevant parts of the tables in Annex I of the Code of Hygienic Practice for Powdered Formulae
for Infants and Young Children (CAC/RCP 66-2008).

41. To be consistent with Annex I, the Committee agreed to clarify the 4™ paragraph related to typical
actions to be taken when there is a failure to meet proposed microbiological criteria by inserting a second
action that if already released, the product should be recalled..
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Criteria for process hygiene

42.  The Committee agreed to wording proposed by the physical working group in paragraphs 3 and 4 of
this Section.

Labelling and education

43.  The Observer from IACFO, supported by the observer from ILCA proposed to add an additional
sentence to this section to stress that labeling should clearly indicate that follow-up formula should only be
given to healthy full-term children over 6 months of age. The Committee however noted that the definition
of follow-up formula covered the age of introduction of this product and that there might be cases when a
child is sick with common illnesses such as influenza and that this should not prevent the feeding with FUF.
It was also noted that the main body of the Code addressed labelling and education and that it was not
necessary to expand the wording on labeling and education in this Annex. The Committee therefore agreed
to the wording for this Section as proposed by the working group.

44. The Committee noted that formulae for special medical purposes are given to targeted populations
under very strict supervision therefore their misuse was not considered to be a problem.

Final considerations

45.  The Committee noted that due to the late arrival of this document it was unable to solicit comments at
Step 3, and that the Annex was therefore considered at Step 2 by the physical working group and the
Committee and that an agreement had been reached on all provisions of this Annex.

46. The Committee also noted that the Codex Procedural Manual does not address how to deal with
moving a document from Step 2 for final adoption and was of the view that the Commission could make the
most appropriate decision on the final status of this document.

Status of the proposed draft Annex II - Microbiological Criteria for Powdered Follow-up Formulae
and Formulae for Special Medical purposes for Young Children

47.  The Committee therefore agreed to forward the proposed draft Annex II - Microbiological Criteria for
Powdered Formulae and Formulae for Special Medical purposes for Young Children to the 32" Session of
the Commission for final adoption at Step 5/8 with the recommendation to omit Steps 6 and 7 (see Appendix
III).

PROPOSED DRAFT MICROBIOLOGICAL CRITERIA FOR LISTERIA MONOCYTOGENES IN
READY-TO-EAT FOODS AT STEP 4 (Agenda Item 5)°

48. The Committee recalled that its 39" Session had agreed to return the Annex on the Proposed Draft
Microbiological Criteria in Ready-to-Eat Foods to Step 2 for further elaboration by a physical working group
led by Germany, circulation for comments at Step 3 and consideration by this session of the Committee.

49. The Delegation of Germany introduced the document and highlighted the main points considered by
the working group in their revision of the Annex and explained the outline of the document. The Delegation
indicated that Annex II was intended to be used within the context of the main document and was
specifically linked to Section 5.2.3 Microbiological and Other Specifications of the Guidelines on the
Application of General Principles of Food Hygiene to the Control of Listeria monocytogenes in Ready-to-
Eat Foods (CAC/GL 61-2007) and that a new Annex III had been created from portions of earlier drafts of
Annex II to provide further recommendations to competent authorities for the use of environmental
microbiological testing and process control verification for Listeria monocytogenes.

50. The Delegation stressed that both Annexes II and III should be considered as a package along with
Annex I, and the main guideline document, Guidelines on the Application of General Principles of Food
Hygiene to the Control of Listeria monocytogenes in Ready-to-Eat Foods (CAC/GL 61-2007) for the control
of Listeria monocytogenes.

® CX/FH 08/40/5; CX/FH 08/405-Add.1 (comments from Australia, Kenya, Philippines, the United States of America,
CIAA, TACFO); CX/FH 08/40/5-Add.2 (comments from Brazil, Colombia, European Community, Japan, New
Zealand), CRD 11 (comments from India); CRD 13 (comment from Thailand); CRD 20 (comments from New Zealand
and the United States of America).
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51. The Committee expressed its appreciation to the Delegation of Germany and the working group for
their work and considered the draft proposed Annexes II and III section by section. In addition to editorial
amendments, the following observations and/or changes were made.

2. Scope

52. The Committee agreed to delete reference to “performance objective” as an example in the second
paragraph since establishment of a performance objective was difficult to achieve due to insufficient data and
technical resources and therefore considered inappropriate for inclusion as a working example.

53.  The Committee replaced “alternative” with “different” as more appropriate in the 3" paragraph. It
further agreed to replace “equivalent” with “acceptable” since equivalence had a more specific meaning
within Codex and was not appropriate in the context of the Annex and to apply this change throughout the
text where applicable.

3. Use of Microbiological Criteria for L. monocytogenes in Ready-to-Eat Foods

54. The Committee agreed to reorder this section to improve its flow and readability. It was further
agreed to insert a new paragraph 4 in order to reinforce that the risk-based approach was desirable for the
development of microbiological criteria, while still allowing for some flexibility for situations where no risk
assessment data might be available.

3.1 Ready-to-Eat Foods in which growth of L. monocytogenes will not occur

55. The Committee did not agree to a proposal to include in paragraph 3 a reference to the population to
which the food is targeted and it was clarified that this section related to the demonstration of whether
Listeria monocytogenes would grow or not in a particular food and was therefore linked to the food
substrate.

56. The example at the end of paragraph 4 was deleted since there was no scientific rationale for the use of
the factor 1.3 when establishing the expected usage period of a food.

