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MRLs and RMRs 
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veterinary drugs 
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Appendix II 

CCEXEC84/ 
CAC46 Discontinuation  • MRLs for ivermectin (sheep, pigs and 
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- - 28,  
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kidney and milk 

• Benzylpenicillin –muscle, liver, 
kidney, milk 

• Cyhalothrin –muscle, fat, liver, 
kidney, milk 

• Cypermethrin –muscle, fat, liver, 
kidney 

• Deltamethrin –muscle, fat, liver, 
kidney 

• Levamisole –muscle, fat, liver, 
kidney 

• Moxidectin –muscle, fat, liver, 
kidney 

• Spectinomycin –muscle, fat, liver, 
kidney, milk 
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PWG on 
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CCRVDF27 

Consideration 
for endorsement 
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other parts of the priority list 

- 144 
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10 
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databases to assist with the discussion on extrapolation of MRL for 
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46 
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INTRODUCTION 

1. The Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF) held its 26th Session, in Portland, Oregon, 
United States of America, from 13 to 17 February 2023, at the kind invitation of the Government of the United States 
of America. Ms Brandi Robinson, International Program Manager, Office of New Animal Drug Evaluation, Center for 
Veterinary Medicine, United States Food and Drug Administration, chaired the session which was attended by 
47 Member countries, one Member organization and six Observer organizations. The list of participants is contained in 
Appendix I. 

OPENING OF THE SESSION 

2. Dr Allan Azegele, Vice Chairperson of the Codex Alimentarius Commission (CAC), opened the session and extended his 
warmest welcome to all participants. Dr Azegele commended the work undertaken by CCRVDF to develop standards 
and texts related to safe residues of veterinary drugs in food and feed, which contributed to the achievement of the 
mandate of Codex.  

3. Ms Brandi Robinson, Chairperson of CCRVDF, also addressed the Committee recalling that veterinary drugs were 
important to the health and wellbeing of animals and a safe and abundant food supply. She further stressed that, with 
the challenges of food security and the importance of being good stewards of the resources and the environment, 
CCRVDF served an important role by providing a transparent forum where science-based standards could be developed 
to meet the needs of Members to protect consumer health and ensure fair practices in the food trade. 

4. Dr Markus Lipp and Dr Moez Sanaa, on behalf of FAO and WHO respectively, also addressed the meeting. 

Division of Competence1  

5. CCRVDF noted the division of competence between the European Union and its Member States, according to paragraph 
5, Rule II of the Procedure of the CAC. 

ADOPTION OF THE AGENDA (Agenda Item 1)2 

6. CCRVDF: 

(i) adopted the provisional agenda as the agenda for the session; and  

(ii) agreed to consider the extrapolation of Maximum Residue Limits (MRLs) for camelid tissues and milk under 
Agenda Item 7. 

MATTERS REFERRED BY CAC AND/OR OTHER SUBSIDIARY BODIES (Agenda Item 2)3 

7. The Codex Secretariat introduced the document and presented the crosscutting activities taking place at the Executive 
Committee (CCEXEC) and CAC, including guidance on the application of the Statements of principle concerning the role 
of science in the Codex decision-making process and the extent to which other factors are taken into account (SoP), new 
food sources and production systems, monitoring the use and impact of Codex standards and the 60th Anniversary of 
Codex. 

8. The Codex Secretariat confirmed that CAC45 (2022) had adopted the MRLs for zilpaterol hydrochloride at Step 5 and 
that a CL would be issued requesting comments at Step 6 for consideration by CAC46 (2023). 

9. Dr Azegele, Vice Chairperson of CAC, informed CCRVDF that the Chairperson and Vice Chairpersons of CAC would 
undertake informal consultations with all relevant parties from mid-2023, to encourage and enable sustained efforts to 
build consensus in relation to the MRLs for zilpaterol hydrochloride in advance of CAC46. The CAC Vice Chairperson also 
informed CCRVDF on the results of the work on the future of Codex, recalling that CCEXEC considered procedural issues 
related to the nature of meetings (hybrid/virtual), development of new work and work of electronic working groups and 
that a blueprint would be presented to CCEXEC84 (2023). 

