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The report of the Twenty-second Session of the Codex Committee on Residues of Veterinary Drugs in
Foods will be considered by the 38" Session of the Codex Alimentarius Commission (Geneva, Switzerland,
6-11 July 2015).

PART A — MATTERS FOR ADOPTION BY THE 38™ SESSION OF THE CODEX ALIMENTARIUS COMMISSION

Proposed Draft Standards and Related Texts at Steps 5/8 of the Procedure

1. Proposed Draft Maximum Residue Limits for Veterinary Drugs (REP15/RVDF paras 70, 75, 90
and Appendix IV);

2. Proposed Draft Risk Management Recommendations for Residues of Veterinary Drugs:
(REP15/RVDF para. 92 and Appendix VII).

Governments and international organizations wishing to submit comments on the above texts should do so in
writing by e-mail, to the Secretariat, Codex Alimentarius Commission, Joint FAO/WHO Food Standards
Programme, FAO, Viale delle Terme di Caracalla, 00153 Rome, Italy (e-mail: codex@fao.orq)
before 19 June 2015.

PART B — REQUEST FOR COMMENTS AT STEP 3

3. Proposed Draft Risk Management Recommendation for Gentian Violet (REP15/RVDF para. 32
and Appendix IlI).

Governments and international organizations wishing to submit comments on the above texts should do so in
writing, by e-mail, to U.S. Codex Office, Food Safety and Inspection Service, US Department of Agriculture,
Room 4861, South Building, 14" Independence Avenue, S.W., Washington DC 20250, USA
(E-mail: CCRVDF-USSEC@fsis.usda.gov), with a copy to the Secretariat, Codex Alimentarius Commission,
Joint FAO/WHO Food Standards Programme, Viale delle Terme di Caracalla, 00153 Rome, Italy
(E-mail: Codex@fao.org) before 31 July 2016.
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SUMMARY AND CONCLUSIONS

The Twenty-second Session of the Codex Committee on Residues of Veterinary Drugs in Foods reached the
following conclusions:

Matters for Adoption/Approval by the 38" Session of the Codex Alimentarius Commission

Draft and proposed draft Standards and Related Texts for adoption
The Committee forwarded:

- Proposed draft maximum residue limits (MRL) for derquantel (sheep tissues), emamectin benzoate
(salmon and trout tissues) and monepantel (sheep tissues) and risk management recommendations
(RMR) for dimetridazole, ipronodazole, metronidazole and ronidazole (paras 70, 75, 90, 92 and
Appendices IV and VII).

Other matters for approval
The Committee forwarded:

- Draft and proposed draft MRLs for monepantel (sheep tissues) and derquantel (sheep tissues),
recommended by the 75" JECFA, for discontinuation (para. 66 and Appendix VI);

- Priority List of veterinary drugs for evaluation re-evaluation by JECFA (para. 112 and Appendix VIII).
Other matters for information
The Committee:

- Provided replies regarding the status of implementation of selected activities of the Codex Strategic Plan
2014-2019 (para. 26 and Appendix I1);

- Circulated for comments at Step 3 the RMR for gentian violet (para. 32 and Appendix Il1);

- Forwarded its discussion and conclusions on the 78" JECFA re-evaluation of recombinant bovine
somatotropins (rbSTs) (paras 33-40);

- Held proposed draft MRLs for ivermectin (cattle tissues) and lasalocid sodium at Step 4 (paras 78, 84 and
Appendix V).

Other Matters for FAO and WHO

The Committee:

- Forwarded requests to JECFA on (i) establishing MRLs for finfish, crustacean and molluscs or similar
groups on the basis of data from one or more fish species; and (ii) extending the MRLs for emamectin
benzoates to finfish in general or an appropriate sub-grouping (para. 110).

Other Matters
The Committee:

- Agreed to have discussions at every session on issues and concerns that impact the ability of CCRVDF
to efficiently perform its work (para. 13)

- Established EWGs to prepare discussion papers: (i) a rating system to establish priorities for CCRVDF
work (para. 13); and (ii) the unintended presence of residues of veterinary drugs in food commodity
resulting from carry-over of veterinary drugs into feed (para. 85);

- Noting that CCRVDF has the latitude to put requests to JECFA for MRLs in honey, agreed to leave
unaltered the Risk Analysis Principles applied by CCRVDF (para. 104);

- Agreed to add explanatory notes to the template attached to the Circular Letter requesting comments and
information to the Priority List (para. 111);

- Established an EWG to implement a global survey to provide information to the CCRVDF to move
compounds from the database on countries’ needs for MRLs to the JECFA Priority List and agreed to
continue to request inputs and maintain update the database (para. 120).
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INTRODUCTION

The Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF) held its Twenty-second
Session in San Joseé (Costa Rica) from 27 April to 1 May 2015, at the kind invitation of the Governments of
Costa Rica and the United States of America. Dr Steven Vaughn, Director of the Office of New Animal Drug
Evaluation, United States Food and Drug Administration, Center for Veterinary Medicine, chaired the
Session. The Session was attended by delegates from 62 Member countries and one Member organization,
9 international organizations and FAO and WHO. The list of participants, including the Secretariats, is given
in Appendix | to this report.

OPENING OF THE SESSION*

His Excellency Mr Welmer Ramos Gonzalez, Minister of Economy and Commerce of Costa Rica opened the
Session. In his remarks the Minister welcomed all the participants and underscored the value of the Codex
process which brings together countries to develop international food standards based on science, that are
subsequently used by countries as the basis for their national legislation.

Mr Luis Felipe Arauz Cavallini, Minister of Agriculture and Livestock of Costa Rica, Mr Brian Ronholm,
Deputy Under Secretary for Food Safety U.S. Department of Agriculture, Mr Octavio Ramirez, FAO
Representative ad interim of Costa Rica and Ms Angelika Tritscher, Food Safety and Zoonosis Department,
WHO HQs, also addressed the delegates.

Division of Competence?

The Committee noted the division of competence between the European Union and its Member States,
according to paragraph 5, Rule 1l of the Procedure of the Codex Alimentarius Commission.

ADOPTION OF THE AGENDA (Agenda Item 1)°
The Committee adopted the Provisional Agenda as its Agenda for the Session and agreed to:

- Establish an in-session Working Group, chaired by Australia and working in English, French and
Spanish, to prepare recommendations on the Priority List of Veterinary Drugs for evaluation by JECFA
(Item 8a) for consideration by the Plenary.

DISCUSSION PAPER REGARDING THE ISSUES AND CONCERNS THAT IMPACT THE ABILITY OF
CCRVDF TO EFFICIENTLY PERFORM ITS WORK (Agenda Item 2)4

The Secretariat introduced the discussion paper and informed the Committee that comments received both
before and after the formal presentation of the paper were available on the Codex ftp server’.

The Chair reminded Members that the paper was the result of an initiative announced in CCRVDF21°%. He
stated that the paper intended to promote dialogue and discussion amongst Members, bringing them
together, valuing differences, but developing alignment of thinking with a goal of working towards achieving
consensus.

The Committee thanked the Chair for presenting a paper which allowed Members to recognise and address
matters of critical importance. The close correlation with the responses prepared for the Strategic Plan
guestionnaire (Item 3) was noted.

Delegations spoke of the constant need for CCRVDF to operate in a timely, efficient and transparent manner
(respecting Codex rules and procedures and the ultimate authority of the Commission) and to build capacity
at the national level, as developing countries depended on the work of Codex to have standards in place to
protect public health and ensure fair trade.

The role of JECFA, as the fundamental scientific basis for decision making in the Committee, was underlined
as was the importance of CCRVDF Members conveying consensus reached in the Committee to their
delegations attending the Commission in order to not simply re-debate issues.

! Opening remarks and other speeches (CRD2).

% Annotated Agenda — Division of competence between the European Union and its Member States (CRD1).
® CX/RVDF 15/22/1.

* CX/IRVDF 15/22/2.

® https:/fao.ftp.org/Codex/meetings/CCRVDF/CCRVDF22

® REP14/RVDF para. 149.
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The Representative of WHO recognised the constructive discussion and dialogue that had taken place and
called on all parties to work together, including industry, in providing data to JECFA. The Representative
acknowledged that the new way of listing priorities and forward planning was also an efficient way to
increase transparency and that trusting the science provided by JECFA and using it fully were fundamental
to the successful work of CCRVDF.

Several concrete proposals emerged from the discussion and these included:

- Establishing a rating system to set priorities for the Committee especially as meetings were held only
every 18 months;

- Explore avenues such as using a Circular Letter addressed to drug companies seeking support to
supply data in order to fill critical data gaps;

- Implementing scientific presentations and expanding the JECFA documentation included in meeting
papers;

- Encouraging dialogue before meetings to promote a spirit of compromise; and
- Looking for opportunities to enhance communication and capacity building amongst delegations.
Conclusion

The Committee agreed to implement a discussion on this topic at every meeting of CCRVDF under Other
Business. Noting the need to remain within the remit of CCRVDF the Committee further agreed to establish
an electronic Working Group (EWG), led by France and working in English only, to prepare a discussion
paper exploring the feasibility of adopting a rating type system to establish priorities for the work of the
Committee.

MATTERS REFERRED BY THE CODEX ALIMENTARIUS COMMISSION AND OTHER CODEX
COMMITTEES (Agenda Item 3)7

The Committee noted the information concerning the decisions and discussions of CAC37 related to the
work of CCRVDF. The Committee also noted that several matters were for information purposes.

Codex Strategic Plan (2014-2019)

The Secretariat reminded delegates of the decision taken at CAC37 to establish a monitoring framework for
the implementation of the Strategic Plan including mechanisms for systematic data collection via a template.

The Committee considered the responses on the implementation of the Strategic Plan based on a draft
prepared by the Codex and the CCRVDF Secretariats, which took into account the comments submitted to
this session.

The Committee made changes to the proposed responses and some editorial amendments to improve
clarity. The following comments were also noted:

Activity 1.2.1

A systematic approach was required for identifying priorities in emerging risk and recommended a rating
system similar to the one used in CCFH.

Activity 3.1.5

Other activities besides the use of multiple languages should be adopted to encourage participation and
proposed that the Codex Secretariat enhance awareness (through the governments of Members) that
participation in Codex meetings should be a high priority.

There are valuable advantages to working in two languages, however operating in this way is extremely
labour intensive and has significant additional cost implications for the host countries.

Activity 3.2.3

The development of guidance and conduct of workshops are important_to enhance the capacity of Members
to develop and submit data for JECFA evaluation. Clearer guidance would contribute to enhance the
participation of developing countries in the work of the Committee.

" CXIRVDF_15/22/3; Draft reply of CCRVDF22 on the Implementation of the 2014-2019 Strategic Plan (CRD3);
Comments of Peru (CRD6); Gambia (CRD7); Costa Rica (CRD8); African Union (CRD9); Kenya (CRD10); Egypt
(CRD16), Nigeria (CRD17); Indonesia (CRD19); Chile (CRD21).
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ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD07x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD08x.pdf
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Suggestions were made to:

- Seek technical assistance from JECFA to develop the capacity of Members to design, conduct and
submit the required scientific studies to enable the submission of data to JECFA; and

- Continue to hold physical Working Groups (PWG) in conjunction with Committee meetings and not
between.

The Chair, noting the importance of capacity building activities for CCRVDF, invited Members to propose
and forward topics for future seminars and workshops to the Secretariats.

Activity 4.2.1

Examples of CCRVDF activities currently undertaken to facilitate consensus in the standard setting process:
- Working Groups as well as discussions on issues and concerns that impact the work of CCRVDF;
- The use of the concern form; and
- The informal meeting of the Chair with delegations and regions.

There should be monitoring and evaluation of adopted standards in terms of implementation by the Member.
However, the Committee agreed not to include any specific examples in the reply as the list might not be
comprehensive and balanced.

Conclusion

The Committee agreed to forward the responses to CCEXEC and CAC for consideration (Appendix II).

MATTERS OF INTEREST ARISING FROM FAO AND WHO AND FROM THE 78™ JECFA MEETING
(Agenda Item 4)°®

The JECFA Secretariat introduced the report and noted that some of the matters would be addressed when
discussing the relevant agenda items.

Gentian violet

Regarding gentian violet, the 78™ JECFA noted the structural similarity to malachite green and, based on a
literature review, concluded that it was not appropriate to establish an ADI and recommend MRLs due to the
toxicological mode of action, which is carcinogenic acting by a genotoxic mechanism.

Delegations supported the establishment of a Risk Management Recommendation (RMR) for gentian violet.
However, there were divergent views as to whether the inclusion of the last sentence of the RMR for
malachite green should also apply to gentian violet.

Views against the inclusion of the last sentence in the RMR reiterated the opinion that RMRs should provide
guidance to governments and as such they should not be overly restrictive and limit national authorities from
applying other risk management measures they considered most appropriate.

Views in support of the inclusion of the last sentence noted that this would ensure consistency between the
two RMRs since both compounds (i.e. gentian violet and malachite green) were structurally related and that
the last sentence provided flexibility for national authorities to decide on the best risk management option to
contain the use of these compounds in food producing animals.

Conclusion

As no consensus could be reached on a text for the RMR, the Committee agreed to circulate the two options
for the RMR for gentian violet for comments at Step 3 and further consideration at its next session
(Appendix II).

8 CX/RVDF 15/22/4; Comments of El Salvador (CRD4); India (CRD5); Peru (CRD6); Gambia (CRD7); African Union
(CRD9); Kenya (CRD10); Brazil (CRD11); Egypt (CRD16); Nigeria (CRD17); Indonesia (CRD19); Ecuador (CRD20);
Philippines (CRD22); China (CRD26); Canada (CRD27).
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ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD04x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD05x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD06x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD07x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD09x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD10x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD11x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD16x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD17x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD19x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD20x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD22x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD26x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD27x.pdf
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Recombinant bovine somatotropins (rbSTs)

The Codex Secretariat and the Chair reminded the Committee that the MRLs for rbSTs remained at Step 8
at the Commission and that the Committee had been requested to discuss the report of JECFA and provide
recommendations on the outcome of the JECFA evaluation to CAC38 (REP13/CAC para. 84). The JECFA
Secretariat reminded the Committee of the detailed Terms of Reference given by CAC35 to JECFA?. In order
to address the request from CAC35 for the re-evaluation of rbSTs, JECFA had performed a systematlc
review of the literature. The details of the complex literature search are available on the JECFA website ™

JECFA had also considered data submitted by a sponsor and two members in response to a publlc call for
data. Detailed responses to each question are described |n the JECFA report and monographs™. Based on
this extensive review of all available information, the 78" JECFA had reaffirmed its previous deC|S|on and
maintained the ADI and MRLs ‘not specified’ for somagrebove, sometribove, somavubove and somidobove.

Discussion

Delegations in support of the outcome of the JECFA evaluation expressed the view that JECFA had clearly
and consistently addressed all the questions posed by CAC35 in a robust evaluation assuring the safety of
rbSTs for human health. Therefore, these delegations were in favour of the adoption of the proposed MRLs
at the Commission. One delegation, referring to CRD11, asked (based on the results of the JECFA
evaluation), the Committee to recommend the Commission to stop holding the MRLs for rbSTs at Step 8. It
was emphasized that JECFA had evaluated rbSTs three times and with 11 independent experts. Each
evaluation had reaffirmed that rbSTs did not represent a risk to human health.

These delegations also noted that the concerns about antimicrobial resistance, related to the possible
increase of mastitis and of the use of antimicrobials, had been carefully evaluated by JECFA. According to
JECFA's report there was no increased incidence of mastitis between rbSTs treated and non-treated cows. It
was reiterated that Codex must base its decisions on sound science and for rbSTs all scientific information
available had been considered by JECFA. The Delegations in support of the outcome of the JECFA
evaluation stated that the draft MRLs for rbSTs had been held at Step 8 since CAC23 (1999). The absence
of any opposing scientific data was also noted.

Delegations having concerns with respect to the JECFA re-evaluation recognised the efforts of JECFA to
consider aspects related to antimicrobial resistance associated with the use of rbSTs through the possible
increased use of antibiotics to treat mastitis, in line with the mandate given to JECFA by CAC35. However,
they expressed profound concern with respect to the fact that, as JECFA itself had pointed out, there was
insufficient evidence (a lack of specific studies) to draw conclusions on the association between the use of
rbSTs and the development of antimicrobial resistance. It was the view of these delegations that risks
associated with antimicrobial resistance could therefore not be excluded. One delegation raised further
concern because they had recent studies indicating that the incidence of mastitis increased due to the higher
milk yields brought about through the use of rbSTs. It was further asserted that the direct link between the
use of antibiotics in animals and increased levels of antimicrobial resistance in humans had been extensively
demonstrated. Delegations highlighted that their concerns were particularly relevant given the global efforts
underway to fight the growing threat of antimicrobial resistance which is widely recognised as a serious,
global public health threat and which is receiving the fullest attention from Codex's parent organisations:
FAO and WHO, amongst others.