57. The Observer from the Industry Council for Development (ICD) was of the view that the example
provided in the 4™ paragraph for which testing may have limited utility could be misleading as past history of
absence of L. monocytogenes did not protect against a future failure unless the processing was such that
contamination, survival or growth of L. monocytogenes above detection limits is unlikely and proposed
alternative wording to address this concern, however, the Committee did not support this proposal.

58. The Committee agreed to replace the fifth paragraph with more generic wording without reference to a
specific temperature of refrigeration (8°C).

Tables 1 and 2

59. It was agreed to amend the Tables by deleting the column “M” as it was not applicable to a 2-class
sampling plan; to insert a legend to explain “n”, “c” and “m” for consistency with other similar texts; and to
indicate that “m” was a microbiological limit to distinguish acceptable lots from unacceptable lots rather than
to distinguish between good quality and defective quality.

60. Footnote “a” was amended to indicate that national governments could also “support the provision of
guidance” from other sources other than national governments.

61. Footnote “c” was amended to improve transparency of the performance of the sampling plan.

62. The Committee agreed to insert an additional paragraph to clearly illustrate the action to be taken
when the criteria were not met.

63. The Delegation of Mexico, supported by several other delegations from the Latin America region,
questioned the criterion for L. monocytogenes in foods which did not support the growth of L.
monocytogenes (Table.1). These Delegations were of the view that the level of 100cfu/g was unnecessary;
that presence of L. monocytogenes in such foods could be addressed through alternative approaches; and that
the criterion could pose a technical barrier to trade. It was however clarified that, even though certain foods
may not support the growth of L. monocytogenes, that L. monocytogenes could still be present even in high
numbers in these foods, either due to their presence before processing or through cross-contamination, and
that the criterion was there to protect public health interest and was based on current risk assessments. After
some discussion, the Committee agreed to retain this provision unchanged.
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4.3 Alternative approach
64. The first paragraph was amended for consistency with the content of paragraph 3 of the Scope.

65. The Committee agreed to refer to “food business operator” rather than “business operator” for
consistency with Section 3.1 and other Codex texts and to apply this throughout the document where
applicable.

66. The Delegation of the United States of America, while referring to their written comments in CX/FH
08/40/5-Add.1, raised the issue of review of national public health experience to support this approach. This
was supported by the observer from IACFO. The Committee decided that the Principles and Guidelines for
the Conduct of Microbiological Risk Management (MRM) (CAC/RCP 63-2007) document covered this
issue.

Annex ITT

b) Process Control

67. The title was amended to read “Process Control Verification” in line with the title of the Annex.
68.  Several changes were made to paragraphs 2 and 3 for clarification purposes.

69. The second sentence of the last paragraph was moved to the second paragraph for a better fit in the
Annex.

Status of the Proposed Draft Microbiological Criteria for Listeria monocytogenes in Ready-to-Eat
Foods

70. The Committee agreed to forward the Proposed Draft Microbiological Criteria for Listeria
monocytogenes in Ready-to-Eat Foods (Annex II: Microbiological Criteria for Listeria monocytogenes in
ready-to-Eat Foods and Annex III: Recommendations to for the Use of Microbiological Testing for
Environmental Monitoring and Process Control Verification by Competent Authorities as Means of
Verifying the Effectiveness of HACCP and Prerequisite Programs for Control of Listeria monocytogenes in
Ready-to-Eat Foods) to the 32" Session of the Commission for adoption at Step 5/8 with the
recommendation to omit Steps 6 and 7 (see Appendix II).

PROPOSED DRAFT GUIDELINES FOR THE CONTROL OF CAMPYLOBACTER AND
SALMONELLA SPP. IN CHICKEN MEAT (Agenda Item 6)"

71.  The Committee recalled that its 39" Session had agreed on the approach to be taken in the
development of the proposed draft guidelines for the control of Campylobacter and Salmonella spp. in
chicken meat, and in returning the document to step 2 for further elaboration had agreed to the establishment
of a physical working group led by New Zealand and Sweden to undertake this work.

72.  The Delegation of Sweden introduced the proposed draft guidelines as presented in CX/FH 08/40/6
and informed the Committee that the lack of data for birds other than broilers prevented the working group
from effectively addressing the request to broaden the scope of the guidelines at the current time but that this
could be addressed in the future, should the necessary information become available.

73.  The Delegation of New Zealand reminded the Committee that the document was divided into three
parts, the first on Good Hygiene Practices (GHPs), the second on hazard-based controls and the third on risk-
based control measures and indicated that to date the work had focussed on the first two elements and that
work on the third element was planned for the coming year and included the development of a web-based
risk management decision support tool.

74. A number of Delegations noted their satisfaction with the extensive progress that had been made to
date and highlighted the importance of continuing with this work. In particular, the guidance provided by the
section on GHPs was considered to be very useful. Several Delegations made reference to their written
comments and asked that they be specifically considered by the working group as it continues its work

75.  Some Delegations expressed concern about trying to address Salmonella and Campylobacter in the
same document; however the Delegation of Sweden noted that the work to date indicated that it made sense

10 CX/FH 08/40/6; CX/FH 08/40/6-Add.1 (comments from Australia, Kenya, Philippines, United States); CRD 5
(Sweden); CRD 14 (Brazil); CRD 15 (Indonesia); CRD 16 (Japan); CRD 17 (Thailand); CRD 18 (EC); CRD 19
(ALA); CRD 24 (New Zealand)





ALINORM 09/32/13 page 9

to provide guidance on the management of both organisms together since many control measures applied to
both Salmonella and Campylobacter. The Committee agreed to continue to address both organisms together
to improve the readability of the document. The Delegation of Argentina suggested that only Salmonella
typhimurium, and Salmonella enteritidis be addressed.