Conclusion 

10. CCRVDF: 

(i) noted the matters for information referred by CAC and CCEXEC;  

(ii) encouraged Members and Observers, on the occasion of the 60th anniversary of Codex, to plan and 
implement activities to build awareness of Codex and to engage high level political support for Codex work 
and to consider the implementation of a national or regional event to mark the 60th anniversary;  

 
1  CRD01 
2  CX/RVDF 23/26/1 (Rev.) 
3  CX/RVDF 23/26/2 
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(iii) encouraged Members and Observers to actively engage in opportunities to contribute to the discussions 
in CCEXEC and CAC (i.e., the operationalization of the SoP; the future of Codex; new food sources and 
production systems, and monitoring the use of Codex standards) by providing replies to relevant CLs; and  

(iv) noted that the matters of coordination of work between the Codex Committee on Pesticide Residues 
(CCPR) and CCRVDF would be considered under Agenda Item 9. 

MATTERS OF INTEREST ARISING FROM FAO/WHO INCLUDING JECFA (Agenda Item 3)4 

11. The FAO JECFA Secretariat introduced the item and presented the outcomes of the 94th Meeting of the Joint FAO/WHO 
Expert Committee on Food Additives (JECFA) which was held virtually on 16–27 May 2022. JECFA94 recommended MRLs 
for ivermectin and nicarbazin and evaluated other compounds for which the assessment could not be finalized, due to 
incomplete data, in particular:  

• Imidacloprid: In view of the absence of a study to assess the impact of imidacloprid on representative human 
intestinal microbiota, it was not possible to establish an acceptable daily intake (ADI) and an acute reference 
dose (ARfD) for imidacloprid; therefore, MRLs could not be recommended. 

• Selamectin: JECFA94 evaluated selamectin as part of a pilot program on parallel review, as discussed at 
CCRVDF24. While specific MRLs could not be recommended for selamectin due to the lack of established good 
veterinary practice (GVP), a range of preliminary proposed MRL values, which may be useful in informing risk 
management, were derived for selamectin based on the currently available data. 

12. The FAO JECFA Secretariat also presented the general considerations resulting from JECFA94, namely: 

• JECFA’s comments on the parallel review process. 

• Estimation of dietary exposure to veterinary drug residues as performed by JECFA.  

• A risk-based decision tree approach for the safety evaluation of residues of veterinary drugs. General 
considerations for microbiological effects. 

13. The FAO JECFA Secretariat further provided an update regarding the FAO activities of relevance to CCRVDF, including 
the following: 

• FAO implemented a project funded by France to develop capacity in some countries in Latin America and the 
Caribbean on food safety risk assessment of residues of veterinary drugs in food. The project covered an 
extensive technical programme divided in various modules to help participants improve knowledge and 
understanding of how residues of veterinary drugs are assessed by JECFA as well as of the critical data required 
to be submitted for assessment by JECFA.  

• FAO published “Thinking about the future of food safety – A foresight report”5 which outlined how major global 
drivers and trends would shape food safety in tomorrow’s world. In particular the publication discussed some 
of the most important emerging issues in food and agriculture with a focus on food safety implications, 
including climate change, changing consumer behaviour and food consumption patterns, new food sources 
and food production systems, technological innovations and scientific advances, microbiome science, circular 
economy, and food fraud.  

• FAO elaborated the FAO Strategic Priorities for Food Safety within the FAO Strategic Framework 2022-31 which 
describe FAO’s work on food safety and how it will contribute to the 2030 Agenda. FAO’s food safety priorities 
belonged to four main strategic areas: strong multi-stakeholder governance for food safety, strong science to 
support food safety decisions, strong national food control systems and strong public-private cooperation for 
food safety.  

• As part of an organization-wide review of the impact of food systems on diet-related non communicable 
diseases, FAO carried out literature reviews on the impact on the gut microbiome of pesticides residues, 
microplastics and veterinary drugs. The reviews had been submitted to peer review and are in the FAO 
publication process.  

14. The WHO JECFA Secretariat informed CCRVDF that WHO’s work on Antimicrobial Resistance (AMR) had been re-
organized with the introduction of a dedicated AMR Division integrating all work on AMR, including AMR issues 
concerning the food chain and the coordination in the Tri-partite (renamed Quadripartite) work with FAO, OIE (now 
World Organisation for Animal Health (WOAH) and the United Nations Environment Programme (UNEP). 