These delegations highlighted furthermore, that it was expressly due to such concerns that CAC35 had
specifically mandated JECFA to consider aspects of antimicrobial resistance (AMR) in its re-evaluation of
rbSTs. Given the remaining scientific uncertainty in the JECFA re-evaluation, these delegations could not
agree to move forward on this issue.

The Observer from NHF supported those delegations not agreeing to move forward on this issue and further
noted that the JECFA review of rbSTs was incomplete in that it had failed to consider the industry’s own data
showing a marked increase in mastitis after rbSTs injection, which in turn led to increased antibiotic use to
avoid pus and bacteria in milk.

REPlZ/CAC paras 79-85.

1% Annex to rbSTs evaluation to describe in detail the systematic literature search process Annex file [438KB].
1 hitp:/Avww.who.int/foodsafety/publications/technical-report-series-988/en/index.html;
http://www.who.int/iris/bitstream/10665/77763/1/9789241660679 eng.pdf?ua=1; http://www.fao.org/3/a-i3745e.pdf
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http://www.who.int/iris/bitstream/10665/77763/1/9789241660679_eng.pdf?ua=1
http://www.fao.org/3/a-i3745e.pdf
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In response to concerns raised regarding antimicrobial resistance, the JECFA Secretariat clarified that the
aspects of mastitis and the risk to human health from the use of antimicrobials had been addressed in detail
in the JECFA review. While previous publications indicated an increased incidence of mastitis, a systematic
review of the literature published since the 50" JECFA did not find any significant difference in the incidence
of mastitis between rbST-treated and untreated cows. JECFA had also reviewed data from a post-approval
monitoring programme and concluded that the available evidence suggested that the approval of rbSTs did
not lead to an increased incidence of non-compliant antimicrobial residues in bulk milk. The systematic
search of the literature had not found specific studies correlating the use of rbSTs with the development of
antimicrobial resistance in mastitis pathogens. JECFA concluded that there was no evidence to suggest that
the use of rbSTs would result in a higher risk to human health due to the possible increased use of
antimicrobials to treat mastitis or the increased potential for non compliant antimicrobial residues in milk.
Based on the extensive review JECFA reaffirmed its previous conclusion that there was no need to establish
numerical ADI and MRLs and confirmed the ADI and MRLs ‘not specified’.

Conclusion

The Committee took note of the report from JECFA. The Committee agreed that JECFA had addressed all of
the questions posed to it by the Commission, but that there were different opinions regarding the JECFA
replies. As no agreement had been reached the above discussion was being forwarded by the Committee for
consideration by CAC38.

Zilpaterol hydrochloride

An ADI was established by JECFA but data were insufficient to recommend MRLs. Further clarification has
been provided on data needs to the sponsor and additional data have been received by the JECFA
Secretariat which will be considered at the 81% JECFA (November 2015) with a view to completing the
evaluation.

Dietary exposure to veterinary drug residues

In response to recommendations of previous JECFA meetings, as well as following the discussion held at
CCRVDF18 and the request to JECFA to improve dietary exposure assessment methodologies for
veterinary drug residues in food, a FAO/WHO expert meeting was held in conjunction with the 75" JECFA
and new methods were recommended for acute and chronic dietary exposure estimates based on actual
consumption data rather than a model diet. This approach was piloted at the 78" JECFA to explore the new
methods and compare with the estimates using the model diet approach.

Dietary exposures were calculated for four veterinary drugs on the agenda of the 78" JECFA and details are
reported in the FAO monographs and on-line'?. Overall the outcomes were very similar between approaches
but the new approach allows for more detailed exposure estimates. JECFA recommended that the new
approach should be further tested in future JECFA meetings.

In order to further improve dietary exposure estimates, including for veterinary drug residues in food, based
on realistic consumption figures, FAO and WHO continue to improve underlying data needs through the
development of tools and by supporting countries and regions to undertake dietary surveys. A pilot project to
collect individual food consumption data for use in nutrition and food safety has been initiated (FAO/WHO
GIFT) and a global database has been established to collect chronic individual food consumption data
(CIFOCOss). Furthermore a project is planned to collect, in a harmonized format, individual food
consumption data in ASEAN countries.

One Observer pointed out that the global estimate of chronic dietary exposures (GECDE) and the global
estimate of acute exposure (GEADE) approaches proposed by JECFA utilized significantly more of the
available ADI than the estimate daily intake/theoretical maximum daily intake (EDI/TMDI) methodologies: at
least 37% more for each substance evaluated for adults and up to 200% higher when infants and children
are considered. Thus, caution was urged and it was suggested that continued extensive evaluation of this
new approach was required before JECFA/CCRVDF should accept this approach as standard. The
consequences of greater utilization of the ADI are lower MRLs and extended withdrawal times which may not
be compatible with good veterinary practice or improve food safety.

12 Annex Pilot of new approaches to estimate dietary exposure to veterinary drug residues Annex file [840KB]
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Extrapolation of MRLs to minor species

The 78"™ JECFA had addressed the comments and questions of CCRVDF21 and prepared guidance on the
criteria and principles applied by JECFA for extrapolation. It was further clarified that JECFA will use the term
extension when sufficient depletion data are available for the minor species to permit the derivation of MRLs
while the term extrapolation will be used when the depletion data are insufficient. The Committee was
reminded that the details of the JECFA princiPIes on extrapolation were stated in the 78™ JECFA report (TRS
988)"®, and FAO JECFA Monographs No. 15,

Scope of MRLs established by JECFA relating to fish and fish species

The 78" JECFA had agreed that the term “fish” should be used when an MRL recommendation applies to
multiple species of finfish. For other “seafood”, the term “mollusc” should be used for species such as clams,
oysters and scallops, and the term “crustacean” should be used when MRLs are recommended for species
such as shrimp, prawn and crayfish. It was clarified that JECFA considered that it might be appropriate to
also identify some representative “major species” of fish and seafood, and that this matter should be further
discussed at future JECFA meetings.

Requests for scientific advice

In scheduling JECFA meetings and developing the agenda, the JECFA Secretariat takes into account the
priorities requested by CCFA, CCCF and CCRVDF. In addition, the JECFA Secretariat also has to take into
consideration several other factors including: the number of substances that can be evaluated in one
meeting; the nature of the requests; specific issues related to each compound; the specific expertise needed
to address these requests, and the resources available.

JECFA has made several efforts to respond to the requests of CCRVDF and to accommodate its needs in
the most effective way and in a timely manner. However, in order to be able to function properly and use the
limited available resources in the most efficient way, JECFA needs the full cooperation of data submitters. If
a request for an evaluation is being prioritized, the JECFA Secretariat schedules meetings accordingly, with
the understanding that there is a commitment to provide all necessary data and that this commitment will be
respected. Only if all involved respect their responsibilities, can JECFA address CCRVDF requests in a
timely and coordinated manner and the work of CCRVDF can proceed efficiently.

On the contrary, not respecting the commitment to submit data is very disruptive for the whole process. In
this context, and to ensure that JECFA can meet the needs of CCRVDF in a timely and efficient manner, the
JECFA Secretariat emphasised the importance of the prioritisation process and the commitment to submit
the necessary data within the indicated time-frame. This is critical to ensure an efficient planning process.

FAO/WHO activities on antimicrobial resistance (AMR)

A Global Action Plan to combat antimicrobial resistance has been developed by WHO with active
participation of FAO and OIE. The draft plan will be presented to the 68" World Health Assembly in May
2015 for adoption. The Plan, available on the WHO website'®, also aims at strengthening the FAO/OIE/WHO
tripartite collaboration.

WHO continues to support Member States in their efforts to combat AMR through the development of
training modules for national programmes on integrated surveillance; by updating the WHO list of critically
important antimicrobials, and through specific country projects.

FAO also gives high importance to this topic and calls for AMR to be integrated in FAO work programmes on
food safety and sustainable production systems. A resolution on AMR will be discussed at the FAO
Conference in June 2015.

Response to specific requests from the CCRVDF21 on chlorpromazine

Following the request of CCRVDF21, the JECFA Secretariat had commissioned a targeted literature review
on chlorpromazine to assess whether there were data to update the previous JECFA evaluation. While a
significant number of publications on the compound had been identified, the available data were insufficient
to establish the safety of chlorpromazine and considering the toxicological profile of the compound it was
unlikely that the previous conclusion of JECFA (that this drug should not be used in food producing animals)
would change.

13 hitp://apps.who.int/iris/bitstream/10665/127845/1/9789241209885 eng.pdf?ua=1
1% hitp:/iwww.fao.org/3/a-i3745e.pdf
15 http://apps.who.int/gb/ebwha/pdf_files/WHA68/A68 20-en.pdf
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Next JECFA meeting on Veterinary Drug Residues

The 81% JECFA will be dedicated to the evaluation of veterinary drug residues in food, and will be held from
17 to 26 November 2015. No data on ethoxyquin have been received in response to the JECFA call for data,
while for sisapronil - after follow up by the JECFA Secretariat - a dossier was submitted but no approved use
of the compound could be confirmed. The JECFA Secretariat may consider additional substances for the 81°%
meeting if the data for the additional compounds are confirmed at the present session of the Committee and
submitted to FAO and WHO JECFA Secretariats not later than 15 May 2015.

INFORMATION ON ACTIVITIES OF THE JOINT FAO/IAEA DIVISION OF NUCLEAR TECHNIQUES IN
FOOD AND AGRICULTURE RELEVANT TO CODEX WORK (Agenda Item 4a) *°

The Representative of IAEA reported on the Joint FAO/IAEA Division’s continued efforts in building the
institutional capacity needed to support Member Countries establish or strengthen residue monitoring
programmes.

The Representative reported support provided to 36 countries since CCRVDF21 through 45 national and
regional technical cooperation projects on veterinary drug residue testing. Up to 484 laboratory personnel
had been trained for a period ranging from 1 week to 3 months since the last CCRVDF.

The Representative of IAEA further reported on coordination of inter-institutional research activities on
veterinary drug residues in both terrestrial and aquaculture products, as a way to strengthen networking
around the world, and as a platform to generate new methods of analysis for a database related to the
Guidelines for the Design and Implementation of National Regulatory Food Safety Assurance Programmes
Associated with the Use of Veterinary Drugs in Food Producing Animals (CAC/GL 71-2009). The
Representative thanked CCRVDF members that had contributed methods to the database.

The CCRVDF Chair thanked the Joint Division for the continued collaboration with the Committee and for the
relevant support to Members. This was echoed by the Delegation of Costa Rica, who also thanked the Joint
Division for enhancing the capacity of the National Veterinary Services Laboratory (LANSEVE) to test
veterinary drug residues and related hazards.

REPORT OF THE OIE ACTIVITIES, INCLUDING THE HARMONIZATION OF TECHNICAL
REQUIIEEMENTS FOR REGISTRATION OF VETERINARY MEDICINAL PRODUCTS (VICH) (Agenda
Item 5)

Referring to document CX/RVDF 15/22/5 for the full report on OIE activities relevant to CCRVDF, the
Observer from OIE highlighted key aspects of OIE work.

Noting the importance placed by OIE on food safety in an integrated food chain approach, recognising the
contribution of animal health to food safety, the Observer commended the close cooperation with Codex, in
particular through the work of the OIE Working Group on Animal Production Food Safety (APFSWG), in
which Codex, FAO and WHO experts participate.

In close coordination with WHO and FAO a key focus of OIE remains antimicrobial resistance; the Observer
presented recent updates to relevant OIE standards and guidelines, the contribution to the preparation of the
WHO Global Action Plan on Antimicrobial Resistance, and OIE’s new work on an approach to collect and
report standardised quantitative data on antimicrobial agent use in animals; this latter work is included in a
resolution to be presented to the World Health Assembly in 2015 in support of the international efforts on
antimicrobial resistance.

Regarding VICH, the Observer noted the continued success of extending VICH activities to non-VICH
members through the Outreach Forum and drew the attention of the Committee to the 5" Public Conference
of VICH (taking place on 27 to 29 October 2015 in Tokyo, Japan), which provides an invaluable opportunity
to find out more about VICH, its work and the VICH guidelines (see http://vich5.com).

The Observer reported on capacity building activities relevant to veterinary medicines, highlighting the
Performance of Veterinary Services (PVS) pathway as a means to assess and improve Member countries’
veterinary services, and which was now offering the opportunity to improve veterinary legislation, including
the regulation of veterinary medicines.

The Observer confirmed that the third cycle of training seminars for national focal points on veterinary
products had been completed and had addressed topics such as good governance of veterinary medicines,
antimicrobial resistance, and updates on VICH. Lastly, the Observer noted that twinning Member Countries’
laboratories with OIE Reference Laboratories had successfully improved Member Countries capacity.

16 CX/RVDEF 15/22/4 Add.1.
1 CX/IRVDF 15/22/5.
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The Committee thanked OIE for its work. Several delegations reported on their own activities especially with
regard to PVS evaluations and the work of VICH. Delegations were encouraged to commit to active
participation in the work of VICH to widen support and generate further involvement. Members were also
encouraged to inform OIE of their activities in this area.

MAXIMUM RESIDUES LIMITS (MRLS) AND RISK MANAGEMENT RECOMMENDATIONS (RMRS) FOR
RESIDUES OF VETERINARY DRUGS IN FOODS (Agenda Item 6)"®

DRAFT MRLs FOR MONEPANTEL AT STEP 7 (Agenda Item 6a)*°
PROPOSED DRAFT MRLs FOR DERQUANTEL AT STEP 4 (Agenda Item 6b)%°

In view of the new MRLs for monepantel and for derquantel in sheep tissues recommended by the 78"
JECFA (ltem 6c), the Comm|ttee agreed to discontinue work on the corresponding draft and proposed draft
MRLs (recommended by the 75" JECFA), which were held at Step 7 and Step 4 by CCRVDF21.

PROPOSED DRAFT MRLS FOR DERQUANTEL, EMAMECTIN BENZOATE, IVERMECTIN, LASALOCID
SODIUM AND MONEPANTEL, AT STEP 3 (Agenda Item 6C)

Derquantel

The JECFA Secretariat informed the Committee that the 78" JECFA had maintained the ADI of
0-0.3 ug/kg bw established by the 75™ JECFA and had recommended new MRLs on the basis of a
withdrawal time of 6 days, rather than withdrawal time of 8 days used for the initial assessment. Data
through Day 6 were used to determine the marker to total residues ratios.

The JECFA Secretariat further clarified that the difference of the MRL for fat recommended by the
75" JECFA (0.7 pg/kg) with that recommended by the 78" JECFA (7.0 pg/kg) was due to the change in the
withdrawal time used, the rapid depletion of the residues in fat and the variability in the data (high standard
deviations). More details could be found in the report and the residue monograph.

Conclusion
The Committee agreed to advance the proposed draft MRL for derquantel for adoption at Step 5/8.
Emamectin benzoate

The JECFA Secretariat informed the Committee that the 78" JECFA had confirmed the ADI of
0-0.5 pg/kg bw established by JMPR and had recommended MRLs on the basis of available published peer-
reviewed scientific papers, evaluations from national agencies and the JMPR evaluation.

With regard to the MRLs for trout and salmon, it was observed that the common name used for fish, e.g.
trout and salmon, did not always correlate with the scientific name of the species and, for example, in the
case of trout corresponded to fish belonging to different orders, families and genera. Therefore, clarifications
were needed on whether JECFA had considered and/or if it was possible to extrapolate the MRLSs to finfish.

The JECFA Secretariat clarified that the data submitted to JECFA for emamectin benzoate were mainly for
salmon and included a depletion study in trout. The MRLs for salmon had therefore been extended to trout. It
was also noted that both fish have high fat content and that the issue of extrapolation of the MRLs to all
finfish needed to be considered by JECFA.

Caution was advised when extrapolating MRLs too broadly (e.g. from salmon to all finfish) as finfish included
a broad range of fish with different metabolic patterns (e.g. salt water and fresh water fish and warm and
temperate water fish) and such extrapolation should be supported by science.

'8 |nformation document for support of the discussion on the MRLs and RMRs for residues of Veterinary Drugs

gRVDF/ZZ INF/01); Comments of NHF (CRD30).
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Peru, Philippines, African Union, IFAH (CX/RVDF 15/22/6 Add.l1); El Salvador (CRD4); European Union (CRD12);
Argentina (CRD14), Nicaragua (CRD15); Nigeria (CRD17); Ghana (CRD18); Indonesia (CRD19); Ecuador (CRD20);
IFAH (CRD23); Canada (CRD27); Republic of Korea (CRD28); Thailand (CRD29); Concern form of the European Union
on lasalocid sodium (CRD13).
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Conclusion

The Committee agreed to advance the proposed draft MRL for emamectin benzoate for adoption at Step 5/8
and that the request on the possibility to extrapolate the MRLs to other types of fish would be addressed by
the WG on Priority (Item 8a).