76.  Recognizing the lack of data in several areas such as for birds other than broilers, free-range and
organic production systems the Committee agreed that the work should initially focus on broilers and that
annexes to address these additional issues be developed when more information becomes available and to
inform the Commission about this decision.

77.  There was general support for the development of a web-based risk management decision support tool
as outlined in CRD 24 as a basis for the section on risk based-controls to be developed within the guidelines.

78. In response to a proposal of the Delegations of New Zealand and Sweden to request JEMRA to
develop the web-based decision support tool, the Representatives of FAO and WHO indicated their
willingness to provide it and pointed out that it was very important to receive a clear definition on the
requirements of such a tool in order to ensure that it would meet the needs of the Committee.

79. A number of Delegations sought clarification on the relationship between the guidelines that were
being developed and the web-based risk management decision support tool. It was noted that this web-based
tool would ultimately be a JEMRA product and would be made available via the internet to all Codex
members. The tool would also be used by the working group in the development of the risk-based controls
section of the guidelines document.

80. Several Delegations noted the novel approach of this work and highlighted their interest in the
development of the risk-based controls together with the web-based risk management decision support tool
and the value of such a tool to regulators. Recognizing the data and other resources that would be required to
develop such a tool some Delegations expressed concern that this might the delay the completion of the
guidelines and noted that the GHPs and hazard-based controls already provided important guidance for
countries and their completion should not be delayed by the development of the risk-based component.

81. The Delegation of New Zealand indicated that the development of all three parts of the document
could continue in parallel but recognizing the aforementioned concerns indicated that, if necessary, the risk-
based section could be decoupled from the other sections so as not to delay their finalisation and adoption.

82. In light of these clarifications the Committee agreed to request JEMRA to develop the web-based risk
manament decision support tool as outlined in CRD 24.

83.  The Delegation of Brazil, supported by several other delegations, referred to the work of OIE on the
control of Salmonella in primary production, and highlighted the importance of ensuring harmonization
between this work and that of OIE and encouraged their participation. The Delegations of New Zealand and
Sweden indicated that in the work to date every effort had been made to ensure compatibility between these
guidelines and the work of OIE and noted that OIE had been invited to participate in the working group.

84. The Delegation of New Zealand highlighted the importance of receiving additional data in order to be
able to complete the sections on hazard-based and risk-based controls. The Committee agreed that the
quantitative information that was needed should be primarily sourced from regulators and industry and that
such information was critical to provide evidence of key interventions, many of which have been described
in the scientific literature, that are being effectively applied in commercial settings.

85. In light of this, the Committee agreed that a Circular Letter should be issued by end of the year 2008

to request that the following additional information which should be sent to New Zealand, Sweden and
JEMRA by the end of February 2009:

a)  Broiler chicken

e (Quantitative information on changes to levels (prevalence and/or concentration) of Campylobacter and
or Salmonella as a consequence of a specific intervention at any step in the food chain, i.e.:

e Primary production (elite flocks to broiler growing);
® Processing (slaughter to chill/freeze)

e Storage and distribution (transport through to consumer)
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® More specifically, quantitative information on any changes to levels (prevalence and/or concentration) of
Campylobacter and or Salmonella as a consequence of a specific intervention or interventions at the
following steps are needed:

e Depopulate and transport to slaughterhouse

e Scalding, defeathering and evisceration

e  Washing and chilling

e Storage, retail and consumer handling.
e Examples of possible interventions on which data are required are as follows:
Primary Production:

e Live Birds: Competitive exclusion (CE) and probiotics; feed and water additives (other than CE,
probiotics and antibiotics); bacteriophages; genetics; vaccines; immunostimulators; antibiotics; housing
conditions; litter treatment.

e Hatchery: Egg decontamination and air sanitation

® Processing: Handling of crates; pre-scalding; scalding; head pulling; decontamination; chilling; storage
and freezing.

e  Transport-retail/wholesale-consumer: Microwave cooking; kitchen practices
e Potential sources of this data could include:

e Data from testing of the effectiveness of a control measure

¢ Data used to establish critical limits at Critical Control Points

e Verification data after a new intervention has been put in place.

b) Birds other than broilers

® Any of the above data relating to birds other than broilers.

¢) Monitoring

e Countries are asked to provide examples of monitoring programmes (regulatory or industry driven)
specific for Campylobacter and Salmonella that can be used to support development of this section of the
draft Guidelines, e.g. at:

¢ Primary production (elite flocks through to slaughter flocks)
e Processing
¢ Transport and distribution

86. In considering how such data should be analysed prior to the next session of the working group, the
Delegation of Ireland recommended that FAO and WHO convene an expert meeting to review all the
available data and that the report of such a meeting could contribute to the completion of the work on hazard-
based controls as well as be a preliminary step in the development of the web-based decision support tool.

87. The Representative of FAO indicated the willingness of FAO and WHO to facilitate the work of the
Committee to the extent possible and implement such a meeting in an expeditious manner. The Delegation of
New Zealand, while in general agreement with this proposal, expressed concern that the implementation of
the expert meeting could delay progress by the working group.

88. However, in noting that the output of such a meeting should ultimately contribute to the robustness of
the guidelines the Committee agreed to request JEMRA to implement an expert meeting with the following
Terms of Reference:

e To carry out an independent assessment and review of available scientific information (existing
data as well as that provided in response to the CL) on control of Campylobacter and Salmonella
at relevant steps throughout the broiler chain.
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e To evaluate quantitative aspects of hazard reduction in terms of prevalence and concentration
following specific interventions.

e To evaluate likely outcomes of specified interventions in terms of hazard reductions in the
commercial setting.

e To assess suitability of the outputs of the Expert Meeting as a basis for the development of a risk
management tool, as described in CRD 24.