 
4  CX/RVDF 23/26/3 
5  https://www.fao.org/documents/card/en/c/cb8667en 

https://www.fao.org/documents/card/en/c/cb8667en
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15. The WHO JECFA Secretariat further mentioned that this work would cover several areas, including: 

• Formation of a technical group to support and coordinate Integrated AMR surveillance. 

• Preparation for a summit to support human and animal medicines regulatory authorities (March 2023) to: 

o enhance regulation of antibiotics use; and 

o identify mechanisms to phase out over-the-counter sales of antimicrobials. 

• Development of the economic case for AMR: 

o estimate cost of ‘no action’; and 

o return on investment estimates of different initiatives. 

• Support a Global Leaders’ Group on AMR: 

o Advocacy for political action for responsible access and use of anti-microbials. 

Conclusion 

16. CCRVDF thanked FAO and WHO, and noted the information provided, and that other matters would be considered 
under the relevant items i.e., Agenda Items 6 and 10. 

MATTERS OF INTEREST ARISING FROM THE JOINT FAO/IAEA CENTRE (Agenda Item 4)6 

17. The Representative of the FAO/IAEA Centre introduced the item, informed CCRVDF about the ongoing activities of the 
Joint FAO/IAEA Centre and reported that more than 45 Member States had received support through technical 
cooperation projects. He stressed the continued support for food safety networks in Asia, Africa, Latin America and the 
Caribbean as an additional mechanism for capacity building and facilitating the exchange of information and sharing of 
scientific data. 

18. The Representative also mentioned the development, validation and transfer of analytical methods to Member State 
laboratories and the hosting of a database of analytical methods (Food Contaminant and Residues Information System) 
accessible to Member States for the use or contribution of methods for food production. He reported that 
representatives from 10 Members were supported to attend CCRVDF26 in person and further reported, as an example 
of the Joint Centre’s coordinated research activities, an ongoing five-year research project involving radiolabelled and 
non-radiolabelled depletion studies for veterinary pharmaceuticals and related compounds, in a range of food animal 
species, in accordance with CCRVDF efforts to elaborate Codex MRLs. He further called for partnerships to support 
provision or synthesis of radiolabelled material and building local capabilities to produce such material. He concluded 
his intervention requesting risk managers and interested stakeholders to support researchers undertaking depletion 
studies or related work of importance to standards setting in their countries. 

19. Member Countries and the Observer of the African Union expressed appreciation to the Joint FAO/IAEA Centre for the 
support and cooperation in strengthening food safety capacities in their countries, which had made significant 
contributions to improve their laboratories and food safety control systems in general. They looked forward to 
continued and increased collaboration with the Joint FAO/IAEA Centre in the future. 

Conclusion 

20. CCRVDF thanked the Joint FAO/IAEA Centre, and noted the information provided, including comments made by 
delegations. 

MATTERS OF INTEREST ARISING FROM WOAH INCLUDING VICH (Agenda Item 5)7 

21. The Chairperson informed CCRVDF that the Representative of the World Organisation for Animal Health (WOAH) could 
not attend the meeting and invited Members and Observers to carefully read CX/RVDF 23/26/5 which provided 
complete information on the activities carried out by WOAH and the International Cooperation on Harmonization of 
Technical Requirements for Registration of Veterinary Medicinal Products (VICH) relevant to the work of CCRVDF. 

Conclusion 

22. CCRVDF thanked WOAH and noted the information provided. 

  

 
6  CX/RVDF 23/26/4 
7  CX/RVDF 23/26/5 (Rev.) 
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MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS IN FOODS (Agenda Item 6)8 

MRLs FOR IVERMECTIN (SHEEP, PIGS AND GOATS – FAT, KIDNEY, LIVER AND MUSCLE) (AT STEP 7) (Agenda Item 6.1)9 

23. See Agenda Item 6.2. 

MRLs FOR IVERMECTIN (SHEEP, PIGS AND GOATS – FAT, KIDNEY, LIVER AND MUSCLE) AND NICARBAZIN (CHICKEN) 
(AT STEP 4) (Agenda Item 6.2)  

Ivermectin (sheep, pigs and goats – fat, kidney, liver and muscle) 

24. CCRVDF noted general support for the advancement of the MRLs to CAC46 for final adoption.  

25. Delegations noted that new higher MRLs had been proposed by JECFA94 based on updated data/information provided 
to JECFA. The MRLs are based on GVPs that allow shorter withdrawal periods with no associated safety concern. As 
JECFA had completed the re-evaluation and addressed all issues raised at CCRVDF25, the MRLs should be advanced for 
final adoption by CAC46.  