Ivermectin

The JECFA Secretariat informed the Committee that the 78" JECFA had conducted an evaluation of the
data summarized in earlier residue monographs and had recommended an MRL for bovine muscle based on
twice the Limit of Quantification (2 x LOQ) of the analytical method. It was further clarified that the dietary
exposure calculation prepared by the 40™ JECFA included an estimate of the intake from muscle and
therefore, no further assessment of dietary exposure had been undertaken by the 78" JECFA.

A number of delegations commented that the proposed MRL for ivermectin in cattle muscle did not reflect
approved Good Veterinary Practice (GVP). They noted that a request had been put forward for re-evaluation
of the ADI and establishment of an MRL (Item 8a) and that the re-evaluation might lead to the establishment
of new higher MRLs consistent with current good veterinary practices.

Conclusion

Noting the request for re-evaluation, the Committee agreed to hold the MRL for ivermectin at Step 4 for
consideration at a future session. This consideration would take into account any new JECFA
recommendations.

Lasalocid sodium

The JECFA Secretariat informed the Committee that the 78" JECFA had established an ADI of 0-5 pg/kg bw
and recommended MRLs for chicken, turkey, quail and pheasant. An EDI of 80 upg/person per day was
calculated, based on median residues, which represented approximately 27% of the upper bound of the ADI.
The JECFA Secretariat further noted that no MRLs had been recommended for eggs since lasalocid sodium,
according to the sponsor, was not registered for use in laying hens.

The Committee noted that the European Union had submitted a concern form on the approach used to
estimate consumer short term exposure (CRD13). The Delegation of Canada also expressed concern that
the proposed MRLs might expose consumers to residues of lasalocid higher than the ADI (CRD27).

The JECFA Secretariat clarified that these concerns referred to an on-going discussion at JECFA on the
differentiation between chronic and acute risk assessments, which would be considered further by the 81°
JECFA (November 2015). The ADI was the health-based guidance value for chronic exposures and the
appropriate exposure estimate to compare was the EDI. JECFA was developing guidance on the setting of
acute reference doses (ARfD), the health-based guidance value for acute exposures. The key question to be
addressed in relation to the concern of the European Union was if the microbiological ADI was a valid proxy
for an ARfD, and if the TMDI could be used as estimate of acute exposures if data were insufficient to apply
the new approach for acute exposure assessment (GEADE).

With regard to MRLs for egg, some delegations and one Observer noted that these MRLs were necessary
because there is a risk of potential cross contamination from feed for laying hens, which could result in a
carry-over in eggs. It was noted that MRLs for eggs were already established in the. European Union and
problems already existed in international trade which could result in the rejection of food. The Observer
suggested considering the establishment of MRLs for eggs equivalent to those of the European Union and
that JECFA consider the compatibility with the ADI.

The Committee discussed the need to develop a policy to address the issue of carry-over and cross-
contamination from medicated feed and to allow for a certain flexibility in the procedure for the establishment
of MRLs to address this type of trade issue. The Committee further reaffirmed the role of JECFA as the risk
assessment body to provide the scientific basis for Codex MRLs.

Conclusion

Noting the need to address the concerns of the European Union and Canada, the Committee agreed to hold
the MRL for lasalocid sodium at Step 4 for consideration at its next Session based on the recommendations
of the 81% JECFA.
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The Committee agreed to establish an EWG, led by United Stated of America and co-chaired by Canada
and working in English only, with the following Terms of Reference:

Purpose:

To prepare a discussion paper for consideration by CCRVDF23 addressing the unintended presence
of residues of veterinary drugs in food commodities resulting from carry-over of veterinary drugs into
feed.

Work Objectives:

Elaborate a discussion paper articulating a policy to address situations under which a standard may
need to be developed (and considerations for developing such standards) when there is carry-over of
drug residues into feed, as a result of unintended exposure, resulting in residues in foods of animal
origin.

The following points, among others, should be considered:

- Scope of what should be covered under this project? What is meant by unintended exposure/carry-
over in the CCRVDF? What drug-commodity combination?

- Source of unintentional exposure at feed mill or farm level,

- Consider using existing policies/guidelines/codes of practice to establish these standards to the
extent possible (example: Code of Practice on Good Animal Feeding (CAC/RCP 54 2004));

- Procedural changes that may be required to set these standards as these situations may not meet
the current criteria for recommending MRLS;

- Nature of relevant data required for consideration for setting standards in these unique situations
(example: monitoring data, GMP data);

- Source of data required, methodology consideration for detection of residues in feed as well as
food.

- Consideration of relevant risk management measures from feed to food continuum .

The Committee agreed:
- To consider the establishment of MRLs in eggs at its next Session as guided by the agreed policy; and
- To establish a PWG at its next session to consider the report of the EWG.

Monepantel

The JECFA Secretariat informed the Committee that no new data or studies had been provided for the
current evaluation and that JECFA had recommended new MRLs consistent with the shortest withdrawal
time (i.e. 7 days) established in countries which have already approved the use of monepantel. The EDI was
446 ug/person per day, which represented approximately 37% of the upper bound of the ADI.

The Delegation of the European Union expressed concerns for the proposed MRLs which were equivalent to
118% of the European Union ADI when the consumer exposure was calculated using the TMDI approach.

With regard to the use of the TMDI approach, the JECFA Secretariat reminded the Committee that the
CCRVDF18 had agreed that the EDI was an improvement relative to the TMDI for the evaluation of the risk
from chronic exposurezz.

Conclusion

The Committee agreed to advance the proposed draft MRL for monepantel for adoption at Step 5/8. The
Committee noted the reservation of the Delegations of the European Union and Norway for the reason
stated above.

22 ALINORM 09/32/31, para. 146.
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PROPOSED DRAFT RMRS FOR DIMITRIDAZOLE, IPRONIDAZOLE, METRONIDAZOLE AND
RONIDAZOLE, AT STEP 4 (Agenda Item 6d)*

The JECFA Secretariat informed the Committee that following the request of CCRVDF21 the Secretariat had
commissioned an extensive review of the literature published since the last JECFA assessment of the four
nitroimidazoles. Although a large number of publications had been identified, it was unlikely that the available
data would fill the data gaps previously identified by JECFA. Considering the toxicological profile of the
closely related compounds there was a clear health concern.

Conclusion

The Committee agreed to advance the proposed draft RMR for dimitridazole, ipronidazole, metronidazole
and ronidazole for adoption at Step 5/8.

The Delegations of Australia, Brazil, New Zealand and United States of America, while recognizing the
importance of JECFA’s review and its conclusions, expressed their reservation on the inclusion of the last
sentence (“This can be accomplished by not using [name of compound] in food producing animals”) in the
RMR because in their view it poorly communicated risk management advice to competent authorities and
there should be a clear distinction between the role of Codex and the role of national competent authorities
as risk managers.

Status of the Draft and Proposed Draft Maximum Residue Limits and Proposed Draft Risk
Management Recommendation for Residues for Veterinary Drugs

Draft and proposed draft MRLs advanced at Step 5/8 and held at Step 4 are attached as Appendices IV and
V respectively. Proposed draft RMRs advanced at Step 5/8 are attached as Appendix VII. Proposed draft
MRLs recommended to be discontinued are attached as Appendix VI.

DRAFT PROVISIONS ON ESTABLISHMENT OF MRLs FOR HONEY (FOR INCLUSION ON THE RISK
ANALYSIS PRINCIPLES APPLIED BY THE CCRVDF) (Agenda Item 7)*

The Codex Secretariat introduced the topic and referred delegates to Appendix Xl of REP14/RVDF to
discuss the proposed new wording for inclusion in the Risk Analysis Principles Applied by the CCRVDF.

The JECFA Secretariat reported on the outcomes of the 78" JECFA on the issue of MRLs in honey.
Previous assessments by the 70" JECFA and by a CCRVDF working group had determined that the
standard approach to developing depletion data for veterinary drugs used in food-producing animals did not
provide reliable data when attempts were made to obtain depletion data for residues in honey. Reasons for
this include: “between hive” and “between location” variability in residues, environmental variability, and the
fact that depletion of residues in honey relates primarily to dilution and environmental factors causing
chemical degradation. JECFA has therefore agreed that alternative approaches should be considered to
develop the required data for such evaluations. Key issues identified by JECFA to be considered when
evaluating a request for the recommendation of MRLs for a veterinary drug residue in honey include:

- MRLs for honey cannot be recommended based on extrapolation from MRLs for tissues, eggs or milk;
- Information on approved use (GVP) in one or more Codex member states is required;
- An ADI must be available (or data to derive an ADI);

- The presence of compounds resulting from degradation pathways in honey may require further
toxicological evaluation;

- A marker residue must be identified for honey;

- Depletion data must be from hives treated under the approved GVP; these data may come from
sources such as statistically based surveys or field trials conducted at multiple locations;

- An analytical method, suitable for regulatory use and validated for honey, should be available.

The JECFA Secretariat concluded that JECFA was aware of the guidance on depletion studies for honey
currently being undertaken by VICH, and JECFA would continue to review approaches for such work as new
information became available.

% REP 14/RVDF App V; Comments of African Union (CRD9); European Union (CRD12); Argentina (CRD14); Nigeria
SCRD17); Ecuador (CRD20); Philippines (CRD22); IACFO (CRD24); Thailand (CRD29).

REP14/RVDF App. XI; Comments of Brazil, Chile, Costa Rica, European Union, Iran, FoodDrinkEurope (CX/RVDF
15/22/7); Argentina, El Salvador, India, Kenya, Peru, Philippines, African Union (CX/RVDF 15/22/7 Add.1); Egypt
(CRD16); Indonesia (CRD19); Ecuador (CRD20); Thailand (CRD29).



ftp://ftp.fao.org/codex/Reports/Reports_2014/REP14_RVe.pdf
ftp://ftp.fao.org/codex/Reports/Reports_2014/REP14_RVe.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD09x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD12x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD14x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD17x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD20x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD22x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD24x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD29x.pdf
ftp://ftp.fao.org/codex/Reports/Reports_2014/REP14_RVe.pdf
ftp://ftp.fao.org/codex/meetings/ccrvdf/ccrvdf22/rv22_07e.pdf
ftp://ftp.fao.org/codex/meetings/ccrvdf/ccrvdf22/rv22_07e.pdf
ftp://ftp.fao.org/CODEX/Meetings/ccrvdf/ccrvdf22/rv22_07_add1e.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD16x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD19x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD20x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD29x.pdf
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There was some support in the Committee for not including any specific food commaodity in the Procedural
Manual and for removing the words “for honey” from the proposed text as this would still empower the
Committee to take risk management decisions. But there were equal concerns on adopting such open-ended
wording as it was felt issues could be resolved on case-by-case basis.

The Committee expressed support for establishing MRLs for honey but concerns were expressed regarding
the adoption of an “alternative approaches” methodology to do so, as MRLs derived from national monitoring
programmes that used residue monitoring could be inconsistent with GVP. This in turn could lead to a high
number of MRLs that would not be practical for the approval of new veterinary products.

One Observer noted that the JECFA honey standard decision tree proposal required clarification. They
stated that as the residues in honey were an incidental contaminant rather than a residue resulting from
treatment of honey, and there was no metabolism and excretion of residues from honey, the residue data
collection procedures were important to the risk assessment.

The Observer further noted that the approach taken to set MRLs by applying a statistical analysis to residue
surveillance data, changing the portion of honey in the food basket, and in general the new EDI approach
would all probably result in different Codex MRLs to the existing ones established by the competent
authorities. Such different MRLs would hinder rather than facilitate trade and, in their opinion, CCRVDF
should be aware of this risk.

One Delegation and one Observer added their concern, on technical grounds, to the JECFA proposed
approach and repeated that the VICH was in the process of completing a Guideline for conducting residue
studies in honey. They recommended that JECFA wait for these Guidelines to be available when reviewing
honey residue data in the future.

Many delegations supported the proposal for waiting until VICH guidelines were complete in order to take a
more informed decision on the matter.

Conclusion

Noting that CCRVDF has the latitude under its risk analysis principles to make requests to JECFA for MRLs
for honey (and other commodities) using alternatives approaches , the Committee agreed to leave unaltered
the current text of the Risk Analysis Principles Applied by the CCRVDF.

DRAFT PRIORITY LIST OF VETERINARY DRUGS REQUIRING EVALUATION OR RE-EVALUATION BY
JECFA (Agenda Item 8a) *®

The Committee considered the recommendations of the in-session WG as follows:

Priority List of Veterinary Drugs Requiring Evaluation or Re-Evaluation by JECFA

The Committee agreed to the Priority List and made the following comments and amendments:

The Committee agreed to:

- Retain in the Priority List those compounds for which data availability was not yet confirmed, e.g.
ampicillin, because this information was useful for the JECFA Secretariat when planning future JECFA
meetings; it was understood that if data availability were not confirmed at the CCRVDF23 these
compounds would be removed from the Priority List;

- Amend the request for MRLs for amoxicillin for “flat fish” as opposed to “finfish” and to explore the
possibility to extrapolate the MRLs to other finfish;

- Include the request to consider potential zilpaterol hydrochloride residues in animal lungs and other
edible offal.

The JECFA Secretariat informed the Committee that ivermectin, sisapronil and lasalocid sodium would be
evaluated by the 81% JECFA and that an addendum to the Call for Data on additional compounds to be
evaluated by the 81* JECFA would be distributed by mid May 2015.

The Committee also agreed to have an annotation for critically important antimicrobials in the Priority List.
The Committee further agreed that it was not necessary to include such annotation to MRLs established by
the Committee.

% CL 2014/03-RVDF; CX/RVDF 15/22/8, Replies to CL 2014/3-RVDF of Algeria, Chile, Costa Rica, Norway, Unites
States of America (CRD25); Comments of Peru (CRD6); African Union (CRD9); Kenya (CRD10); Argentina (CRD14);
Nigeria (CRD17); Indonesia (CRD19); Ecuador (CRD20); Republic of Korea (CRD28); Report of the in-session WG on
Priority (CRD31).



http://www.codexalimentarius.org/sh-proxy/en/?lnk=1&url=http%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FCircular%252520Letters%252FCL%2525202014-03%252Fcl14_03e.pdf
ftp://ftp.fao.org/codex/meetings/ccrvdf/ccrvdf22/rv22_08e.pdf
http://www.codexalimentarius.org/sh-proxy/en/?lnk=1&url=http%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FCircular%252520Letters%252FCL%2525202014-03%252Fcl14_03e.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD25x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD06x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD09x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD10x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD14x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD17x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD19x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD20x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD28x.pdf
ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD31x.pdf
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Request to JECFA on MRLs for Generic Fish Species

While recognising the ongoing activities of VICH in this area, the Committee agreed to forward the following
requests to JECFA:

- To provide an assessment on whether on the basis of data from one or more fish species, it is
possible to establish an MRL for finfish, crustaceans or molluscs in general, or for multiple similar
groups.

- For emamectin benzoate, to provide an assessment as to whether there are any identified
toxicological, dietary exposure modelling, or analytical methodology issues preventing extrapolation of
the proposed MRLs to a general finfish MRLs or a more appropriate sub-grouping.

Template for Information Necessary for Prioritization by CCRVDF

The Committee agreed to add the explanatory notes “This should include product labels or other evidence of
official use authorisation” to point 9 “Veterinary use pattern, including information on approved uses if
available” and “This should include a list of the data available with the full study titles” to Point 14 “List of data
(pharmacology, toxicology, metabolism, residue depletion, analytical methods)” in the “Template for
Information necessary for Prioritization by CCRVDF” attached to the Circular Letter requesting comments
and information of the Priority List to clarify the type of information available.

Conclusion

The Committee agreed to forward the Priority List of Veterinary Drugs for Evaluation or Re-evaluation by
JECFA to CAC38 for approval (Appendix VIII).

ALTERNATIVE APPROACH TO MOVE COMPOUNDS FROM THE DATABASE ON COUNTRIES’ NEED
FOR MRLS TO THE JECFA PRIORITY LIST (REPORT OF THE EWG ON COUNTRIES’ NEEDS FOR
MRLS) (Agenda Item 8b)*®

DATABASE ON COUNTRIES’ NEED FOR MRLS (Agenda Item 8c)*’

The Delegations of Costa Rica and the United States of America as Co-Chairs introduced the report of the
EWG on Countries’ Needs for MRLs and confirmed the belief of the EWG that they had found a vehicle with
potential to provide information to the Committee that would allow CCRVDF to move compounds from the
database on countries’ need for MRLs to the JECFA Priority List.

The co-Chairs stressed that members would need to make a strong commitment to conduct the next phase
of the survey for a more global representation should it be the will of the Committee to continue work. They
outlined the possible activities of an EWG (composed of those members who are able and willing to
contribute) where the members themselves would implement the survey. The EWG could also provide
guidance to participants, based on the pilot, in order to encourage a robust response. The co-Chairs
envisaged this EWG being able to report on a very preliminary sorting of information (collected through the
survey) to the next session of CCRVDF and then providing an opinion with the results as to whether the
initiative should continue. A successive working group could then attempt to interpret the data and make
recommendations for compounds to be included in the Priority List.