¢ To identify any further data needs that may be required for the web-based risk management
decision support tool to be developed by JEMRA.

89. The Committee agreed to re-establish a physical working group led by New Zealand and Sweden in
order to complete the work on GHPs and hazard-based control measures and to begin elaborating in more
detail the section on risk-based control measures in the guidelines document. The outputs of the working
group would be considered by the next session of the Committee.

90. The Delegation of Brazil confirmed its willingness to provide a venue for the physical working group
in late August/early September 2009 and indicated that they would provide interpretation in English, French,
Spanish and Portuguese, in order to facilitate greater participation of members in the working group.

91. The Committee noted that significant progress had been made on the development of document.
However it was of the view that there was still a substantial amount of work to be undertaken on certain parts
of the document and therefore the Committee agreed to request the physical working group to further
elaborate the document taking into account comments received and comments provided by the Plenary.

Status of the Proposed Draft Guideline for the Control of Campylobacter and Salmonella spp. in
Chicken Meat

92. The Committee agreed to return the proposed draft guidelines to Step 2 for further elaboration by the
above physical working group, circulation at step 3 for comments and consideration by the next session of
the Committee.

PROPOSED DRAFT ANNEX ON LEAFY GREEN VEGETABLES INCLUDING LEAFY HERBS
TO THE CODE OF HYGIENIC PRACTICE FOR FRESH FRUITS AND VEGETABLES AT STEP
4 (Agenda Item 7)"!

93.  The Committee recalled the decision of its 39" Session to start new work on an annex on leafy green
vegetables including leafy herbs through an electronic working group led by the United States of America
and that this work had been approved by the 31* Session of the Commission.

94. The Delegation of the United States introduced the document and recalled that when the Code of
Hygienic Practice for Fresh Fruits and Vegetables (CAC/RCP 53-2003) was developed, it had been
understood that the Code would be supplemented by annexes on specific commodities and that leafy green
vegetables including fresh herbs had been identified as the commodity group of highest concern by an
FAO/WHO Expert Meeting in September 2007. The Delegation further indicated that the proposed draft
annex was based on guidance provided by an FAO/WHO Expert Consultation (May 2008) and pointed out
that there were a few areas on which further guidance from the Committee was needed, i.e. on small-scale
production and processing systems: wet systems used to produce leafy vegetables and herbs, including the
production of watercress, herbs and other leafy greens in wet systems; and on production systems for fresh
leafy vegetables: and on other than those used in producing lettuce, spinach and salad mixes which were well
presented in the current document. The Delegation proposed that these areas should be addressed before
proceeding with detailed consideration of the document and its advancement in the Codex step procedure.

95. The Representative of FAO speaking on behalf of the FAO and WHO gave a brief overview of the
aforementioned two expert meetings, on microbiological hazards in fresh fruits and vegetables and on
microbiological hazards on leafy greens, respectively, and the outcomes of those meetings.

96. The Committee had a general discussion on the document and made the following observations.

' CX/FH 08/40/7; CX/FH 08/40/7-Add.1 (comments from Argentina and Australia); CRD 18 (comments from the
European Community); CRD 23 (comments from Brazil); CRD 25(comments from Canada); CRD 26 (comments from
TACFO); CRD 27 (comments from Indonesia); CRD 28 (comments from Mexico); CRD 34 (comments from Japan);
CRD 37 (comments from Philippines); CRD 39 (proposal for Circular Letter prepared by the United States of America).
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97.  The Delegation of the European Community referring to its comments in CRD 18, supported by some
other delegations, indicated that while good progress had been made, more specific recommendations could
better address the particular risks linked to the products covered by the Annex that better articulation with the
main code would facilitate the reading and use of the Annex; that some parts of the Annex were too
prescriptive (such as the guidance provided in Sections 3.2.1 and 3.2.24); that more coherence, clarity and/or
explanation as regards the approach to define the different sources and level of quality of water used at the
different steps especially at farm level was needed; that consistent terminology should be used; and that
temperature aspects should be more consistent and supported the recommendation to return the Annex for
redrafting.

98.  An observer was of the view that the document could be strengthened by making it a requirement for
growers to develop comprehensive written foods safety plans that would outline the potential hazards and the
steps to be taken to reduce microbial food safety risks that may result from those hazards or to provide a
model of what a written plan should look like. Some delegations however cautioned against placing an
additional administrative burden for primary producers through such a requirement.

99. A delegation indicated that the Annex needed to be more specific about the particular commodities to
be covered to ensure that the guidance provided would be applicable and practicable, while another delegate
indicated that the scope should be restricted to packaged leafy green vegetables. Another delegation
indicated that instead of making references to other Codes of Hygienic Practice, the specific
recommendations from those Codes be added to the Annex to make it more user-friendly.

100. The Committee noted that despite significant progress made on the elaboration of the document the
above-raised issues should be addressed before proceeding with further elaboration. The Committee
therefore agreed that a Circular Letter would be issued requesting information to provide further guidance in
the development of the Annex on fresh leafy vegetables in order to ensure that this Annex is equally
applicable to small and large scale operations and takes account of the challenges that small-scale operations
face.