26. The European Union, while supporting the advancement of these MRLs for final adoption, expressed their reservation 
on the MRLs for sheep and goats (kidney and liver) and pigs (all MRLs) as they remained below those established in the 
EU. North Macedonia, Switzerland and United Kingdom also expressed their reservation on these MRLs for the reasons 
explained by EU.  

Conclusion 

27. CCRVDF agreed to advance the MRLs for ivermectin (sheep, pigs and goats – fat, kidney, liver and muscle) to CAC46 for 
adoption at Step 5/8 (Appendix II) while noting the reservations of the European Union, North Macedonia, Switzerland 
and the United Kingdom on the MRLs for sheep and goats (kidney and liver) and pigs (all MRLs) for the reasons indicated 
in paragraph 26. 

28. CCRVDF further agreed to discontinue work on the previous MRLs for ivermectin (sheep, pigs and goats – fat, kidney, 
liver and muscle) at Step 7 (Agenda Item 6.1) and to inform CAC46 accordingly.  

Nicarbazin (chicken) 

29. CCRVDF noted general support for the advancement of the MRLs to CAC46 for final adoption.  

30. In reply to a question regarding the reduction of the safety factor from 100 to 50 for the new ADI, the JECFA Secretariat 
explained that in a wet acidic environment such as the gut, nicarbazin dissolved into dinitrocarbanilide (DNC) and 
dimethylpyrimidine (HDP). Data received by JECFA indicated that administration of nicarbazin resulted in a considerably 
higher absorption of DNC in the gastrointestinal tract compared to when DNC is administered alone or as a mixture with 
HDP which supported the reduction of the safety factor while still remaining conservative.  

Conclusion 

31. CCRVDF agreed to advance the MRLs for nicarbazin (chicken) to CAC46 for adoption at Step 5/8 (Appendix II).  

EXTRAPOLATION OF MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS TO ONE OR MORE SPECIES (Agenda 
Item 7)10 

EXTRAPOLATED MRLs FOR DIFFERENT COMBINATIONS OF COMPOUNDS/COMMODITIES (AT STEP 4) (Agenda 
Item 7.1)  

32. The European Union, as Chair of the Electronic Working Group (EWG) and Physical Working Group (PWG), introduced 
the item and summarized key points of discussion, conclusions and recommendations of the working groups. He 
explained that the PWG had concluded that the proposed extrapolated MRLs in CX/RVDF 23/26/7, Appendix I complied 
with the agreed approach on extrapolation and recommended that CCRVDF advance them in the Step Procedure.  

  

 
8  CL 2022/71-RVDF; CX/RVDF 23/26/6 (Comments of Brazil, Chile, Costa Rica, Cuba, Egypt, Kenya, Panama, Peru and Saudi 

Arabia) 
9  CL 2022/71-RVDF; CX/RVDF 23/26/6 (Comments of Brazil, Chile, Costa Rica, Cuba, Egypt, Kenya, Panama, Peru and Saudi 

Arabia) 
10  CL 2022/76-RVDF; CX/RVDF 23/26/7; CX/RVDF 23/26/7-Add.1 (Comments of Brazil, Chile, EU, Kenya, Mauritius, Peru, 

Philippines, Uganda, USA, ICUMSA) 
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Proposed extrapolated MRLs 

Ruminants 

• Amoxicillin – muscle, fat, liver, kidney and milk 

• Benzylpenicillin – muscle, liver, kidney, milk 

• Cyhalothrin – muscle, fat, liver, kidney, milk 

• Cypermethrin – muscle, fat, liver, kidney 

• Deltamethrin – muscle, fat, liver, kidney 

• Levamisole – muscle, fat, liver, kidney 

• Moxidectin – muscle, fat, liver, kidney 

• Spectinomycin – muscle, fat, liver, kidney, milk 

• Tetracyclines – muscle, liver, kidney, milk  

• Tilmicosin – muscle, fat, liver, kidney 

Finfish 

• Deltamethrin – muscle 

• Flumequine – muscle 

33. To a request to extrapolate an MRL for benzylpenicillin for fat in other ruminants, it was clarified that there was currently 
no MRL for fat in cattle or other species, therefore extrapolation was not possible. 