The Delegation of the United States of America offered to continue updating the database on countries’
needs for MRLs and to co-chair with Costa Rica the proposed EWG.

The Committee expressed its thanks to the EWG for the excellent work undertaken and offered full support
for the continuation of the work.

In response to a question on possibly broadening participation in the global survey, the Secretariat confirmed
that all Members of Codex and Observers would be invited to participate. It would be the responsibility of all
Members to distribute the message and make others aware of this initiative.

The Representatives of FAO and WHO guaranteed continued assistance and guidance to countries taking
part in the survey but also confirmed that now out of the pilot phase (which had been extremely labour
intensive for FAO, WHO and OIE), the responsibility and ownership for working on the survey and acquiring
the ground level data passed to the countries themselves.

% CX/RVDF 15/22/9; Comments of El Salvador (CRD4); India (CRD5); Peru (CRDS6); African Union (CRD9); Kenya
SCRDlo); Argentina (CRD14); Nigeria (CRD17); Indonesia (CRD19); Ecuador (CRD20).

CX/RVDFE 15/22/10; Comments of El Salvador (CRD4); Peru (CRD6); African Union (CRD9); Kenya (CRD10);
Argentina (CRD14); Indonesia (CRD19); Ecuador (CRD20); Thailand (CRD29).
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ftp://ftp.fao.org/codex/meetings/CCRVDF/ccrvdf22/CRDs/RVDF22_CRD29x.pdf
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119. It was noted that the success of this survey would depend on the level of participation. A strong level of
support would allow the Committee to truly examine countries’ needs and make some priority
recommendations (which species, tissues, drugs) on which requests to submit to JECFA and put on the
Priority List in CCRVDF. A large number of countries participating would mean it would be possible to target
the highest priority compounds.

Conclusion
120. The Committee agreed to:

- Establish an EWG, co-chaired by the United States of America and Costa Rica, and working in
English and Spanish only, to implement a full global survey, as described above;

- Request inputs for the database on countries’ need for MRLs through a Circular Letter; and
- Accept the offer of the United States of America to continue to maintain the database on countries’
needs for MRLs on the basis of the replies to the Circular Letter.
OTHER BUSINESS AND FUTURE WORK (Agenda Item 9)

121. The Committee noted that no other business had been put forward.

DATE AND PLACE OF NEXT SESSION (Agenda Item 10)

122. The Committee noted that its 23" Session was tentatively scheduled to be held in the United States of
America in October 2016 the final arrangements being subject to confirmation by the Host Country and the
Codex Secretariats.
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SUMMARY STATUS OF WORK
DOCUMENT
SUBJECT STEP FOR ACTION BY: REFERENCE
(REP15/RVDF)
Proposed draft MRLs for derquantel (sheep tissues), Paras 70. 75
emamectin benzoates (salmon and trout tissues) 5/8 CAC38 PN
) 90 and App. IV
and monepantel (sheep tissues)
Proposed draft RMRs for dimetridazole, Para. 92 and
. : . . 5/8 CAC38
ipronidazole, metronidazole and ronidazole App. VII
Draft RMR for gentian violet 3 CCRDF23 ParAaF.)szll?nd
Proposed draft MRLs for ivermectin (cattle muscle) Paras 78. 84
and lasalocid sodium (chicken, turkey, quail and 4 CCRVDF23 ’
. and App. V
pheasant tissues)
Priority List of Veterinary Drugs requiring Evaluation Para. 112 and
or re-evaluation by JECFA 12,3 CAC38 App. VIII
Proposed draft MRLs for derquantel (sheep tissues), Para. 66 and
and monepantel (sheep tissues) (recommendations Discontinued CAC38 A. Vi
of the 75" JECFA) pp-
Draft Provisions on establishment of MRLs for honey
(for inclusion in the Risk Analysis Principles applied Discontinued Para. 104
by CCRVDF)
Discussion paper on the establishment of a rating EWG Para. 13
system to establish priority for CCRVDF work (France) )
Discussion paper on unintended presence of
: . - " EWG
residues of veterinary drugs in food commodities (United States of America Para. 85
resulting from the carry-over of drug residues into d d )
feed and Canada)
Global survey to provide information to the CCRVDF
to move compounds from the database on countries’ (United StgteWsGof America Para. 120
needs for MRLs to the JECFA Priority List (Report of dc Ri :
EWG) and Costa Rica)
Database on countries’ needs for MRLs United States of America Para. 120
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Sia Triche 5, Aria Especial 57, bloco D, 20 andar
71205-050 Brasilia

BRAZIL

Tel: +556134625313

E-mail: Stefani.novaes@anvisa.gov.br

Mr Joao PALERMO-NETO

Full Professor

School of Veterinary Medicine

University of Sao Paulo

Av. Prof. Dr. Orlando Marques de Paiva 87
05508-200 Sao Paulo

BRAZIL

Tel: +551130917685

Fax: +551130917829

E-mail: jpalermo@usp.br

CAMEROON - CAMEROUN - CAMERUN

Ms Colette WOLIMOUM BOOTO A NGON
Technical Secretariat CCAFRICA
Ministére de I'Elevage, des Péches, et des
Industries Animales

BP 5674 Yaounde

CAMEROON

Tel: +237 677659750

Fax: +237 222206368

E-mail: booto25@yahoo.fr

Mr Yannick Herve ETABI BIKIE
Ingénieur des Techniques Industrielles
National Committee of Codex/

Point de Contact Codex Cameroun
Charge d'Etude Assistant

Yaoundé

CAMEROON

Tel: +237 699439807

E-mail: etabicodex@yahoo.fr

Ms Eleonore Christiane TEFIANG NDONFACK
Delegue Departemental

Ministére de I'Elévage des Péches et des Industries
Animales

Nyong et Mfoumou

B.P. 8221

237 YAOUNDE

CAMEROON

Tel: +237 99820963

Fax: +237 22 20 63 68

E-mail: eleotefiang@yahoo.com

CANADA - CANADA

Dr Manisha MEHROTRA

Director, Human Safety Division

Health Canada

Veterinary Drugs Directorate

11 Holland Ave, Suite 14

K1A 0K9 Ottawa

CANADA

Tel: +1 613-941-8775

Fax: +1 613-957-3861

E-mail: manisha.mehrotra@hc-sc.gc.ca

Dr Joe BOISON

Senior Research Scientist

Canadian Food Inspection Agency (CFIA)
116 Veterinary Road

S7N 2R3 Saskatoon

CANADA

Tel: +1 306-385-7843

Fax: + 1 306-385-7866

E-mail: joe.boison@inspection.gc.ca

Ms Andrea LECLAIR

Technical Specialist, Chemical Residues
Food Safety Science Directorate
Canadian Food Inspection Agency (CFIA)
1400 Merivale, T2-5-327

K1A 0Y9 Ottawa

CANADA

Tel: +1-613-773-5843

Fax: +1-613-773-5958

E-mail: andrea.leclair@inspection.gc.ca

CHILE - CHILI

Mr Claudio NUREZ

Profesional Unidad Acuerdos Internacionales
Ministerio de Agricultura

Servicio Agricola y Ganadero (SAG)

Bulnes 140, piso 5

Santiago

CHILE

Tel: +56-2-23451183

E-mail: c.nunez@sag.gob.cl

Mr Diego VARELA

Codex Contact Point

Ministry of Agriculture

Chilean Food Safety and Quality Agency (ACHIPIA)
Nueva York 17, piso 4

8320320 Santiago

CHILE

Tel: +56 2 27979900

E-mail: diego.varela@achipia.gob.cl

CHINA - CHINE

Dr lvan F.K. CHONG

Veterinarian

Risk Assessment Section

Center for Food Safety

Food and Environmental Hygiene Department 3/F, 4
Hospital Road, Sai Ying Pun, Hong Kong

Tel: + 852 3962 2062

Fax: +852 2803 0534

Email:
ifkchong@fehd.gov.hk<mailto:itkchong@fehd.gov.hk
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COLOMBIA - COLOMBIE

Dr Tafur Garzon MCALLISTER

Technical Director in Food Safety and Veterinary
Products

Instituto Colombiano Agropecuaria (ICA)
Carrera 41 17-81

11001000 Bogota

COLOMBIA

Tel: +5713323741

E-mail: mcallister.tafur@ica.gov.co

Ms Jenny PONTON

Profesional Especializado, Médico Veterinario
Instituto Nacional de Medicamentos y Alimentos
INVIMA

Carrera 10 #64-28 Piso 6

Bogota

COLOMBIA

Tel: 2948700 ext.3923

E-mail: jpontona@invima.gov.co

COSTA RICA

Dr José Luis ROJAS

Médico Veterinario, Coordinador Programa Nacional de
Residuos

Ministerio de Agricultura y Ganaderia

Servicio Nacional de Salud Animal

Heredia

COSTA RICA

Tel: + 506 25871600

E-mail: jrojas@senasa.go.cr

Dr Benigno ALPIZAR

Director Nacional de Direccién de Medicamentos
Veterinarios

Servicio Nacional de Salud Animal- SENASA
Heredia|

COSTA RICA

Tel: +506-2587-1720

E-mail: balpizar@senasa.go.cr

Dr Oscar ARAYA

Miembro CCRVDF Costa Rica

Empresa de Medicamentos Veterinarios NAVET
Barreal de Heredia, de Jardines del Recuerdo 1KM al
oeste y 400 metros al Norte en el Camp

Heredia

COSTA RICA

Tel: +506-2241-3636

E-mail: oaraya@navetsa.com

Mrs Isabel Cristina ARAYA BADILLA

Directora

Punto de Contacto Codex

Ministerio de Economia, Industria y Comercio

Sabana 400 metros oeste de la Contraloria General de
la Republica

San José

COSTA RICA

Tel: (506)2549-1433

E-mail: iaraya@meic.go.cr

Dr Gonzalo CARMONA

Gerente Asistencia Técnica

Cooperativa de Productora de Leche Dos Pinos RC
COSTA RICA

Tel: 506-2437-3569

Fax: 506-2437-3013

E-mail: gcarmona@dospinos.com
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Dr Maria Eugenia CARTIN

Jefe

Servicio Nacional de Salud Animal — SENASA
Departamento de Auditoria

Lagunilla

Heredia

COSTA RICA

Tel: +506-25871727

E-mail: mcartin@senasa.go.cr

Dr José Andrés CARTIN OVARES

Regente

Servicion Nacional de Salud Animal — SENASA
Direccion de Inocuidad de Productos de Origen Animal
Barreal de Heredia, de Jardines del Recuerdo 1KM al
oeste y 400 metros al Norte en el Camp

Heredia

COSTA RICA

Tel: +506-8338-7929

E-mail: cartin@senasa.go.cr

Dr Heilyn FERNANDEZ CARVAJAL

Asistente

Servicio Nacional de Salud Animal- SENASA
Programa Nacional de Residuos de Medicamentos
Veterinarios

Barreal de Heredia, de Jardines del Recuerdo 1KM al
oeste y 400 metros al Norte en el Camp

Heredia

COSTARICA

Tel: 506-25871798

E-mail: hfernandez@senasa.go.cr

Dr Edwin GARRO

Gerente Propietario

Laboratorio Gaher, S.A.

Cartago

COSTARICA

Tel: +506-2537-3005/ 8382-0094
E-mail: labgaher@yahoo.com

Mrs Amanda LASSO CRUZ

Licensed Food Technologist
Department of Codex

Ministry of Economy, Trade and Industry
400 m al West the Comptroller General
10.216-1000 Sabana South San Jose
COSTA RICA

Tel: (506) 2549-1434

Fax: +506 22912015

E-mail: alasso@meic.go.cr

Mrs Giannina LAVAGNI BOLAROS

Food Technologist

Ministerio de Economia, Industria y Comercio
Departamento Codex

San José

COSTA RICA

Tel: +(506) 2549-1494

E-mail: glavagni@meic.go.cr

Dr Yuli MATEUS MATEUS

Gerente de Mercadeo y Regente Veterinario
Empresa CALOX

San José

COSTA RICA

Tel: 506-88352694

E-mail: ymateus@calox.com
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Dr Javier MOLINA MOLINA

Gerente de Sanidad Animal, Regente Veterinario
Empresa de Medicamentos Veterinarios
FORMUQUISA

San José

COSTARICA

Tel: +506- 2231-1725

E-mail: rimolina@formuguisa.com

Dr Mauricio NAJERA

Director Nacional de Alimentos para Animales
Ministerio de Agricultura y Ganaderia

Servicio Nacional de Salud Animal — SENASA
COSTA RICA

Tel: +506- 2511-2024

E-mail: mnajera@feednet.ac.cr

Dr Claudia RE HUEZO

Regente Veterinario

Empresa de Medicamentos Veterinarios FARYVET
San José

COSTA RICA

Tel: +506- 4000-7340

E-mail: cre@faryvet.com

Dr Eric REYES ROJAS

Jefe

Direccion Nacional de Medicamentos Veterinarios,
Servicio Nacional de Salud Animal —SENASA
Departamento Farmacovigilancia

Lagunilla

Heredia

COSTA RICA

Tel: +506-25871730

E-mail: ereyes@senasa.go.cr

Dr José Pablo SOLANO

SENASA

Barreal de Heredia, de Jardines del Recuerdo 1KM al
oeste y 400 metros al Norte en el Camp

Heredia

COSTA RICA

Tel: 25871724

E-mail: jsolano@senasa.go.cr

Dr Joe Alejandra VARGAS BLANCO
Coordinadora Dpto. Eduacién Continua
Colegio de Veterinarios

Salud Animal Para el Bienestar Humano
Cartago

COSTA RICA

Tel: 506-22798591

Fax: 506-22790422

E-mail: alejandra@colegioveterinario.or.cr

Dr Pedro VILLALOBOS HERNANDEZ

Profesor

Universidad Veritas, Programa Medicina Veterinaria
Barreal de Heredia, de Jardines del Recuerdo 1KM al
oeste y 400 metros al Norte en el Camp

Heredia

COSTA RICA

Tel: +506- 2292-7639

E-mail: pvillalobos@veterinariaveritas.ac.cr

Dr Luis VIQUEZ

Regente Veterinario

Empresa TRISAN

COSTA RICA

Tel: 506-88809530

E-mail: lviguez@grupotrisan.com
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Mr Arturo YGLESIAS

Gerente Propietario

Empresa de Medicamentos Veterinarios VETIM
Tel: 506-22213750

E-mail: ayglesias@vetimsa.com

Dr Luis ZAMORA|

Jefe de Registro

Servicio Nacional de Salud Animal — SENASA
Programa Nacional de Residuos de Medicamentos
Veterinarios

Barreal de Heredia, de Jardines del Recuerdo 1KM al
oeste y 400 metros al Norte en el Camp

Heredia

COSTA RICA

Tel: +506-2587-1724

E-mail: Izamora@senasa.go.cr

Dr Javier ZAMORA

Gerente de Asuntos Regulatorios, Aseguramiento de la
calidad y Farmacovigiolancia

Empresa Bayer

Oficentro Plaza Tempo, Autopista Prospero Fernandez,
20 piso

San José

COSTA RICA

Tel: +506- 4100-6462

E-mail: javier.zamora@bayer.com

Ms Natalia ZELEDON ZELEDON

Regente Veterinario

Empresa de Medicamento Veterinarios VIRBAC
San José

COSTA RICA

Tel: 506-8997-5180

E-mail: tleal@senasa.go.cr

COTE D'IVOIRE

Mr Ardjouma DEMBELE

Professor

Maitre de Recherches au Laboratoire Central
d'Agrochemie

CNCA-CI/ AU-IBAR

04 BP 504 Abidjan 04

COTE D'IVOIRE

Tel: +225 05 95 95 72/+ 22507 74 4

Fax: + 2252022 1771

E-mail: ardjouma@yahoo.fr

CUBA

Dr Tomas Joaquin GOMEZ BERNIA

Especialista en Inocuidad de Los Alimentos
Ministerio de Salud Publica

Direccion Nacional de Salud Ambiental

Ave 23 esqg.a N Edificio Soto Vedodo, Plaza de 12
Revolucion

10200 La Habana

CUBA

Tel: 537-8330276

E-mail: Tgomezb@informed.sld.cu
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Ms Gelsy MACHADO FERREIRO

Medico Veterinario y Directora de Cuarentena e
Inocuidad de Los Alimentos

Ministerio de la Agricultura

Instituto de Medicina Veterinaria

Calle 12 entre 15y 17 — Vedado

10400 La Habana

CUBA

Tel: 537 7833 7229

E-mail: dircuarentena@dsa.minag.cu

DENMARK - DANEMARK - DINAMARCA

Ms Anne Rath PETERSEN

Special Veterinary Adviser

Danish Veterinary and Food Administration
Stationsparken 31-33

2600 Glostrup

DENMARK

Tel: +45 722 26624

E-mail: arp@fvst.dk

DOMINICAN REPUBLIC - DOMINICAINE,
REPUBLIQUE - DOMINICANA, REPUBLICA

Ms Virginia Devi QUINONES PUIG
Enc. Division de Registro de Productos y
Establecimientos Veterinarios
Direccion General de Ganaderia
Ministerio de Agricultura

Aut 30 de Mayo, Ciudad Ganadera,
La Feira

10116 Santo Domingo
DOMINICAN REPUBLIC

Tel: +18297601971

E-mail: virginiadevi@gmail.com /
Registro.ganaderia@gmail.com

Ms Santa M. CUEVAS

Lic. Quimico en Division de Registro de Productos y
Establecimientos Veterinarios

Direccion General de Ganaderia (DIGEGA) del
Ministerio de Agricultura (MA)

Division de Registro de Productos y Establecimientos
Veterinarios

Aut 30 de Mayo, Ciudad Ganadera,

La Feira

10116 Santo Domingo, D. N.

DOMINICAN REPUBLIC

Tel: 18095359689 ext. 286

E-mail: santab29@hotmail.com

ECUADOR - EQUATEUR

Mr Lenin Ernesto MORENO GALVEZ

Analista de Inocuidad de Alimentos

Agencia Ecuatoriana de Aseguramiento de la Calidad
del AGRO — AGROCALIDAD

Direcciéon de Inocuidad de los Alimentos

Av. Eloy Alfaro y Av. Amazonas Edificio MAGAP, piso
9.