101. The following additional information on large and small-scale operations would be requested and
mention should be made to whether the response applies to specific leafy vegetables (e.g. romaine lettuce);
group of leafy vegetables (herbs) or leafy vegetables in general:

e The typical steps and processes, including handling, storage and transport, used in small scale production
systems of fresh leafy vegetables and herbs from primary production through to marketing of the
finished product.

e The typical steps and processes, including handling, storage and transport, used in wet production
systems (e.g. production of watercress) from primary production through to marketing of the finished
product.

e The application of existing Codex codes of practice or national/regional codes of practice, GAPs and the
extent to which they address microbiological risks

e In particular, information on the following steps including any information on the microbiological risks
associated with the steps, processes and practices and any interventions taken to mitigate these risks
would be useful:

e Size of production system

e [Location (e.g. proximity to urban areas, livestock production, sewage systems, waterways etc., prior
land use)

e  Weather during growing season(s)

e Inputs to production (e.g. source, quality and method of application of irrigation water, water used
for other agricultural purposes such as in preparing fertilizers, for dust abatement, on roads, use and
type of soil amendments and fertilizer etc.)

e Packaged or unpackaged
e Major pests and control measures used for production systems

e Sanitation, Sanitary facilities
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e  Worker hygiene
¢ Access to handwashing facilities and toilets
e Child access to fields
¢ Equipment sanitation
¢ Sanitation of equipment (e.g. knives, containers, mechanical harvest equipment)

e Harvesting practices and packing (e.g., is product field packed, packed in shed, is water used, how,
what is the source and quality of water)

e Processing practices (is the product subject to any further processing such as washing, sanitizing,
cutting packing, where does this take place — a specific facility, at markets)

e Marketing practices (e.g. where and how the produce is transported, and sold (export or domestic
market, type of retail establishment))

e Application of the cold chain (e.g. use of ice, refrigeration during storage, transport retail, etc.)

102. The Committee agreed to reconvene the electronic working group led by the United States of America,
open to all members and observers and working in English only, to further elaborate the Annex at Step 2
taking into account all written comments submitted, comments made during the Session and the information
provided in response to the Circular Letter.

Status of the Proposed Draft Annex on Leafy Green Vegetables Including Leafy Herbs to the Code of
Hygienic Practice for Fresh Fruits and Vegetables at Step 4

103. The Committee agreed to return the proposed draft Annex to Step 2 for further elaboration by the
above working group, circulation for comments at Step 3 and consideration by the next session of the
Committee.

PROPOSED DRAFT CODE OF HYGIENIC PRACTICE FOR PATHOGENIC VIBRIO SPECIES IN
SEAFOOD (Agenda Item 8)"

104. The Committee recalled that the 31* Session of the Commission had approved the new work proposal
submitted by the 39" Session of the Committee to elaborate a Code of Hygienic Practice for Pathogenic
Vibrio Species in Seafood. The Committee also recalled that at its 39™ Session it had agreed to establish an
inter-session physical working group led by Japan to prepare the proposed draft code for circulation for
comments at Step 3 and consideration at Step 4 at the present session.

105. Following the previous decision by the Committee (see para. 4), the in-session physical working
group”, led by Japan, met to consider the proposed draft code presented in CX/CF/08/40/8 and prepared
further proposed amendments that was presented in CRD 36.

106. The Delegation of Japan, as Chairperson of both the inter-session and the in-session physical working
groups, referring to the above relevant two documents, highlighted that the proposed draft code of practice
targeted pathogenic V. parahaemolyticus, V. vulnificus and choleragenic V. cholerae and covered seafood
including finfish and shellfish that are marketed in a live, raw, or partially or thoroughly treated state. The
Delegation also explained that the in-session physical working group further proposed amendments to the
text in particular in the sections on: temperature control; handling/storage and transport; labelling; and
terminology of the scope of products. The physical working group recommended to develop an annex to this
proposed draft code, which should focus on Vibrio parahaemolyticus and V. vulnificus in molluscan
shellfish, and might be expanded to choleragenic V. cholerae as long as there were sufficient data for the

12 CX/FH 08/40/8, CX/FH 08/40/8-Add.1 (comments from Australia, Canada, Costa Rica, Guatemala, Iran, Mexico,
Philippines, United States and International Commission on Microbiological Specifications for Foods (ICMSF)), CRD
3 (comments of Ghana), CRD 18(comments of European Community), CRD 22 (comments of Japan) , CRD 29
(comments of Nicaragua), CRD 30 (comments of IACFO), CRD 31 (comments of Indonesia), CRD 32 (comments of
Korea) , CRD 33 (comments of Mexico), CRD 36 (outcome of the in-session physical working group led by Japan) .

13 Australia, Brazil, Canada, Costa Rica, Cuba, Denmark, Domenica Republic, El Salvador, European Community,
France, Germany, Guatemala, Honduras, Japan, Mali, Mexico, Morocco, Mozambique, the Netherlands, New Zealand,
Nicaragua, Nigeria, Norway, Peru, Philippines, Portugal, Serbia, Spain, Sweden, the United Kingdom, the United States
of America, FAO,WHO, CIAA, ICD and ICMSF attended.
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additional elaboration of the Annex. In addition, the working group recommended not to develop
microbiological criteria for Vibrio spp. in reply to the request from the 29" session of the Committee on Fish
and Fishery Products'®, based on the FAO/WHO risk assessment. It was clear that the risk reduction derived
from a certain microbiological criterion was diverse among different parts of the world and that it was
therefore difficult to set microbiological criteria, which were applicable worldwide.

107. The Committee considered the text presented in CRD 22, paragraph by paragraph. In addition to
editorial amendments, the following observation and changes were made.