Conclusion 

34. CCRVDF agreed to advance the extrapolated MRLs to Step 5/8 as they complied with the agreed approach (Appendix III). 

35. The European Union, while not opposed to advancing the MRLs for tetracyclines (ruminant muscle, liver and kidney), 
deltamethrin (ruminant muscle, fat, liver and kidney), spectinomycin (ruminant muscle, fat and liver) and tilmicosin 
(ruminant muscle and fat) to Step 5/8, expressed reservation for these extrapolated MRLs as they were higher than the 
corresponding EU MRLs and, in their view, could represent a safety concern as the ADI would be exceeded in an 
assessment using the Theoretical Maximum Daily Intake (TMDI) approach used by the EU. Switzerland, North 
Macedonia and the United Kingdom also expressed their reservations to these extrapolated MRLs for reasons explained 
by the EU.  

36. CCRVDF agreed that the extrapolated MRLs would be presented in the Standard, as MRLs for “all other ruminants” or 
for “all other finfish” and the notes to the MRLs would indicate that these MRLs are extrapolated and the session at 
which the decision was taken.  

Extrapolation of deltamethrin and ivermectin MRLs for bovine milk to other ruminants (i.e., goat and sheep milk) 

37. The PWG Chair informed CCRVDF that the JECFA Secretariat had confirmed that the ratio of marker residues to total 
residues (M:T) for residues of deltamethrin was not 1 and therefore an MRL for deltamethrin in milk for other ruminants 
could not be extrapolated as it would not meet the approach on extrapolation. Likewise, the approach did not allow the 
extrapolation of the bovine milk MRL for ivermectin to goat and sheep milk because the MRL for milk had only been 
established in one species and the M:T was not 1.  

38. Delegations that spoke noted the importance of these commodities as a source of milk and dairy products such as 
cheese and that these veterinary drugs were commonly used in sheep and goats hence the need for MRLs. It was further 
noted that it would be unlikely that data would be generated to establish MRLs for these commodities, which would 
therefore need to be established by extrapolation. Consequently, the possibility of amending the approach or other 
considerations that would facilitate extrapolation of MRLs for milk when there was no toxicological concern should be 
further explored by the EWG.  

Conclusion 

39. CCRVDF: 

• noted that MRLs for deltamethrin and ivermectin for bovine milk could not be extrapolated to goat and sheep milk 
as the approach did not allow such extrapolation; and 

• agreed that the EWG should consider alternative approaches to extrapolate MRLs for milk when the criteria in the 
current approach were not met and there were no associated toxicological concerns.   
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APPROACH FOR THE EXTRAPOLATION OF MRLs FOR RESIDUES OF VETERINARY DRUGS FOR OFFAL TISSUES 
(Agenda Item 7.2) 

40. The PWG Chair reported that the PWG had noted that there was a lack of residue data in offal tissues other than liver 
and kidney and was unable to reach consensus on the proposal for extrapolating the lowest MRL in liver and kidney to 
other offal tissues. He reported that different proposals were considered in the PWG as explained in CRD3 and 
recommended that CCRVDF should request Codex members to submit information on the relative residue distribution 
in other offal tissues as well as consumption data, where available; and that CCRVDF should re-establish the EWG which 
should scrutinize whether the information received could support the extrapolation of MRLs to other offal tissues and 
make recommendations to CCRVDF27.  

41. CCRVDF considered the proposal to survey residue distribution data as well as consumption data.  

42. The JECFA Secretariat encouraged members to contact the Secretariat prior to any data submission as it would be 
important to follow the applicable protocols to submit information available on consumption data to both the FAO GIFT 
(Global Individual Food Consumption Data Tool) and WHO CIFOCOss (Chronic Individual Food Consumption Database) 
databases. Information on how to submit consumption data can be found on the respective websites.  