QUITO

ECUADOR

Tel: 2567232 EXT 159

E-mail: lenin.moreno@agrocalidad.gob.ec
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EGYPT - EGYPTE - EGIPTO

Mr Wesam Mohamed HOSSEN ALI
Veterinary Inspector

EGYPT

E-mail: wesamfgrn@yahoo.com

Ms Mona MANKRIOS BOTROS

Veterinary Doctor -Senior Specialist

Central Administration of Veterinary Quarantine
(CAVQ)

General Organization for Veterinary Services (GOVS)
EGYPT

Tel: 00201275326511

E-mail: mona.mankrios@yahoo.com

EL SALVADOR

Ms Guadalupe DIAZNUILA

Jefe de Direccion de Inocuidad de Alimentos de Origen
Animal (DIPOA)

Ministerio de Agricultura y Ganaderia

Final Calle Manuel Araujo Santa Tecla La Libertad

San Salvador

EL SALVADOR

Tel: (503) 2210-1763

E-mail: _guadalupe.diaznuila@mag.gob.sv

Dr Laureano FIGUEROA QUINONEZ
Director Regional de Inocuidad de Alimentos
OIRSA

EL SALVADOR

Tel: (503)77299820

E-mail: [figueroa@oirsa.org

Dr Manuel Enrigue HERNANDEZ VIDAL

Inspector Veterinario Oficial de Carnes

Direccion de Inocuidad de Alimentos de Origen Animal
(DIPOA)

Ministerio de Agricultura y Ganaderia (MAG)

Final Calle Manuel Araujo Santa Tecla La Libertad

EL SALVADOR

Tel: (503)79319624

E-mail: mleehz@yahoo.es

EQUATORIAL GUINEA — GUINEE EQUATORIALE -
GUINEA ECUATORIAL

Mr Pablo NDJENG

Medico Veterinario

Ministerio Agricultura y Bosques
EQUATORIAL GUINEA

Tel: +240222592422

E-mail: pablodjengmba@yahoo.es

Mr Benito OBAMA

Jefe de Seccion de Alimentacion
Ministerio de Agricultura y Bosques
Malabo

EQUATORIAL GUINEA

Tel: +2402222235625

E-mail: benito@temp.com
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EUROPEAN UNION — UNION EUROPEENNE —
UNION EUROPEA

Mr Risto HOLMA

Administrator Responsible for Codex Issues
European Commission

DG Health and Food Safety

Rue Froissart 101

1049 Brussels

BELGIUM

Tel: +322 2998683

Fax: +322 2998566

E-mail: risto.holma@ec.europa.eu

Ms Isaura DUARTE

Head of Animal and Public Health Service
European Medicines Agency (EMA)

30 Churchill Place Canary Wharf

E14 5EU London

UNITED KINGDOM

Tel: +44 2036608457

Fax: +44 2036605545

E-mail: isaura.duarte@ema.europa.eu

Ms Ella STRICKLAND

Head of Unit

European Commission

DG Health and Food Safety

Rue Froissart 101

1049 Brussels

BELGIUM

Tel: +3222993030

Fax: +3222998566

E-mail: ella.strickland@ec.europa.eu

FRANCE - FRANCIA

Ms Catherine LAMBERT

Deputy Director

Anses /| ANMV

8, rue Claude Bourgelat, Parc d'Activites de la Grande
Marche — Javene

CS 70611 - 35306 Fougeres

FRANCE

Tel: 00 33299 94 78 87

E-mail: catherine.lambert@anses.fr

Ms Louise DANGY

SGAE

68 rue de Bellechasse

75700 Paris

FRANCE

Tel: +33144871603

E-mail: louise.dangy@ensv.vetagro-sup.fr

Mr Olivier DEBAERE

Chef du Bureau des intrants et de la Sante Publique en
Elevage

Ministere de l'agriculture, de I'agroalimentaire, et de la
foret

Direction générale de l'alimentation

251 rue de Vaugirard

75732 PARIS Cedex 15

FRANCE

Tel: +33149555843

E-mail: olivier.debaere@agriculture.gouv.fr
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GERMANY - ALLEMAGNE - ALEMANIA

Ms Undine BUETTNER-PETER
Governmental expert

Federal Ministry of Food and Agriculture
Unit 326

Rochusstr. 1

D-53123 Bonn

GERMANY

Tel: +49 (0) 228 529 4644

Fax: +49 (0) 228 529 4946

E-mail: 326@bmel.bund.de

Mr Alexander BOETTNER

Executive Director Regulatory Affairs
MSD Animal Health,

Intervet Innovation GmbH

Zur Probstei

D-55270 Schwabenheim

GERMANY

Tel: +49 6130 948-190

Fax: +49 6130 948-506

E-mail: Alexander.boettner@msd.de

Ms Monika LAHRSSEN-WIEDERHOLT

Head of Department

Federal Institute for Risk Assessment
Department Safety in the Food Chain
Max-Dohrn-Strasse 8-10

10589 Berlin

GERMANY

Tel: +49 30 18412-2362

E-mail: monika.lahrssen-wiederholt@bfr.bund.de

Mr Wolfgang RADECK

Scientific Officer

Federal Office for Consumer Protection and Food
Safety (BVL)

European Union and National Reference Laboratory
(EURL/NRL) for Pharmacologically Active Substances
Mauerstralle 39 — 42

D-10117 Berlin

GERMANY

Tel: +49 (0) 30184458216

Fax: +49 (0) 30184458099

E-mail: Wolfgang.Radeck@bvl.bund.de

Mr Stefan SCHEID

Head of Unit "Residues of Pharmacologically Active
Substances"

Federal Office of Consumer Protection and Food Safety
(BVL)

Mauerstrasse 39-42

D-10117 Berlin

GERMANY

Tel: +49 (0) 30 18 445 7500

Fax: +49 (0) 30 18 445 7099

E-mail: stefan.scheid@bvl.bund.de

Ms Sabine SCHUELLER

Executive Director

Bundesverband fur Tiergesundheit e.V.
Schwertberger Strasse 14

53177 Bonn

GERMANY

Tel: +49 228 318296

Fax: +49 228 318298

E-mail: s.schueller@bft-online.de
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GHANA

Mr Kwame Dei ASAMOAH-OKYERE
Senior Regulatory Officer

Animal Products and Biosafety Department
Food and Drugs Authority

P. 0. BOX CT 2783

Accra

GHANA

Tel: +233 208 184188

E-mail: kwamedei@hotmail.com

Mr Cheetham Lawrence NIl LARTEY MINGLE
Principal Regulatory Officer

Food And Drugs Authority

Food Physiochemical Laboratory

P. O. BOX CT 2783, Cantonment

Accra

GHANA

Tel: +233 206 371954

E-mail: tawa gh@yahoo.com

Ms Sheila TAG-EN NUBANG KANGBEREE
Senior Commercial Officer

Standards

Ministry of Trade and Industry

P. O. BOX MB 47

Accra

GHANA

Tel: +233 233 818954

E-mail: kangberee@aol.com

GUATEMALA

Mr Herber MORALES

Official de Salud Animal

Coordinador del Programa de Med Vet y Alimentos
para Animales

OIRSA, Ministerio de Agricultura

21 Av. 3-12 Zona 15

Guatemala City

GUATEMALA

E-mail: hmorales@oirsa.org

Ms Maria Eugenia PAZ

Jefe de Registro de Medicamentos y Alimentos para
Animales

Ministerio de Agricultura

7ma Av. 12-90 z. 13, Edificio Monte Blanca
Guatemala City

GUATEMALA

Tel: +50224137439 / + 50251877597

E-mail: Eugeniapazvet@gmail.com

GUINEA - GUINEE

Mr Lamine CAMARA

Chef Division Normes et Qualite

Direction Nationale des Services Veterinaires
Minister de I'Elevage et des productions Animales
GUINEA

Tel: +224 628 78 11 57

E-mail: la.camara@yahoo.fr
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GUYANA

Mr Colin JAMES

Director Veterinary Public Health
Ministry of Health

GUYANA

Tel: +5926197262

E-mail: Hogancoli@yahoo.co.uk /
jameszco@hotmail.co.uk

HONDURAS

Mr Jose Asterio TORCER MERCADO

Jefe del Depto. De Registro, Control, y Uso de
productos Veterinarios y Alimentos para uso Animal
SEDASD/SAG

avenida FAO, 1 1/2 Chandra antes del INJUPEM
HONDURAS

Tel: 99740242

E-mail: Drjoseterceo@yahoo.com

INDIA - INDE

Mr Rajbir Singh RANA

Joint Secretary

Ministry of Agriculture

Department of Animal Husbandry, Dairying and
Fisheries

Krishi Bhawan

110001 New Delhi

INDIA

Tel: 011 — 23384509

E-mail: rs.rana9@nic.in

Ms Ranum DABAS

Scientist IV-I

Food Safety and Standards Authority of India
FDA Bhawan, Kotla Road

110002 New Delhi

INDIA

Tel: 08826233700

E-mail: rainydabas@gmail.com

INDONESIA - INDONESIE

Mr Reza Shah PAHLEVI

Head of Sub Directorate of Residue Control

Ministry of Marine Affairs and Fisheries

Directorate General of Aquaculture

Menara 165 Building, Simatupang Street, Kavling no 1
12950 Jakarta

INDONESIA

Tel: +6221 7827844

Fax: +6221 7827844

E-mail: pahlevi.reza.nrmp@gmail.com

Mr Imron SUANDY

Head of Section For Animal Product Testing
Ministry of Agriculture

Directorate General of Livestock and Animal Health
Services

JL. Harsono RM No.3 C building

12550 Jakarta

INDONESIA

Tel: +6221-781-5780

Fax: +6221-782-7466

E-mail: imron_az@yahoo.com
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ITALY - ITALIE - ITALIA

Mr Ciro IMPAGNATIELLO

Italian Codex Contact Point

Ministry of Agricultural, Food and Forestry
Policies

Via XX Settembre, 20

00187 Rome

ITALY

Tel: +39 0646654058

E-mail: c.impagnatiello@Politicheagricole.it

JAMAICA - JAMAIQUE

Mr Dakin ERROL
Toxicologist/Analyst

Ministry of Agriculture and Fisheries
198 Old Hope Road

JAMAICA

Tel: 876-977-2489, 876-977-2492
E-mail: ecdakin@yahoo.com

JAPAN - JAPON - JAPON

Mr Wataru [IZUKA

Deputy Director

Ministry of Health, Labour and Welfare
Standards and Evaluation Division, Department of Food
Safety

1-2-2 Kasumigaseki, Chiyoda-ku
100-8916 Tokyo

JAPAN

Tel: +81-3-3595-2341

Fax: +81-3-3501-4868

E-mail: codexj@mhlw.go.jp

Ms Yuko ENDO

Section Leader, Assay Division I

Ministry of Agriculture, Forestry and Fisheries
National Veterinary Assay Laboratory

1-15-1 Tokura, Kokubunji

185-8511 Tokyo

JAPAN

Tel: 81-42-321-1849

Fax: 81-42-321-1769

E-mail: endoyuk@nval.maff.go.jp

Mr Kenji KUROIWA

Technical Officer

Ministry of Health, Labour and Welfare

Office of International Food Safety, Department of Food
Safety Pharmaceutical and Food Safety Bureau
1-2-2, Kasumigaseki, Chiyoda-ku,

100-8916 Tokyo

JAPAN

Tel: +81 3 3595 2326

Fax: +81 3 3503 7965

E-mail: codexj@mhlw.go.jp

Mr Takatoshi SAKAI

Senior Researcher

National Institute of Health Sciences
Division of Foods

Kamiyoga 1-18-1, Setagaya-ku
158-8501 Tokyo

JAPAN

Tel: +81-3-3700-1141

Fax: +81-3-3707-6950

E-mail: tasakai@nihs.go.jp
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Mr Tatsuro SEKIYA

Deputy Director

Ministry of Agriculture, Forestry and Fisheries
Animal Product Safety Division, Food Safety and
Consumer Affairs Bureau

1-2-1, Kasumigaseki, Chiyoda-ku

100-8950 Tokyo

JAPAN

Tel: 81-3-3502-8097

Fax: 81-3-3502-8275

E-mail: tatsuro_sekiya@nm.maff.go.jp

Dr Hajime TOYOFUKU

Professor

Yamaguchi University

Joint Facility of Veterinary Medicine
1677-1 Yoshida

753-8515 Yamaguchi

JAPAN

Tel: 81-83-933-5827

E-mail: toyofuku@yamaguchi-u.ac.jp

Ms Yayoi TSUJIYAMA

Director for International Affairs

Ministry of Agriculture, Forestry and Fisheries
Food Safety and Consumer Policy Division, Food
Safety and Consumer Affairs Bureau

1-2-1 Kasumigaseki, Chiyoda-ku

100-8950 Tokyo

JAPAN

Tel: 81-3-3502-8732

Fax: 81-3-3507-4232

E-mail: yayoi_tsujiyama@nm.maff.go.jp

KENYA

Dr Allan AZEGELE

Senior Assistant Director Veterinary Services
Ministry of Agriculture, Livestock and Fisheries
Department of Veterinary Services

Private Bag, Kangemi

00625 Nairobi

KENYA

Tel: +254202067641

Fax: +254202026212

E-mail: ae_allan@yahoo.com

LUXEMBOURG - LUXEMBURGO

Mr Jean BRASSEUR
Vétérinaire-Inspecteur

Administration des Services vétérinaires
Batiment OMEGA Il - 67, rue Verte

L - 2667 Luxembourg

LUXEMBOURG

Tel: +352 24783521

E-mail: jean.brasseur@asv.etat.lu

Ms Anne GAUTRAIS

Administrator

Secretariat General of the European Council
Directorate General Agriculture, Fisheries, Social
Affairs and Health

175, rue de la Loi

1048 Brussels

BELGIUM

Tel: +32.2.281.83.23

E-mail: anne.gautrais-legoff@consilium.europa.eu
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MAURITIUS - MAURICE - MAURICIO

Dr Mahmad Reshad JAUMALLY
Senior Veterinary Officer
Division of Veterinary Services
Reduit

MAURITIUS

Tel: +230-45441016 /17

Fax: +230-4642210

E-mail: mrjiaumally@gmail.com

MEXICO - MEXIQUE - MEXICO

Ms Martha Laura DOMINGUEZ MIER
Subdirectora de Constatacion

Centro Nacional de Servicios de Constatacion en Salud
Animal

SAGARPA/SENASICA

Carratera Federal Cuernavaca-Cuautla No. 8534,
Colonia Progreso

52550 Jiutepec, Morelos

MEXICO

Tel: +52590510000 ext 53104

E-mail: martha.dominguez@sesasica.gov.mx;
md290367 @yahoo.com.mx

Ms Bertha lliana GINER CHAVEZ

Principal Consultant Regulatory

Elanco Animal Health

Primera Cerrada de Frisos No. 30. Fraccionamiento
Los Azulejos

27422 Torreén, Coahuila

MEXICO

Tel: +52-1-871-727-6409

E-mail: Giner_bertha@elanco.com

Ms Rosalia PEREZ BRAVO

Representante de la Industria Farmaceutica Veterinaria
(INFARVET)

PHIBRO Animal Health

Gerente de Asuntos Regulatorios en Latinoamericana
Francisco de Quevedo 117 Torre A-6, Colonia Arcos
Vallarta

CP 44130 Guadalajara, Jaliso

MEXICO

Tel: +52 442 2702217

E-mail: rosalia.perez@panc.com

Ms Edith RANGEL BUSTAMANTE

Gerente de Normatividad y Asuntos Sanitarios
Consejo Mexicano de la Carne

Concepcion Beistegui No. 13 Int. 501

03100 México

MEXICO

Tel: +52 (55) 5589 7771

E-mail: normas@comecarne.org

Ms Mildred Euridice VILLANUEVA MARTINEZ
Coordinadora de Legislacion y Asuntos Regulatarios
Consejo Mexicano de la Carne