Title

108. The Committee considered to amend the title of the code in order to better reflect the contents of the
document and to use a similar title as used in other recent CCFH documents, e.g. Guidelines on the
Application of General Principles of Food Hygiene to the Control of Listeria Monocytogenes in Ready-to-eat
Foods (CAC/GL 61-2007) for consistency. However no agreement was reached, therefore the two different
titles were placed in square brackets for further consideration.

Introduction

Paragraph 7

109. The Committee agreed to add a sentence to provide more detail of the characteristic that specifies
Vibrio parahaemolyticus.

Paragraph 11

110. The terms “undercooked” and “cooked” were replaced by “partially treated” and “thoroughly treated”
respectively in order to better define the products covered by the code including those products that were
cooked or treated through other processes. The same or similar amendments were made throughout the
document including paragraph 23 of the scope. For the sake of clarity, a footnote was added to explain that
“treated” meant any vibriocidal treatment, e.g. heat treatment, high pressure. The term “for example” was
added in the first sentence to clarify that the number of seafood listed did not exclude other foods associated
with illness caused by V. parahaemolyticus.

Paragraph 12

111. The reference “these choleragenic strains” and “patients” were deleted as unnecessary.

Paragraph 13

112. A text was added to better describe situations in which cholera outbreaks occurred with V. cholerae.

Paragraph 16

113. It was agreed to include “diabetes, haemochromatosis and HIV/AIDS” as further examples of chronic
pre-existing health conditions in individuals which could make such individuals more susceptible to primary
septicaemia following consumption of contaminated raw molluscan shellfish. Similar additions were also
made in paragraph 108 for consistency.

Paragraph 19

114. For accuracy, it was agreed to indicate that V. vulnificus multiplied at temperatures higher than 13°C.
It was also agreed to express salinities in both ppt and g/I.

Paragraphs 22-25

115. There was some discussion on which types of seafoods were covered in the code and whether ready-
to-eat should be included as these were products that posed greater risk for which no further measures were
taken for reduction of Vibrio spp.

116. After some discussion, amendments were made to indicate that the code covered seafood that were
marketed in a live, raw, chilled/frozen, partially treated, or through treated, including ready-to-eat seafood.

117. These paragraphs 22-25 were restructured to eliminate any repetitions, redundancies and
inconsistencies.

' ALINORM 08/31/18, para.76
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Paragraph 26

118. The term “may” was added to allow some flexibility in the application of the code by national
authorities, taking into account regional differences such as the prevalence of pathogenic Vibrio spp., water
temperatures and salinity.

Paragraph 27

119. The Committee agreed to use the definition of clean water /clean seawater of the Code of Practice for
Fish and Fishery Products since the definitions covered all types of water including seawater and
consequently deleted the text with the understanding that in this code definitions available elsewhere in
Codex were not repeated. It was noted that “health quality of fish” in the definition of clean water /clean
seawater in the Code of Practice for Fish and Fishery Products covered issues that were related to human
health. The definition of “partially treated” was added to clarify that this treatment was intended to reduce
but not eliminate Vibrio spp.

Paragraph 36

120. A sentence was added to highlight that the delay between harvest and refrigeration should be as short
as possible.

Paragraphs 39, 40 and 37

121. It was noted that clean water used for washing of seafood or for the storage of live seafood products
was not necessarily limited to clean potable water but also covered clean seawater.

Paragraph 61

122. The term “plumbing” was replaced by “drainage” for consistency with the title of section 4.4.2.

Paragraph 67

123. The temperature “less than 10°C” required for control of pathogenic Vibrio spp. was replaced by
“10°C or lower” for the sake of clarity and accuracy. And a footnote was inserted to indicate that the
temperature of 10 °C was used as a target to prevent or minimize Vibrio spp. growth and that a stricter
temperature control closer to 0 °C should also be considered to control other pathogens and that a different
temperature control of Vibrio spp. in molluscan shellfish would be specified in the Annex. The same
amendment was made in paragraph 7.

Paragraph 73

124. A text was added to emphasize that temperature control and monitoring should be implemented at
each step of the process.

Paragraph 74

125. “At low temperature” was added to emphasize that water used for washing and processing seafood
should be at low temperature.

Paragraphs 75 and 77

126. The term “potable” was added to clarify that pathogen free water should be used to wash fish prepared
for raw consumption or to cool foods after being cooked, in order to prevent any cross-contamination of
pathogens noting that for such foods there was no additional measure on pathogen control afterward.

Paragraph 79

127. “Prevent the growth” was also added to clarify that the freezing procedure could reduce the level of
pathogenic Vibrio spp. but did not always completely eliminate the pathogen.

Paragraph 80

128. Some delegations raised a concern regarding the wording in the second sentence of this paragraph
which implied that member countries should adapt their control measures to the requirements of the country
of retail sale and wondered if it were appropriate to have this text in the Codex document, and proposed to
delete the text. It was clarified that this sentence described the reality in many countries in which their
legislation either allowed or disallowed the use of certain inactivation technologies for pathogens including
pathogenic V. parahaemolyticus and that the text was commonly used in other Codex documents. As there
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was no agreement on this text, the Committee agreed that this text was bracketed for further consideration. It
was also agreed to delete “gamma irradiation” as an example because this technology was not so commonly
used.