43. The Representative of WHO noted that not all consumers were consumers of offal and that the general consumption 
data would not give a true reflection of this type of consumption. A specific protocol would be needed to capture those 
consumers with high consumption of other offal in order to generate new data. 

44. Delegations that spoke noted that there would be a paucity of data and that consumption data were not necessary as 
the issue was not a toxicity concern, but rather a trade concern. It was explained that in the absence of MRLs, a zero 
tolerance could be applied and therefore a default MRL would be needed where there is no safety risk. Therefore, in 
their view, it would be a distraction to look at consumption data and it would be more appropriate to review publicly 
available data and information such as case studies, assessments, etc. It was further noted that there was in excess 32 
types of edible offal currently traded other than liver and kidney and while radiolabel studies showed that on some 
occasions certain tissues significantly accumulate veterinary drugs that could be higher than the accumulation in kidney 
or liver but were not significantly consumed as compared to kidney and liver. It was therefore proposed to further 
investigate the residue distribution data for a range of different compounds, which would not be limited to veterinary 
drugs or their metabolites. It was also proposed to pilot the extrapolation of MRLs in conjunction with or once the 
residue distribution studies were done as it was unlikely there were any depletion studies on these other offal. This 
could assist the EWG to make recommendations in support of a pragmatic approach. 

45. These delegations also recalled that CCPR has established a large number of MRLs for edible offal [mammalian] and it 
had not considered there were any toxicological concerns and therefore a similar approach should be possible for 
veterinary drugs. 

Conclusion 

46. CCRVDF agreed to: 

• recommend members to submit consumption data to the FAO and WHO databases; and 

• re-establish the EWG to consider veterinary drug residue distribution data from public sources and make 
proposals to CCRVDF27. 

Camelid tissues and milk 

47. The PWG Chair, informed CCRVDF that the PWG had considered the proposal to extrapolate MRLs for certain veterinary 
drugs also to camelid tissues and milk as proposed in CRD10. The PWG had concluded that MRLs for substances for 
which no significant metabolism is observed could potentially be extrapolated from ruminants to camelid tissues and 
milk. The PWG recommended that CCRVDF should call on members to provide information on which veterinary drugs 
should be considered priority for setting MRLs. The EWG should first develop criteria for the extrapolation for veterinary 
drugs for which no metabolism takes place, and then apply it for the prioritized veterinary drugs and make appropriate 
recommendations to CCRVDF27. 

48. CCRVDF considered the PWG proposal and noted the general support for the proposal. 

Conclusion 

49. CCRVDF agreed that the EWG should consider different approaches to extrapolate MRLs for certain veterinary drugs to 
camelids. 

General Conclusion  

50. CCRVDF agreed to: 
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(i) advance the extrapolated MRLs to the CAC46 for adoption at Step 5/8 (Appendix III), noting the reservation of: 

(a) European Union, North Macedonia, Switzerland and the United Kingdom for tetracyclines, for ruminant 
muscle, liver and kidney; 

(b) European Union, North Macedonia, Switzerland and the United Kingdom for deltamethrin for ruminant 
muscle, fat, liver and kidney; 

(c) European Union, North Macedonia, Switzerland and the United Kingdom for spectinomycin for ruminant 
muscle, liver and fat; and 

(d) European Union, North Macedonia, Switzerland and the United Kingdom for tilmicosin for ruminant 
muscle and fat for the reasons expressed in paragraph 35. 

(ii) consider other approaches for extrapolation of MRLs in milk across species (e.g., ivermectin and deltamethrin), 
edible offal tissues other than liver and kidney and for camelids. 

51. CCRVDF further agreed to re-establish the EWG open to all members and observers chaired by the European Union and 
co-chaired by Costa Rica working in English and Spanish with the following Terms of Reference (ToR): 

The EWG will: 

• continue to evaluate possibilities for extrapolation of MRLs for veterinary drugs as recommended by the 
Committee (see Agenda Item 10); 

• summarize available information on the distribution of compounds in different edible offal tissues with a view 
to evaluating the possibility of extrapolating MRLs to edible offal tissues other than liver and kidney; and 

• examine opportunities to enhance the current criteria’s potential for extrapolation across species where 
justified, such as between ruminants and camels as well as between milk of different species.  