Concepcion Beistegui No 13-501 Col. del Valle
03100 Mexico City

MEXICO

Tel: +525555897771

E-mail: mvillanu@sigma-alimentos.com
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MOROCCO - MAROC - MARRUECOS

Mr Abdelaziz EL HRAIKI

Institut Agronomique et Vétérinaire Hassan Il

Head Department of Biological and Pharmaceutical
Veterinary Sciences

BP. 6202, Madinat Al Irfane

10112 RABAT

MOROCCO

Tel: + 212 661373960

Fax: + 212 53777 58 45

E-mail: a.elhraiki@iav.ac.ma

MOZAMBIQUE

Ms Carla MENEZES

Head of Toxicology and Nutrition Veterinary Lab,
Directorate of Animal Science

Agrarian Researcher Institute of Mozambique
Food and Nutrition Department

1082, Sofala Road

Matola City

MOZAMBIQUE

Tel: +258 21475170

Fax: +258 21475172

E-mail: carlamenezes786@teledata.mz

Ms Maria Luiz C.R. B. Penha FERNANDES

Head of department of Fish Inspection Laboratory
Ministry of the Sea, Inland Waters and Fisheries
National Institute for Fish Inspection, Department of
Laboratory

Av. Milagre Mabote No. 298

Maputo

MOZAMBIQUE

Tel: +1-258-213130096

Fax: +1-258-21315230

E-mail: mluiz50@gmail.comr

Mr Sacramento Cornelelio Miguel PHIRI

Head of Fish Inspection

National Institute for Fish Inspection Zambe Zia
Av. Do Tabalho R/C D —

Bairro 1o de Maio

Quelimane

MOZAMBIQUE

Tel: +2588484062901

Fax: +25824216829

E-mail: Sacraphiri@gmail.com

NAMIBIA - NAMIBIE

Mr B. NTOMWA

Deputy Director, Public and Environmental Health
Ministry of Health and Social Services

Private Bag 13198, Windhoek

NAMIBIA

Tel: +264-61-2032762

Fax: +264-61-309745

E-mail: bntomwa@yahoo.com

Mr Vasco |. MUNSU

Control Environment Health Practitioner
Ministry of Health and Social services
Private Bag 13198, Windhoek
NAMIBIA

Tel: +264-61-2032768

Fax: +264-61-309745

E-mail: munsuvi89@yahoo.uk
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NETHERLANDS - PAYS-BAS - PAISES BAJOS

Ms Susanne WAELEN

Senior Policy Officer

Ministry of Economic Affairs

Plant Supply Chain and Food Quality Department
PO Box 20401

2500 EK The Hague

NETHERLANDS

Tel: +31 70 378 5137

E-mail: s.e.h.m.waelen@minez.nl

NEW ZEALAND — NOUVELLE-ZELANDE — NUEVA
ZELANDIA

Dr Bill JOLLY

Chief Assurance Strategy Officer
Ministry for Primary Industries
Policy and Trade Branch

25 The Terrace

6011 Wellington

NEW ZEALAND

Tel: +64 48942621

E-mail: bill.jolly@mpi.govt.nz

Mr Warren HUGHES

Principal Adviser ACVM Regulation and Assurance
Ministry for Primary Industries

Regulation and Assurance Branch

PO Box 2526

6011 Wellington

NEW ZEALAND

Tel: +64 4 8942560

E-mail: warren.hughes@mpi.govt.nz

NIGERIA - NIGERIA

Ms Mabel Kamweli AWORH

Senior Veterinary Officer |

Federal Department of Veterinary Services

Federal Ministry of Agriculture and Rural Development
FCDA Secretariat, Area 11 Garki Abuja FCT

NIGERIA

Tel: +234 8032377831

E-mail: mabelaworh@yahoo.com

NORWAY - NORVEGE - NORUEGA

Ms Vigdis S.Veum MOELLERSEN
Senior Advisor

Norwegian Food Safety Authorithy
Head Office, Felles postmottak
P.0.Box 383 2381 Brumunddal
NORWAY

Tel: +47 22779104

E-mail: visvm@mattilsynet.no

Mr Waleed S. AHMED

Senior Adviser - Pharmacology & Toxicology

The Norwegian Food Safety Authority

Section of Chemical Safety and EEA, Head Office,
Felles postmottak

P.O. Box 383

2381 Brumunddal

NORWAY

Tel: +4797773288

E-mail: waleed.ahmed@mattilsynet.no
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PARAGUAY

Mr Oscar IGLESIAS BENITEZ

Licenciado en Quimica

Servicio Nacional de Calidad y Salud Animal
CAPY - 1101-1110 Campus

2160 San Lorenzo

PARAGUAY

Tel: +59521 505727

Fax: +59521 507863

E-mail: oiglesias@senacsa.qov.py

Ms Maria Rosa DOLDAN

Doctor of Veterinary Medicine

Miembros del Subcomité del Codex sobre RVDF
Microbioticos Paraguay S.R.L.

Médicos del Chaco 2270

PARAGUAY

Tel: +595 21 553716

E-mail: dradoldan@microbioticos.com.py

PERU - PEROU - PERU

Ms Mercedes FLORES CANCINO
Especialista

Servicio Nacional de Sanidad Agraria
Subdireccion de Inocuidad Agroalimentaria
Av. La Molina 1915, La Molina

Lima

PERU

Tel: (51 1) 3133300 ext. 1479

Fax: (51 1) 3401486

E-mail: mflores@senasa.gob.pe

PHILIPPINES - FILIPINAS

Dr Marvin VICENTE

Acting Director Il

National Meat Inspection Service
Department of Agriculture

Visayas Avenue, Diliman

1101 Quezon City

PHILIPPINES

Tel: +632-9247971

Fax: +632-9247973

E-mail: vicentemarvin@yahoo.com

Dr Adela CONTRERAS
Veterinarian Il

Bureau of Animal Industry
Department of Agriculture
Visayas Avenue, Diliman
1101 Quezon City
PHILIPPINES

Tel: +632 928 2837

E-mail: adelluth@yahoo.com

Dr Alpha MATEO

Senior Science Research Specialist

Bureau of Agriculture and Fisheries Standards
BAFPS Bldg BPI Compound Visayas Avenue Diliman
1101 Quezon City

PHILIPPINES

Tel: + 632 455 0031

E-mail: alphamateo@gmail.com




REP15/RVDF Appendix |

Dr Claro MINGALA

Scientist Il

Animal Health Unit

Philippine Carabao Center

Science City of Munoz, Nueva Ecija
PHILIPPINES

Tel: +632 4560731

E-mail: cnmingala@hotmail.com

Dr Simeona REGIDOR

Supervising Aquaculturist

Bureau of Fisheries and Aquatic Resources
Department of Agriculture

860 Quezon Avenue

1103 Quezon City

PHILIPPINES

Tel: 632-448 5432

Fax: 632- 448-5432

E-mail: simeona03@yahoo.com

POLAND - POLOGNE - POLONIA

Dr Aneta KLUSEK

Main Specialist

Ministry of Agriculture and Rural Development
Department of Food Safety and Veterinary Matters
30 Wspolna St.

00-930 Warsaw

POLAND

Tel: (+48 22) 623 11 98

Fax: (+48 22) 623 21 05

E-mail: aneta.klusek@minrol.gov.pl

REPUBLIC OF KOREA - REPUBLIQUE DE COREE -
REPUBLICA DE COREA

Mr Seong keun BYUN

Deputy Director

Livestock Product Standard Division
Ministry of Food and Drug Safety
REPUBLIC OF KOREA

E-mail: byunsk@korea.kr

Mr Yoon Jae CHO

Researcher

Pesticide & Veterinary Drug Residues Division
Ministry of Food and Drug Safety

REPUBLIC OF KOREA

E-mail: cspcho@korea.kr

Ms Ji Yoon JEONG

Deputy Director

Pesticide and Veterinary Drug Residues Division
Ministry of Food and Drug Safety

REPUBLIC OF KOREA

E-mail: stopyoon@korea.kr

Mr HWAN GOO KANG

Laboratory Director for Veterinary Toxicology
Animal and Plant Quarantine Agency
Anyang-ro 175

430-757 Anyang

REPUBLIC OF KOREA

Tel: 82-31-467-1837

Fax: 82-31-467-1840

E-mail: kanghg67@korea.kr
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Ms Mihyun PARK

Codex Researcher

Livestock product standard division, Ministry of Food &
Drug Safety

REPUBLIC OF KOREA

Tel: 82437193853

Fax: 82437193850

E-mail: seehorse@korea.kr

Mr Jung Soo SEO

Researcher

Pathology division, National Fisheries Research &
Development Institute

#216 Gijanghaean-ro, Gijang-up, Gijang-gun
619-705 Busan

REPUBLIC OF KOREA

Tel: +82 51 720 2498

E-mail: [sseosoo@korea.kr

Ms Somi YUN

Researcher

Livestock product standard division, Ministry of Food &
Drug Safety

REPUBLIC OF KOREA

Tel: 82437193858

Fax: 82437193850

E-mail: smyun@korea.kr

SENEGAL - SENEGAL

Mr Assiongbon TEKO-AGBO

Responsable du Laboratoire de Contrdle des
Médicaments Vétérinaires

Ecole Inter-Etats des Sciences et Medecines
Veterinaires (EISMV)

Dakar Fann

SENEGAL

Tel: +221 77 659 92 59

Fax: +221 338354283

E-mail: tekoagbo2001@yahoo.fr

Mr Adama SOW

Enseignant Chercheur

Ecole Inter-Etats des Sciences et Medecines
Veterinaires (EISMV)

BP 5077

Dakar Fann

SENEGAL

Tel: +221777743727

Fax: +221338254283

E-mail: a.sow@eismv.org / wosamada@yahoo.fr

SLOVAKIA - SLOVAQUIE - ESLOVAQUIA

Ms Judita HEDEROVA

Director/Expert

Institute for State Control of Veterinary Biologicals and
Medicaments

Biovetska 34, P.O. Box 52 ¢

949 01 Nitra

SLOVAKIA

Tel: +421 37 6515503; +421 37 6511

Fax: +421 37 6517915

E-mail: hederova@uskvbl.sk
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SOUTH AFRICA - AFRIQUE DU SUD - SUDAFRICA

Mr Boitshoko NTSHABELE

Director

Department of Agriculture, Forstery and Fisheries
Food Safety and Quality Assurance

Private Bag X 343

0001 Pretoria

SOUTH AFRICA

Tel: +2712 319 7306

E-mail: BoitshokoN@daff.gov.za

SPAIN - ESPAGNE - ESPANA

Ms Gema CORTES RUIZ

Jefe de Servicio

Agencia Espafiola de Medicamentos y Productos
Sanitarios (AEMPS)

Ministerio Sanidad, Servicios Sociales e Igualidad
Calle Campezo 1, Edificio 8

E-28022 Madrid

Tel: (+34) 918225431

Fax: (+34) 918225443

E-mail: gcortes@aemps.es

SWEDEN - SUEDE - SUECIA

Ms Viveka LARSSON

Senior Veterinary Officer
National Food Agency
International Department

Box 622

751 26 Uppsala

SWEDEN

Tel: +46 18 17 55 88

Fax: +46 18 17 53 10

E-mail: viveka.larsson@slv.se

SWITZERLAND - SUISSE - SUIZA

Ms Margrit ABEL-KROEKER

Scientific Officer

Federal Food Safety and Veterinary Office FSVO
Food and Nutrition

3003 Bern

SWITZERLAND

Tel: +41584659194

E-mail: margrit.abel@blv.admin.ch

THAILAND - THAILANDE - TAILANDIA

Dr Sorravis THANETO

Deputy Director General

Department of Livestock Development
Phayathai Road, Ratchtavee

10400 Bangkok

THAILAND

Tel: +662 967 9714

Fax: +662 963 9213

E-mail: drsorravis@gmail.com

Ms Yupa LAOJINDAPUN

Senior Standards Officer

National Bureau of Agricultural Commodity and Food
Standards

Office of Standards Development

50 Phaholyothin Road, Ladyao, Chatuchak

10900 Bangkok

THAILAND

Tel: +66 2561 2277 ext 1458

Fax: +66 2561 3357

E-mail: yupa@acfs.go.th
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Dr Sasi JAROENPOJ

Senior Veterinary Officer

Animal Feed and Veterinary Products Control Division
Department of Livestock Development

Phayathai Road, Ratchataevee

12000 Bangkok

THAILAND

Tel: +662 967 9714

Fax: +662 963 9213

E-mail: Sasijaroenpoj@yahoo.com

Dr Nanthiya UNPRASERT

Honorary advisor

Thai Frozen Foods Association

92/6 6th fl. Sathorn Thani I, North Sathorn
10500 Bangkok

THAILAND

Tel: +66 (2) 2355622

Fax: +66 (2) 2355625

E-mail: nanthivau@gmail.com

Ms Pischa LUSANANDANA

Senior Pharmacist

Ministry of Public Health

Bureau of Drug Control, Food and Drug Administration
Tiwanon Rd.

11000 Nonthaburi

THAILAND

Tel: +66 2590 7058

Fax: +66 2590 7170

E-mail: Pischa.ju@hotmail.com

Ms Supanoi SUBSINSERM

Food Technologist,

Senior professional level

Fish Inspection and Quality Control Division
Department of Fisheries

50 Paholyothin Road, Kaset-klang, Chatuchak
10900 Bangkok

THAILAND

Tel: 662 5620600 Ext. 13300

Fax: 662 558 0139

E-mail: Supanois@dof.mail.go.th, supanois@ymail.com

Mr Charoen KAOWSUKSAI

Vice Chairman of Food Processing Industry Club
The Federation of Thai Industries (Food Processing
Industry Club)

Queen Sirikit National Convention Center, Zone C, 4th
Floor,

60 New Rachadapisek Rd.

10110 Bangkok

THAILAND

Tel: + 662 976 3088

Fax: + 662 976 2265

E-mail: charoen@cpram.co.th

Ms Jeerajit DISSANA

Standards Officer

National Bureau of Agricultural Commodity and Food
Standards

50 Phaholyothin Road, Ladyao Chatuchak

10900 Bangkok

THAILAND

Tel: +66 2561 2277 ext 1420

Fax: +66 2561 3357

E-mail: |_aommy@hotmail.com
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TRINIDAD AND TOBAGO - TRINITE-ET-TOBAGO -
TRINIDAD Y TOBAGO

Mr Sham BISSESSAR
Deputy Director

Veterinary Public Health
Ministry of Health

16 18 Sackville Street

Port of Spain

TRINIDAD AND TOBAGO
Tel: 1868 627 0010

Fax: 8 868 623 9347

E-mail: arkle66@hotmail.com

UGANDA - OUGANDA

Dr Jeanne BUKEKA MUHINDO
Drug Information (Veterinary Pharmacovigilance)
Officer

National Drug Authority
Ministry of Health

PLOT 46/48 Lumumba Avenue
P.O BOX 23096 Kampala
UGANDA

Tel: +256-414-255665

Fax: +256-414-255758

E-mail: jmbukeka@nda.or.ug
mjeannebukeka@gmail.com

Dr Josephine NANYANZI
Inspector of Drugs (Vet)
National Drug Authority
Ministry of Health

Plot 46 - 48 Lumumba Avenue
P.0.Box 23096 Kampala
UGANDA

Tel: +256 414 255665 / 347391
E-mail: jnanyanzi@nda.or.ug

Dr Bernard SIBWOMU

Inspector of Drugs (Vet)

National Drug Authority

Ministry of Health

Plot 46-48 Lumumba Avenue

P.O. Box 23096 Kampala
UGANDA

Tel: +256 414 255665

E-mail: sibwomuben@yahoo.com /
bsibwomu@nada.or.ug

UNITED KINGDOM - ROYAUME-UNI - REINO UNIDO

Mr Paul GREEN

Director of Operations

Veterinary Medicines Directorate
Woodham Lane, New Haw, Addlestone
KT15 3LS Surrey

UNITED KINGDOM

Tel: +44 0 1932 338303

Fax: +44 0 1932 336618

E-mail: p.green@vmd.defra.gsi.qgov.uk

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

Dr Kevin GREENLEES

Senior Advisor for Science & Policy
Center for Veterinary Medicine

U.S. Food and Drug Administration
7500 Standish Place HFV - 100
20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 402 4074

E-mail: kevin.greenlees@fda.hhs.gov

Mr Kyd BRENNER

Senior Consultant

DTB Associates LLP

1700 Pennsylvania Avenue, NW, Suite 200
Washington, DC 20006

UNITED STATES OF AMERICA

Tel: +1 202 684 2508

Fax: +1 202 684 2234

E-mail: kbrenner@dtbassociates.com

Mr Richard COULTER

Senior Vice President, Scientific & Regulatory Affairs
Phibro Animal Health Corporation