Paragraph 83

129. Some delegations proposed to indicate the temperature of clean water and the ratio of crushed ice to
water that were used to store seafood intended for raw consumption and other ready-to-eat food as the
storage stage was crucial to control the level of Vibrio spp. or prevention of pathogen contamination. Noting
that Section 9 of the Code of Practice for Fish and Fishery Products (CAC/RCP 52-2003) contained detail of
storage requirements that were also applicable to control of Vibrio spp in seafood, the Committee agreed to
add a reference to this code. In addition, a text was added to stress the importance of the lowest temperature
applied to the storage of live fish and shellfish. It was noted that clean water used at this storage stage
sometimes include artificial seawaters or disinfected seawater that were treated not to constitute health
hazards.

Paragraph 87

130. It was agreed to replace the term “cooked” with “ready-to-eat” so as to provide clear definition of the
foods for which cross-contaminations was crucial. It was also agreed to delete the second sentence as this
only provided factual information but not action to be taken.

Paragraph 92

131. The second sentence was amended to highlight that the use of coastal water should be avoided in the
post harvest stage.

Paragraph 105

132. Recognizing the importance and effect of labelling as a risk management measure to protect the health
of consumers associated with consumption of live/ raw seafood or treated products, it was agreed to improve
the text of this paragraph to highlight that labelling of unpackaged live or raw seafood should be given
consideration and that such labelling should alert at risk-consumers to avoid or cook raw seafood.

Paragraph 107

133. The Committee agreed to insert in the Consumer Education section a reference to “Five Keys to Safer
Food (WHO)”" which could be applicable to control food pathogen contaminations at all stages of food
chain in different countries and regions, as proposed by the observer from ICD. This would help address a
number of issues on food safety constraints faced, in particular in developing countries, such as the use of
clean water, prevention of potential contaminations by infected food handlers, control of food safety at street
vendors, etc.

Paragraph 110

134. A text was proposed to allow special consideration be given to developing countries, taking into
account the diverse nature of their fishing practices. Due to time constraints, the Committee did not discuss
this text. The proposed text was bracketed for further consideration.

Paragraph 111
135. The term “primary production” was added to cover all personnel involved in the entire seafood chain.

Status of the Proposed Draft Code of Hygienic Practice for Pathogenic Vibrio Species in Seafood

136. Recognizing that substantial progress had been made to the text, it was noted that some important
issues would need further consideration, therefore the Committee agreed to return the proposed draft Code of
Hygienic Practice for pathogenic Vibrio species in seafood to Step 3 for comments and further consideration
at the next session of the Committee (see Appendix IV). The Committee also agreed to establish a physical
working group, led by Japan, that would meet immediately prior to the next session of the Committee to
review comments submitted and prepare proposals for consideration by the next session.

' www.who.int/foodsafety/consumer/Skeys/en/index.html
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OTHER BUSINESS AND FUTURE WORK: (a) DISCUSSION ON THE REPORT OF THE AD
HOC WORKING GROUP FOR ESTABLISHMENT OF CCFH WORK PRIORITIES (Agenda Item
9)16

137. The Delegation of France, who chaired the ad hoc working group for establishment of CCFH work
priorities, held immediately before the session introduced this item and provided the session with an
overview of discussions and outcome of the working group as described in CRD 1.

Viruses in food

138. Based on the recommendations of the working group the Committee agreed to start new work on
viruses in food. The Committee agreed to ask the 32™ Session of the Commission to approve new work on
the Code of Hygienic Practice for the Control of Viruses in Food. The project document is attached to the
report as Appendix V.

139. To the question on whether it was possible to include the avian influenza virus in the scope of the
document, it was clarified that following advice provided by the FAO/WHO Expert Meeting on Viruses in
Foods there was currently no conclusive evidence of transmission of avian influenza virus through foods,
therefore inclusion of this virus was premature at this stage.

140. The project document (Appendix V) will be submitted for approval as new work by the 62" Session
of the Executive Committee and the 32" Session of the Commission.

141. The Committee agreed to establish a physical working group led by The Netherlands, open to all
interested parties, working in English only, to meet in March 2009 to develop the Code of Hygienic Practice
for Control of Viruses in Food for circulation at Step 3 for comments and consideration by the next session
of the Committee. The committee requested that the working group should consider the most appropriate
title and presentation of this work.

Natural Mineral Waters

142. 1In response to the request of the 31% Session of the Commission to consider giving a higher priority to
the revision of the Recommended International Code of Hygienic Practice for Collecting, Processing and
Marketing of Natural Mineral Waters (CAC/RCP 33-1985), the Committee agreed to establish an electronic
working group led by Switzerland, open to all interested parties and working in English only, to consider this
matter in order to make a more informed decision on this matter at the next session. The terms of reference
of this electronic working group are as follows:

143. The Committee agreed that the electronic working group should:

e review the need for the revision of the Recommended International Code of Hygienic Practice for
Collecting, Processing and Marketing of Natural Mineral Waters (CAC/RCP 33-1985):

e In order to take into account the latest developments in food safety and food hygiene, such as
HACCP principles, adopted since the Code’s adoption in 1985;

e To improve guidance provided to Codex members and bring its provisions in line with the
microbiological requirements, which are obsolete, with the provisions in Section (Hygiene) of the
Codex Standard for Natural Mineral Waters (CODEX STAN 108-1981). Work should be limited to
the Code itself and should not include a revision of provisions in the Codex Standard for Natural
Mineral Waters.

e prepare a discussion paper including, as appropriate, a draft project document, to be circulated for
comments prior to the next session of the Committee and to be considered by the Committee in
compliance with the current prioritization process.