52. CCRVDF recommended Members to submit available consumption data for edible offal to FAO GIFT and WHO CIFOCOss 
databases. 

CRITERIA AND PROCEDURES FOR THE ESTABLISHMENT OF ACTION LEVELS FOR UNINTENDED AND UNAVOIDABLE 
CARRYOVER OF VETERINARY DRUGS FROM FEED TO FOOD OF ANIMAL ORIGIN (Agenda Item 8)11 

53. Australia, as Chair of the EWG and PWG, introduced the item, focusing on the summary of discussions, changes made 
to the proposed approach, conclusions and recommendations of the PWG as presented in CRD04. 

54. He also mentioned that a question had been raised on how the proposed approach for setting action levels could be 
formalized once agreed by CCRVDF. He suggested that the proposed approach could be added as an annex to the Risk 
analysis principles applied by the Codex Committee on Residues of Veterinary Drugs in Foods in the Procedural Manual 
and that this point needed further reflection in plenary. 

55. Australia and Canada, as co-chair of the PWG, further emphasized that the work had a very limited scope and would 
only apply to unavoidable and unintended carryover from feed to food of animal origin. They further emphasized that 
upon analysis of the compounds for which there were Codex MRLs, action levels could possibly be set for only 4 or 5 of 
these compounds.  

56. The PWG Chair and co-Chair proposed that CCRVDF consider the revised proposed approach as presented in CRD04, 
Appendix I, and to take into account the pilot for the setting of an action level for nicarbazin residues in eggs to support 
comments on the proposed approach.  

General Discussion 

57. The CCRVDF Chairperson proposed to first start discussion on the definitions before proceeding to discuss the criteria 
and the procedure. 

58. Before proceeding with any discussion of the document, delegations first requested clarity on the aim of the discussion 
and whether the process would be formalized, i.e., inclusion in the Procedural manual or kept as a separate internal 
document for the Committee. Views were also expressed that if the procedure were to go into the Procedural Manual 
this would also impact future compounds/veterinary drugs that come through the Codex process and not only the 4 or 
5 possible compounds as put forward by the PWG Chair. 

  

 
11  CL 2022/77-RVDF; CX/RVDF 23/26/8; CX/RVDF 23/26/8-Add.1 (Comments of Brazil, EU, Kenya, Peru, Uganda, USA, AU, 

HealthForAnimals) 
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59. The CCRVDF Chairperson clarified that establishment of action levels was another risk management option that CCRVDF 
could consider and if such levels were established in the future, it would be important to have an agreed definition for 
action level, and CCRVDF would need to document how such levels would be developed. The procedure would be best 
placed in the Procedural Manual, but a decision would be taken once there was agreement on the document and 
whether CCRVDF would establish action levels.  

60. The PWG Chair, explained that in past sessions of CCRVDF there was recognition that unintended and unavoidable 
carryover could occur even when good manufacturing practice (GMP) and GVP were followed and that there might be 
a need for action levels. The discussion paper for consideration by CCRVDF presented criteria and a procedure to set 
action levels. He stated that only once CCRVDF decides that action levels should be established, then there might be a 
need to amend the Procedural Manual. 

61. With these clarifications, the CCRVDF Chairperson, noted an interest in looking through the document, not with an eye 
to finalizing it, but more in making sure that everyone understood what the document meant, and the approach 
proposed. CCRVDF agreed with the proposal of the Chairperson to proceed with consideration of the definitions, criteria 
and procedure with the aim to provide guidance to the EWG to continue to develop the document.  

Definitions 

Action level 

62. CCRVDF had extensive discussion on the definition for action level ranging from whether to qualify the level as a 
tolerable level, an acceptable or safe level or simply to refer to a level of a veterinary drug; and whether to include a 
statement to indicate that action to manage risk was needed if the level of carryover was beyond the action level. 