Glenpoint Centre East, 3rd floor

300 Frank W. Burr Bvld, Suite 21

07666 Teaneck, NJ

UNITED STATES OF AMERICA

Tel: +1 201 329 7300

Fax: +1 201 329 7042

E-mail: richard.coulter@pahc.com

Ms Lynn FRIEDLANDER

Supervisory Physiologist & Team Leader
Center for Veterinary Medicines

U.S. Food and Drug Administration

7500 Standish Place, HFV — 151

20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 402 0703

E-mail: lynn.friedlander@fda.hhs.gov

Mr Richard FRITZ

Managing Director

Food and Agriculture Export Alliance
P.O. Box 202197

80220-2197 Denver, Colorado
UNITED STATES OF AMERICA
Tel: +1 303 408 3933

E-mail: rfritz@globalagritrends.com

Ms Mallory GAINES

Policy Analyst, Cattle Health

National Cattlemen's Beef Association
1301 Pennsylvania Avenue, Suite 300
20004 Washington, DC

UNITED STATES OF AMERICA

Tel: +12028799132

E-mail: mgaines@beef.org

Mr Scott HOLMSTROM

Sr. Director , Global Regulatory Affairs
Elanco Animal Health

2500 Innovation Way

46140 Greenfield

UNITED STATES OF AMERICA

Tel: +1 317 433 7499

Fax: +1 317 277 4755

E-mail: Holmstrom_scott_d@elanco.com
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Mr Kimon KANELAKIS
Pharmacologist

Center for Veterinary Medicine

U.S. Food and Drug Administration
7500 Standish Place, HFV — 153
20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 402 0827

E-mail: kimon.kanelakis@fda.hhs.gov

Ms Courtney KNUPP

Deputy Director of International Trade Policy, Sanitary
and Technical Issues

National Pork Producers Council

122 C Street, NW Suite 875

20001 Washington, DC

UNITED STATES OF AMERICA

Tel: +1-202-347-3600

E-mail: knuppc@nppc.org

Ms Sara KUCENSKI

Agriculture Scientific Analyst
Foreign Agriculture Service

U.S. Department of Agriculture

1400 Independence Avenue, SW
20250 Washington, DC

UNITED STATES OF AMERICA
Tel: +12027206741

Fax: +12027200433

E-mail: sara.kucenski@fas.usda.gov

Ms Mary Frances LOWE

U.S. Codex Manager

U.S. Codex Office

U.S. Department of Agriculture

1400 Independence Avenue, SW, South Building,
Room 4861

20250 Washington, DC

UNITED STATES OF AMERICA

Tel: +1.202.205.7760

E-mail: maryfrances.lowe@fsis.usda.gov

Mr Bruce MARTIN

Director, Regulatory Affairs
Bayer Animal Health

P.O. Box 390

66201 Shawnee, KS 66201
UNITED STATES OF AMERICA
Tel: +19132682779

Fax: +19132682075

E-mail: bruce.martin@bayer.com

Ms Barbara MCNIFF

Senior International Issues Analyst

U.S. Codex Office

U.S. Department of Agriculture

1400 Independence Avenue, Room 4870
20250-3700 Washington, DC

UNITED STATES OF AMERICA

Tel: +1 202 690 4719

Fax: +1 202 720 3157

E-mail: barbara.mcniff@fsis.usda.gov
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Mr Charles PIXLEY

Director

Laboratory Quality Assurance Staff, USDA Food Safety
and Inspection Service

U.S. Department of Agriculture

Russell Research Center, 950 College Station Road
30605 Athens, GA

UNITED STATES OF AMERICA

Tel: +1 706 546 3559

E-mail: charles.pixley@fsis.usda.gov

Ms Brandi ROBINSON

ONADE International Coordinator
Center for Veterinary Medicine

U.S. Food and Drug Administration
7500 Standish Place HFV-100
20855 Rockville, MD

UNITED STATES OF AMERICA

Tel: +1 240 402 0645

E-mail: brandi.robinson@fda.hhs.gov

Mr Brian RONHOLM

Deputy Under Secretary for Food Safety
Office of Food Safety

U.S. Department of Agriculture

1400 Independence Avenue S.W.
20250-0121 Washington, DC

UNITED STATES OF AMERICA

Tel: +1 202 720 0351

E-mail: Brian.Ronholm@osec.usda.gov

Ms Kathy SIMMONS

Chief Veterinarian

National Cattlemen's Beef Association
1301 Pennsylvania Avenue, NW,
Suite 300

20004-1701 Washington, DC
UNITED STATES OF AMERICA

Tel: +1 202 347 0228

Fax: +1 202 638 0607

E-mail: ksimmons@beef.org

Ms Karen STUCK

Principal

KDS Associates

148 North Carolina Ave. SE
20003 Washington DC

UNITED STATES OF AMERICA
Tel: +1 202 544 0395

E-mail: karenstuck@comcast.net

Ms Dong YAN

Biologist

Center for Veterinary Medicine
U.S. Food and Drug Administration
7500 Standish Place, HFV -151
20855 Rockville, MD

UNITED STATES OF AMERICA
Tel: +1 240 402 0825

E-mail: dong.yan@fda.hhs.gov

URUGUAY

Ms Natalia CARDOZO

Tecnica de la Seccion de Registro y Fiscalizacion
Ministerio de Ganaderia Agricultura y Pesca
Departamento de Control Veterinario

Ruta 8 km 17500

12100 Montevideo

URUGUAY

E-mail: ncardozo@mgap.gub.uy
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Mr Jorge ALVES SUAREZ

Especialista Industria de la Carne
Parque cientifico y tecnologico de Pando
Bypass Ruta 8 y 101

11000 Montevideo

URUGUAY

Tel: +598 99111732

E-mail: Jorgealves@microbioticos.com

OBSERVERS
OBSERVATEURS
OBSERVADORES

UNITED NATIONS AND OTHER RELATED
ORGANIZATIONS - NATIONS UNIES ET AUTRES
ORGANISATIONS APPARENTEES - NACIONES
UNIDAS Y OTRAS ORGANIZACIONES AFINES

INTERNATIONAL ATOMIC ENERGY AGENCY
(IAEA)

Mr James Jacob SASANYA

Food Safety Specialist (Veterinary Drugs)
International Atomic Energy Agency

Nuclear Sciences and Application, Joint FAO/IAEA
Division of Nuclear Techniques in Food and Agriculture,
Food and Environmental Protection Section
Vienna International Center

Po Box 100, 1400 Vienna

AUSTRIA

Tel: 00431260026058

E-mail: .sasanya@iaea.org

INTERNATIONAL GOVERNMENTAL
ORGANIZATIONS - ORGANISATIONS
GOUVERNEMENTALES INTERNATIONALES -
ORGANIZACIONES GUBERNAMENTALES
INTERNACIONALES

AFRICAN UNION (AU)

Mr Raphael COLY

Project Coordinator of PANSPSO

African Union Interafrican Bureau for Animal Resources
(AU/IBAR)

African Union

Westlands Road, Kenindia Business Park
P.O. Box 30786-00100 Nairobi

KENYA

Tel: +254203674323

Fax: +254203674341

E-mail: raphael.coly@au-ibar.org

INTER-AMERICAN INSTITUTE FOR COOPERATION
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Appendix Il

RESPONSES OF CCRVDF22 TO THE 2014-2019 STRATEGIC PLAN IMPLEMENTATION

Responses of CCRVDF22 are shown in bold and underlined font.

Strategic Goal Objective Activity Expected Outcome | Measurable
Indicators/Outputs
1: Establish 1.1: Establish new 1.1.1: Consistently New or updated - Priority setting

international food
standards that
address current and
emerging food issues.

and review existing
Codex standards,
based on priorities
of the CAC

apply decision-making
and priority-setting
criteria across
Committees to ensure
that the standards and
work areas of highest
priority are progressed
in a timely manner.

standards are
developed in a timely
manner

criteria are reviewed,
revised as required
and applied.

- # of standards
revised and # of new
standards developed
based on these
criteria.

Question to the Committee:
Is this activity relevant to the work of the Committee? YES

Does the Committee use any specific criteria for standards development?
CCRVDEF has developed specific criteria for including veterinary drugs in the Priority List for the establishment
of MRLs (Section 3.1.2 Establishment of Priority List of the Risk Analysis Principles applied by the Codex
Committee on Veterinary Drugs in Foods in the Procedural Manual).

Does the Committee intend to develop such criteria?

NO.

1.2: Proactively
identify emerging
issues and Member
needs and, where
appropriate,
develop relevant
food standards.

1.2.1: Develop a
systematic approach to
promote identification of
emerging issues related
to food safety, nutrition,
and fair practices in the
food trade.

Timely Codex
response to
emerging issues and
to the needs of
Members.

- Committees
implement
systematic
approaches for
identification of
emerging issues.

- Regular reports on
systematic approach
and emerging issues
made to the
CCEXEC through
the Codex
Secretariat.

Question to the Committee:
Is this activity relevant to the work of the Committee? YES

How does the Committee identify emerging issues and member’s needs?

Emerqging issues are identified by Members, other committees, FAO/WHO and other international organizations

with Observer status and are brought to the attention of the Committee.

Is there a systematic approach? Is it necessary to develop such an approach?
however, there might be a need to develop one should the current

Currently there is no systematic approach;

process be found to be insufficient.

1.2.2: Develop and
revise international and
regional standards as
needed, in response to
needs identified by
Members and in
response to factors that
affect food safety,
nutrition and fair
practices in the food
trade.

Improved ability of
Codex to develop
standards relevant to
the needs of its
Members.

- Input from
committees
identifying and
prioritizing needs of
Members.

- Report to CCEXEC
from committees on
how standards
developed address
the needs of the
Members as part of
critical review
process.

Included in question to 1.2.

2: Ensure the
application of risk
analysis principles in
the development of
Codex standards.

2.1: Ensure
consistent use of
risk analysis
principles and
scientific advice.

2.1.1: Use the scientific
advice of the joint
FAO/WHO expert
bodies to the fullest
extent possible in food
safety and nutrition

Scientific advice
consistently taken
into account by all
relevant committees
during the standard
setting process.

-. # of times the
need for scientific
advice is:

- identified,

- requested and,

- utilized in a timely
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Strategic Goal Objective Activity Expected Outcome | Measurable
Indicators/Outputs
standards development manner.

based on the “Working
Principles of Risk
Analysis for Application
in the Framework of the
Codex Alimentarius”.

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

Does the committee request scientific advice in course of its work, how often does it request such advice? Does the
committee always use the scientific advice, if not, why not?

The work of CCRVDF is based on the scientific advice provided by JECFA. The use by Members of the “Concern
Form” is an additional tool, developed by CCRVDF, to bring scientific concerns to the attention of JECFA.

The Committee may also develop codes of practice focussed on provision and more operational risk
management advice to national authorities. Such codes are developed by the Committee taking into account the
established risk analysis principles.

Increase in scientific | - # of scientists and
and technical experts | technical experts as
at the national level part of Member

2.1.2: Encourage
engagement of scientific
and technical expertise
of Members and their

representatives in the
development of Codex

contributing to the
development of
Codex standards.

delegations.
- # of scientists and
technical experts

standards. providing appropriate
input to country

positions.

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

How do members make sure that the necessary scientific input is given into country positions and that the composition of
the national delegation allows to adequately present and discuss this position? What guidance could be given by the
Committee or FAO and WHO?

Members involve their scientific and technical experts (from within and outside government) to provide inputs
and comments to the work of CCRVDF. Delegations include experts who have technical knowledge and
expertise to participate in the discussion.

Training and ad hoc workshops can contribute to strengthen technical participation of countries in the work of
CCRVDEF.

2.1.3: Ensure that all Enhanced - # of committee
relevant factors are fully | identification, and documents
considered in exploring documentation of all | identifying all

risk management relevant factors relevant factors
options in the context of | considered by guiding risk
Codex standard committees during management
development. the development of recommendations.

Codex standards. - # of committee
documents clearly
reflecting how those
relevant factors were
considered in the
context of standards
development.

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

How does the Committee ensure that all relevant factors have been taken into account when developing a standard and
how are these documented?

In conducting its work in developing Codex standards, risk management principles and guidelines, CCRVDF is
bound by the Procedural Manual and the Codex mandate. The Committee follows the Working Principles for
Risk Analysis _and the Risk Analysis Principles applied by the Codex Committee on Residues of Veterinary
Drugs in Foods and ensures that only legitimate factors, as described in the Procedural Manual, are taken into
account.

- # of web
publication/
communications
relaying Codex
standards.

- # of media releases
disseminating Codex
standards.

2.1.4: Communicate the
risk management
recommendations to all
interested parties.

Risk management
recommendations
are effectively
communicated and
disseminated to all
interested patrties.
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Measurable
Indicators/Outputs

Strategic Goal Objective Activity Expected Outcome

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

When taking a risk management decision, does the committee give guidance to members how to communicate this
decision? Would more consideration of this be helpful to members?

Communication of the risk management recommendations are done through standards, quidelines and other
related texts, which are posted on the Codex website. The development of an overarching Codex
communication strategy that is fine tuned to the specific audience in each committee would be helpful to
members.

3: Facilitate the 3.1: Increase the 3.1.5: To the extent Active participation - Report on number

effective participation effective possible, promote the of Members in of committees and
of all Codex Members. | participation of use of the official committees and working groups using
developing languages of the working groups. the languages of the

Commission in Commission
committees and working

groups.

countries in Codex.

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

Is the use of official languages in working groups of the committee sufficient? The Committee uses English, French
and Spanish for its Working Groups (WGs) as much as possible.

What are the factors determining the choice of languages? How could the situation be improved?

The Committee determines the choice of language based primarily on the availability of resources and on the
host of the WG. Expanding the use of languages in all WGs would enhance participation and inclusiveness; co-
Chair arrangement can assist in this respect.

3.2: Promote
capacity
development
programs that
assist countries in
creating sustainable
national Codex
structures.

3.2.3: Where practical,
the use of Codex
meetings as a forum to
effectively conduct
educational and
technical capacity
building activities.

Enhancement of the
opportunities to
conduct concurrent
activities to maximize
use of the resources
of Codex and
Members.

-. # of activities
hosted on the
margins of Codex
meetings.

Question to the Committee:
Is this activity relevant to the work of the Committee? YES
Does the Committee organize technical capacity activities or other activities in the margins of Committee sessions? If
yes — how many and with which topics have been organized in the past. If no — could this be useful and what topics could

be addressed?

Workshops for first time delegates have been organised in conjunction with CCRVDF.

The following are possible topics for technical workshops to be organised in conjunction with CCRVDF

sessions:

e Procedure for risk assessments of veterinary drug residues in food (training by JECFA), including dietary

exposure assessment;

e Use of veterinary drugs in food producing animals and their impact on food safety;

e Preparation of update procedural guidance for the submission of scientific and technical

studies for risk

assessment.

4: Implement
effective and efficient
work management
systems and
practices.

4.1: Strive for an
effective, efficient,
transparent, and
consensus based
standard setting
process.

4.1.4: Ensure timely
distribution of all Codex
working documents in
the working languages
of the

Committee/Commission.

Codex documents
distributed in a more
timely manner
consistent with
timelines in the
Procedural Manual.

- Baseline Ratio (%)
established for
documents
distributed at least 2
months prior to
versus less than 2
months prior to a
scheduled meeting.
- Factors that
potentially delay the
circulation of
documents identified
and addressed.

- An increase in the
ratio (%) of
documents circulated
2 months or more
prior to meetings.
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Measurable
Indicators/Outputs

Strategic Goal Objective Activity Expected Outcome

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

Does the Committee have a mechanism in place to ensure timely distribution of documents? What could be done to
further improve the situation?

The requirement for timely distribution of documents is stated in the Procedural Manual. Close monitoring of the
activities of EWGs and adherence to deadlines (e.q. request for comments) would help ensuring more timely
preparation and distribution of documents in all languages.

4.1.5: Increase the Improved efficiency - # of physical
scheduling of Work in use of resources working group
Group meetings in by Codex meetings in
conjunction with committees and conjunction with
Committee meetings. Members committee meetings,
where appropriate.

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

Does the Committee hold physical working groups independent of Committee sessions? If yes — why is this necessary?
NO, PWGs are usually held in conjunction with the CCRVDFE sessions either as pre-session or in-session WGs.

4.2: Enhance 4.2.1: Improve the Members and - Training material on
capacity to arrive at | understanding of Codex | delegates awareness | guidance to achieve
consensus in Members and delegates | of the importance of | consensus
standards setting of the importance of and | consensus in the developed and made
process. approach to consensus | Codex standard available in the
building of Codex work. | setting process languages of the
improved. Commission to
delegates.

- Regular
dissemination of
existing material to
Members through
Codex Contact
Points.

- Delegate training
programs held in
association with
Codex meetings.