' CX/FH 08/40/9; CRD 1 (Report of the CCFH working group for the establishment of CCFH work priorities), CRD 4
(proposal by United Kingdom), CRD 7 (comments from India); CRD 8 (comments from Thailand), CRD 18 (comments
from the European Community).
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Possible Code of Hygienic Practice for Cocoa and Chocolate Production and Processing

144. The Committee noted the widespread interest expressed during the working group to the suggestion by
the United Kingdom to consider new work on a Code of Hygienic Practice for Cocoa and Chocolate
Production and Processing and agreed that in order to allow an assessment on whether such a code was
necessary, to issue a circular letter to collect comments and information on the following:

e [s the nature and relationship of chocolate and cocoa production and processing such as to justify a
specific Code of Practice in this area, i.e. the General Principles of Food Hygiene and its annexes would
be considered to be insufficient to meet Codex objectives;

e What products, processes and stages in the food chain would be the main areas to focus on?

®* What issues associated with those points in the food chain would be the most important to address
through any such Code?

¢ Information/data on human disease and contamination incidents with chocolate and chocolate products
that would be relevant to a specific Code of Hygienic Practice in this area.

145. It was agreed that the United Kingdom would consider the information provided in response to the
aforementioned Circular Letter and prepare a discussion paper on this matter for consideration by the next
session of the Committee.

Annex on Control Measures for V. parahaemolyticus and V. vulnificus in Molluscan Shellfish

146. The Committee agreed with the proposal to develop an annex on control measures for V.
parahaemolyticus and V. vulnificus in molluscan shellfish to the Proposed Draft Code of Hygienic Practice
for Pathogenic Vibrio species in Seafood as discussed under Agenda Item 8. The Committee agreed to
reconvene the physical working group led by Japan, open to all interested parties and working in English
only to develop this Annex for circulation at Step 3 for comments and consideration by the next session of
the Committee. The physical working group would meet in Kyoto, Japan most likely in May/June 2009.

Other matters

147. The Committee noted the observation by the observer from ICMSF, supported by the United States of
America that consideration could be given to whether it was necessary to update the Principles for the
Establishment and Application of Microbiological Criteria for Foods (CAC/GL 21-1997) which was
adopted more than 12 years ago in view of developments since then, e.g. the development of Principles and
Guidelines for the Conduct of Microbiological Risk Management and its annex on Guidance on
Microbiological Risk Management Metrics (CAC/GL 63-2007). It was noted that any other proposals for
new work should be submitted in response to the usual circular letter calling for proposals for new work for
consideration by the next meeting of the ad hoc working group for the establishment of CCFH work
priorities.

148. The Delegation of Cameroon, while recognizing the fact that the Committee was having a good
working example in decentralizing its session, appealed to chairs of other committees and working groups to
associate with further developing countries in co-hoisting as a way of capacity building.

149. The Committee thanked the Delegation of France for their excellent work in chairing the ad hoc
Working Group and accepted the offer of the Delegation of Guatemala to chair the next ad hoc working
group for the establishment of CCFH work priorities which will meet the day before the next session of the
Committee.

DATE AND PLACE OF THE NEXT SESSION (Agenda Item 10)

150. The Committee was informed that the 41* Session of the CCFH was scheduled from 16 to 20
November 2009 and that a tentative proposal had been received to hold this Session in Uganda, however the
exact venue and dates would be determined by the host Government in consultation with the Codex
Secretariat and would be communicated to all members and observers at a later stage.
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SUMMARY STATUS OF WORK

Subject Matter Step Action by: Reference in
ALINORM 09/32/13
Proposed Draft Microbiological Criteria for 5/8 Governments, 32" para. 70 and Appendix
Listeria monocytogenes in Ready-to-Eat Foods CAC I
Microbiological Criteria for Powdered Follow- | 5/8 Governments, 32" paras 45 - 47 and
up Formulae and Formulae for Special Medical CAC Appendix III
Purposes for Young Children (Annex II to the
Code of Hygienic Practice for Powdered
Formulae for Infants and Young Children
(CAC/RCP 66-2008)
Proposed Draft Guideline for the Control of 2/3 WG led by New para. 92
Campylobacter and. Salmonella spp in Chicken Zealand and Sweden,
Meat Governments,
JEMRA, 41* CCFH
Proposed Draft Annex on Leafy Green 2/3 WG led by the USA, | para. 103
Vegetables Including Leafy Herbs to the Code governments, 41%
of Hygienic Practice for Fresh Fruit and CCFH
Vegetables
Proposed Draft Code of Hygienic Practice for 3 Governments, 41* para. 136 and
Vibrio spp. in Seafood CCFH Appendix IV
Annex on Control Measures for Vibrio 2/3 PWG led by Japan, para. 146
parahaemolyticus and Vibrio vulnificus in governments, 41*
Molluscan Shelfish to the Proposed Draft Code CCFH
of Hygienic Practice for Vibrio spp. in Seafood
Risk Analysis Policy of the CCFH Proce- | WG led by India, para. 15
dure governments, 41%
CCFH
Discussion papers
Possible Revision of the Recommended - EWG led by paras 142-143
International Code of Hygienic Practice for Switzerland, 41*
Collecting, Processing and Marketing of CCFH
Natural Mineral Waters (CAC/RCP 33-1985)
Possible Elaboration of the Code of Hygienic - United Kingdom paras 144-145
Practice for Cocoa and Chocolate Production
and Processing
New Work
Proposed Draft Code of Hygienic Practice for 1/2/3 32" CAC, WG led by | paras 138-141,

Control of Viruses in Food

the Netherlands,
governments, 41*
CCFH

Appendix V