- Impediments to
consensus being
achieved in Codex
identified and
analysed and
additional guidance
developed to
address such
impediments, if
necessary.

Question to the Committee:

Is this activity relevant to the work of the Committee? YES

Are there problems with finding consensus in the Committee? If yes — what are the impediments to consensus? What
has been attempted and what more could be done?

The importance of animal derived food in trade, society and public health has caused problems on certain
topics; however CCRVDF is making all efforts to ensure that its decisions are taken on the basis of consensus.
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Appendix I

PROPOSED DRAFT RISK MANAGEMENT RECOMMENDATION FOR RESIDUES OF VETERINARY
DRUGS

(at Step 3 of the Elaboration Procedure)

GENTIAN VIOLET (antibacterial, antifungal and anthelminthic agent)
JECFA evaluation: 78" (2013) JECFA

Recommended risk management measures

OPTION 1

In view of the JECFA conclusions on the available scientific information, there is no safe level of residues of
gentian violet or its metabolites in food that represents an acceptable risk to consumers. For this reason,
competent authorities should prevent residues of gentian violet in food. This can be accomplished by not
using gentian violet in food producing animals.

OPTION 2

In view of the JECFA conclusions on the available scientific information, there is no safe level of residues of
gentian violet or its metabolites in food that represents an acceptable risk to consumers. For this reason,
competent authorities should prevent residues of gentian violet in food.
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Appendix IV

PROPOSED DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS
(at Step 5/8 of the Elaboration Procedure)

DERQUANTEL (anthelmintic agent)
Acceptable Daily Intake (ADI):

Estimated Dietary Exposure (TMDI):

0-0.3 pg/kg body weight on the basis of a lowest-observed-
adverse-effect level (LOAEL) of 0.1 mg/kg body weight per day for
acute clinical observations in dogs, consistent with antagonistic
activity on the nicotinic acetylcholine receptors. A safety factor of
300 was applied to the LOAEL (75" JECFA, 2011).

There were insufficient data to calculate an EDI, and the TMDI
approach was used. Using the model diet and the MT:TR approach,
these MRLs result in an estimated dietary exposure of
6.8 pg/person, which represents approximately 38% of the upper
bound of the ADI (78" JECFA, 2013).

Residue Definition: Derquantel.

Species Tissue MRLs (ug/kg) Step JECFA
Sheep Muscle 0.3 5/8 78
Sheep Liver 0.8 5/8 78
Sheep Kidney 0.4 5/8 78
Sheep Fat 7.0 5/8 78

EMAMECTIN BENZOATE (antiparasitic agent)

Acceptable Daily Intake (ADI):

Estimated Dietary Exposure (EDI):

Residue Definition:

ADI of 0-0.5 pg/kg body weight established by the Joint FAO/WHO
Meeting on Pesticide Residues (JMPR) in 2011, based on an
overall no-observed-adverse effect level (NOAEL) of 0.25 mg/kg
body weight per day for neurotoxicity from 14- and 53-week studies
in dogs, supported by an overall NOAEL of 0.25 mg/kg body
weight per day from 1- and 2-year studies in rats. An uncertainty
factor of 500 was applied to the NOAEL, which includes an
additional uncertainty factor of 5 to account for the steep dose—
response curve and irreversible histopathological effects in neural
tissues at the lowest-observed-adverse-effect level (LOAEL) in
dogs, as used by JMPR and confirmed by the current Committee
(78"™ JECFA, 2013).

11 ug/person per day, which represents approximately 37% of the
upper bound of the ADI (78th JECFA, 2013).

Emamectin Bla.

Species Tissue MRLs (ug/kg) Step JECFA
Salmon Muscle 100 5/8 78
Salmon Fillet* 100 5/8 78
Trout Muscle 100 5/8 78
Trout Fillet* 100 5/8 78

#Muscle plus skin in natural proportion.

Keys for List of MRLs for Veterinary Drugs

Step: (n), revised MRL; (a), amended MRL; T, temporary MRL.
JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL was

recommended/considered.

CCRVDF: Session number of the CCRVDF where the MRL was considered and Appendix number of its report where the

MRL is contained.
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MONEPANTEL (anthelminthic)
Acceptable Daily Intake (ADI):

Estimated Dietary Exposure (EDI):

Residue Definition:
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0-20 pg/kg body weight on the basis of a no-observed-adverse-
effect level (NOAEL) of 1.8 mg/kg body weight per day considering
liver effects in mice, and a safety factor of 100, with rounding to
one significant figure (75" JECFA, 2011).

Using the model diet and marker residue to total residue ratios of
1.00 for muscle and 0.66 for fat, liver and kidney, and applying a
correction factor of 0.94 to account for the mass difference
between monepantel sulfone (the marker residue) and monepantel,
the EDI is 446 pg/person per day, which represents approximately
37% of the upper bound of the ADI (78" JECFA, 2013).

Monepantel sulfone, expressed as monepantel.

Species Tissue MRLs (pg/kg) Step JECFA
Sheep Muscle 500 5/8 78
Sheep Liver 7000 5/8 78
Sheep Kidney 1700 5/8 78
Sheep Fat 13000 5/8 78

Keys for List of MRLs for Veterinary Drugs

Step: (n), revised MRL; (a), amended MRL; T, temporary MRL.
JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL was

recommended/considered.

CCRVDF: Session number of the CCRVDF where the MRL was considered and Appendix number of its report where the

MRL is contained.
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Appendix V

PROPOSED DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS
(at Step 4 of the Elaboration Procedure)

IVERMECTIN (antiparasitic agent)
Acceptable Daily Intake (ADI): 0-1 pg/kg body weight (40th JECFA, 1992).

Estimated Dietary Exposure (TMDI):  The 40" JECFA (WHO TRS No. 832, 1993) included an estimate
of the potential intake from muscle. No further assessment of
dietary exposure was undertaken at the current meeting

Residue Definition: Ivermectin Bla.
Species Tissue MRLs (pg/kg) Step JECFA
Cattle Muscle 4 3 78

LASALOCID SODIUM (antiparasitic agent)

Acceptable Daily Intake (ADI): 0-5 pg/kg body weight on the basis of a NOAEL of 0.5 mg/kg body
weight per day from a developmental toxicity study in rabbits and a
multigeneration reproductive toxicity study in rats, with application
of an uncertainty factor of 100 for interspecies and intraspecies
variability (78" JECFA, 2013).

Estimated Dietary Exposure (EDI): 80 pg/person per day was calculated, which represents
approximately 27% of the upper bound of the ADI (78" JECFA,
2013).
Residue Definition: Lasalocid A.
Species Tissue MRLs (ug/kg) Step JECFA
Chicken Muscle 400 4 78
Chicken Liver 1200 4 78
Chicken Kidney 600 4 78
Chicken Skin + Fat 600 4 78
Turkey Muscle 400 4 78
Turkey Liver 1200 4 78
Turkey Kidney 600 4 78
Turkey Skin + Fat 600 4 78
Quail Muscle 400 4 78
Quail Liver 1200 4 78
Quail Kidney 600 4 78
Quail Skin + Fat 600 4 78
Pheasant Muscle 400 4 78
Pheasant Liver 1200 4 78
Pheasant Kidney 600 4 78
Pheasant Skin + Fat 600 4 78

NoTE: The 78" JECFA extended the MRLs in chicken to turkey and quail and extrapolated the MRLs in
chicken to pheasant. No information was available for duck, including on approved uses. As the compound is
not registered for use in laying hens, according to the sponsor, it is not appropriate to recommend MRLs for

€gg

Keys for List of MRLs for Veterinary Drugs

Step: (r), revised MRL; (a), amended MRL; T, temporary MRL.

JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL was
recommended/considered.

CCRVDF: Session number of the CCRVDF where the MRL was considered and Appendix number of its report where the
MRL is contained.
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Appendix VI

DRAFT AND PROPOSED DRAFT MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS
(discontinued by CCRVDF22)

MONEPANTEL (anthelminthic)

Acceptable Daily Intake (ADI): 0-20 pg/kg body weight on the basis of a no-observed-adverse-
effect level (NOAEL) of 1.8 mg/kg body weight per day considering
liver effects in mice, and a safety factor of 100, with rounding to
one significant figure (75th JECFA, 2011).

Estimated Dietary Exposure (EDI): Using the model diet and a ratio of marker residue to total residue
of 100% for muscle and 66% for fat, liver and kidney, and applying
a correction factor of 0.94 to account for the mass difference
between the marker residue and monepantel, the EDI is 201
pg/person, which represents 17% of the upper bound of the ADI
(75" JECFA, 2011).

Residue Definition: Monepantel sulfone.

Species Tissue MRLs (ug/kg) Step JECFA
Sheep Muscle 300 7 75
Sheep Liver 3000 7 75
Sheep Kidney 700 7 75
Sheep Fat 5500 7 75

DERQUANTEL (antiparasitic agent)

Acceptable Daily Intake (ADI): 0-0.3 pg/kg body weight on the basis of a lowest-observed-
adverse-effect level (LOAEL) of 0.1 mg/kg body weight per day for
acute clinical observations in dogs, consistent with antagonistic
activity on the nicotinic acetylcholine receptors. A safety factor of
300 was applied to the LOAEL (75th JECFA, 2011).

Estimated Dietary Exposure (TMDI):  As the ADI was based on an acute effect, the 75" JECFA (2011)
did not calculate an EDI. Using the model diet of 300 g muscle,
100 g live, 50 g kidney, 50 g fat and 1.5 liter of milk with the MRLs
recommended, the theoretical maximum daily intake (TMDI) is 8
pg/person, which represents 45% of the upper bound of the ADI
(75" JECFA, 2011).

Residue Definition: Derquantel.

Species Tissue MRLs (ng/kg) Step JECFA
Sheep Muscle 0.2 4 75
Sheep Liver 2.0 4 75
Sheep Kidney 0.2 4 75
Sheep Fat 0.7 4 75

The 75" JECFA was not able to recommend a MRL for sheep milk, as no residue data were provided.

Keys for List of MRLs for Veterinary Drugs

Step: (r), revised MRL; (a), amended MRL; T, temporary MRL.

JECFA: Meeting number of the Joint FAO/WHO Expert Committee on Food Additives where the MRL was
recommended/considered.

CCRVDF: Session number of the CCRVDF where the MRL was considered and Appendix number of its report where the
MRL is contained.
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Appendix VI

PROPOSED DRAFT RISK MANAGEMENT RECOMMENDATION FOR RESIDUES OF VETERINARY
DRUGS

(at Step 5/8 of the Elaboration Procedure)

DIMETRIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) JECFA

Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of dimetridazole or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of dimetridazole in food. This can be accomplished by not using dimetridazole in food producing
animals.

IPRONIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) JECFA

Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of ipronidazole or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of ipronidazole in food. This can be accomplished by not using ipronidazole in food producing
animals.

METRONIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) JECFA

Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of metronidazole or its metabolites in food representing an acceptable risk
to consumers, significant health concerns were identified. For this reason, competent authorities should
prevent residues of metronidazole in food. This can be accomplished by not using metronidazole in food
producing animals.

RONIDAZOLE (antiprotozoal agent and antibacterial agent)
JECFA evaluation: 34™ (1989) and 42™ (1994) JECFA
Recommended risk management measures

In view of the JECFA conclusions, although insufficient data were available or there was a lack of data to
establish a safe level of residues of ronidazole or its metabolites in food representing an acceptable risk to
consumers, significant health concerns were identified. For this reason, competent authorities should prevent
residues of ronidazole in food. This can be accomplished by not using ronidazole in food producing animals.
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Appendix VI

Name of Compound

Question(s) to be
answered

Data Availability / Timing

Proposed by

Comments

When will data package be
available

PART A: Compounds proposed for (re)evaluation by JECFA

Amoxicillin Request MRL Nominator notes that Republic of Korea JECFA ADI of 0-0.7 pg/kg body Republic of Korea has data
establishment in flat fish relevant MRLs are weight on the basis of available, see CRD28.
muscle and skin in natural | established in a number of microbiological effects (2011). Could be submitted for 81
proportions countries. MRLs established in the European JECFA.
And explore extrapolation | Some data in public Union for all food producing The future Call for Data
to other finfish. domain. species. should include a request to
IFAH members unable to Classified by WHO as critically submit all relevant GVPs so
provide data. important antimicrobial in human that JECFA can explore
Republic of Korea has medicine (CIA). Prudent use in extrapolation to other finfish.
method, residue, animal husbandry recommended.
pharmacokinetic and Classified by OIE as critically
monitoring data (nomination important antimicrobial in veterinary
and CRD 28). medicine (VCIA) with comments
including: This class is very
important in the treatment of many
diseases in a broad range of animal
species. Few economical
alternatives are available.
Ampicillin Request ADI & MRL Nominator notes that Republic of Korea MRLs established in the European No data to allow

establishment in fin fish
muscle and skin in natural
proportions.

relevant MRLs are
established in a number on
countries. Availability of
sponsor data not clear.
Some data in public
domain.

IFAH members unable to
provide data.

Republic of Korea has
method, residue,
pharmacokinetic and
monitoring data (homination
and CRD 28).

Union for all food producing
species.

Classified by WHO as critically
important antimicrobial in human
medicine (CIA). Prudent use in
animal husbandry recommended.
Classified by OIE as critically
important antimicrobial in veterinary
medicine (VCIA) with comments
including: This class is very
important in the treatment of many
diseases in a broad range of animal
species. Few economical
alternatives are available.

establishment of ADI.

Leave on list, but not for 81%
JECFA.

Data availability will be
confirmed at CCRVDF23.
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Name of Compound

Question(s) to be
answered

Data Availability / Timing

Proposed by

Comments

When will data package be
available

Diflubenzuron

Request MRL
establishment in finfish
(salmon) muscle and skin
in natural proportions.

Nominator notes
pharmacokinetic,
metabolism, residue
depletion and method data
available on request.
Previous JMPR reports.

Norway

ADI of 0-0.02 mg/kg body weight
previously established by IMPR
(1985). In 2001 JMPR confirmed the
ADI established in 1985. MRL
established in the European Union
for Salmonidae.

Norway notes CVMP is considering
toxicological significance of
metabolite 4-chloroaniline.

Data are available.

Ivermectin Request re-evaluation of Toxicity in dogs, human United States of JECFA ADI of 0-1 pug/kg body Data are available.
the current JECFA ADI and | tolerance and other use America weight (1992). MRLs established by | Additional residue depletion
re-evaluation of MRLs in all | information in humans. Codex and by many jurisdictions, and kinetic data available
cattle tissues based on the | Residue depletion study. including for all mammalian food from Argentina.
revised ADI and other Sponsor confirmed data producing species in the European
pertinent information. availability. Union. Cattle muscle MRL to be
considered by CCRVDF22.
Lufenuron Request ADI and MRL in Norway and Chile Finfish MRL established in the Data will be available by June

finfish (salmonoids) muscle
and skin in natural
proportions.

European Union.
Lufenuron on JMPR schedule for
toxicology evaluation in 2015.

2016.

Full data package
(toxicological and residue
data).

Teflubenzuron

Request MRL
establishment in finfish
(salmon) muscle and skin
in natural proportions.

Nominator notes data exists
and that relevant MRLs are

established in a number on

countries.

Norway

ADI of 0-0.01 mg/kg body weight
previously established by IMPR
(1994). Proposed for periodic
review by JMPR in 2016. MRL
established in the European Union
for Salmonidae.

Toxicological and residue
data are available.

Sisapronil (formally

Request ADI and MRLs in

United States of

From RVDF21

Tox and residue data have

known as cattle tissues (liver, kidney, America been submitted to JECFA

phenylpyrazole) muscle and fat). Secretariat and will be
considered by 81% JECFA;
NOTE: currently no
registration.

Ethoxyquin (feed Request MRL in shrimp Philippines From CCRVDF21. No data submitted in

additive use)

muscle.

ADI 0-0.005 mg/kg bw (2005
JMPR). The ADI and the ARfD are
applicable to ethoxyquin and its
metabolites/degradation products
methylethoxyquin (MEQ),
dihydroethoxyquin (DHEQ),
dehydrimethylethoxyquin (DHMEQ).
ARfD 0.5 mg/kg bw (2005 JMPR)

response to Call for data.
Data availability will be
confirmed at CCRVDF23.
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Name of Compound Question(s) to be | Data Availability / Timing Proposed by Comments When will data package be
answered available
Zilpaterol hydrochloride Consider potential risks of China RVDF22/CRD26 Residue data have been

residues in animal lungs
and other edible offal

submitted to JECFA
Secretariat and will be
considered by 81% JECFA.

PART B: Concern Forms

and other General Consider

ations for JECFA

Species definitions for
fish for use in MRL
setting and extrapolation
(using emamectin
benzoate as example)

Referred from plenary (see
report para. 110).

To be considered at 81%
JECFA.

Lasalocid sodium

Referred from plenary (see
report para. 84):

Concern form lodged by
European Union (CRD13).
Concern form to be lodged
by Canada on basis of
CRD27.

To be considered at 81%
JECFA.