63. A delegation proposed to keep the definition consistent with the existing definition for maximum residue limit (MRL) to 
recognize that an action level, if established, would be applicable to foods moving in international trade to determine 
whether or not a consignment was acceptable. CCRVDF agreed to use the definition for MRLs in the Procedural Manual 
to develop a definition for an action level for consideration by the EWG, as follows: 

Action level: maximum concentration of residue resulting from unintended and unavoidable carryover in feed of a 
veterinary drug (expressed in mg/kg or µg/kg on a fresh weight basis) in a non-target animal that is recommended by 
the Codex Alimentarius Commission to be legally permitted or recognized as acceptable in or on a food. 

64. CCRVDF made some changes to the definition for “transfer factor” to clarify that it referred to animal feed and not the 
human diet and introduced a definition for non-target animal.  

General criteria on the approach 

General comment 

65. CCRVDF also noted that the EWG should consider consistency of terms, in particular whether to refer to either 
“approved” or “registered” veterinary drug, “competent” or “national” authority and to use food of animal origin rather 
than food commodities of animal origin throughout the document.  

66. In addition to editorial amendments, CCRVDF made the following proposals or comments. 

Criterion 1 

67. CCRVDF proposed to clarify that action levels should be based on the As Low As Reasonably Achievable (ALARA) 
principle. 

68. CCRVDF also noted that while this criterion stated that action levels should be derived where the framework of the Code 
of practice for good animal feeding (CXC 54-2004), GMP and/or Hazard Analysis and Critical Control Points (HACCP) have 
been used, that it was not necessary that all of them were implemented. All of the aforementioned points encompassed 
best practice to ensure setting action levels for poor practice is avoided.  

69. CCRVDF proposed that the EWG consider how to incorporate this interpretation into criterion 1. 

Criterion 2 

70. Questions were raised on why this criterion also referred to misuse, when the procedure was for unintended and 
unavoidable carryover at the manufacturing facility. The PWG Chair clarified that the action levels should not cover 
misuse of veterinary drugs in feed and should ensure use of veterinary drugs in feed was in accordance with the label 
provisions.  
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71. CCRVDF proposed to delete reference to misuse and to rather emphasize that action levels should be developed only 
to cover situations where low level residues of an approved/registered veterinary drug used according to good 
veterinary practices are consistently detected by a competent/national authority in food of animal origin from non-
target animals. 

Criterion 5 

72. CCRVDF considered whether criterion 5a was necessary as it was already usual practice in CCRVDF to not establish levels 
for veterinary drugs when JECFA was unable to establish Health-Based Guidance Values (HBGV) or recommend MRLs 
due to specific human health concerns or inadequate toxicological data and agreed to place this criterion in square 
brackets for further consideration by the EWG. 

Criterion 6 

73. Noting a concern on the use of transfer factors, and the need to look further into whether the determination of 
concentration of residue may go beyond the ratio defined, CCRVDF placed this criterion in square brackets for further 
discussion by the EWG. 

Criterion 7 

74. A question was raised on whether the concentration of the veterinary drug was in the feed or the edible commodity, as 
other criteria referenced the concentrations in the edible commodity. It was clarified that in this criterion, it was 
necessary to know the level of veterinary drug in the non-target animal feed and the transfer factor and that this 
information went into calculating the action level. 

75. In order to alleviate concern, CCRVDF proposed to state that an action level should be derived or calculated from 
transfer factors and the concentration of unintended and unavoidable veterinary drug in non-target animal feed for 
further consideration by the EWG.  

Criterion 8 

76. CCRVDF proposed to clarify that the analytical methods should be available for the veterinary drug residue in the edible 
commodity. 

Antibacterials 

77. CCRVDF considered a proposal to add an additional criterion to indicate that antibacterial agents should be excluded 
from the scope of the document because no guidance was provided on how to address risks in relation to antimicrobial 
resistance in setting of action levels. Those in support of this proposal highlighted that WHO said that AMR is a threat 
to human health, that the cost in terms of economic and human health would be considerable and that serious measures 
were needed at a global level to address AMR.  

78. While recognizing that AMR was an important public health issue, concerns were expressed with this proposal. It was 
explained that action levels were for unintended or unavoidable carryover, thus could not be controlled and that the 
intent of establishing action levels was to address current ongoing situations.  

79. Views were also expressed that: 

• the procedure should apply to all compounds that meet the definition for veterinary drug and the criteria for 
setting of action levels; 

• the document was not in conflict with the framework for foodborne AMR risk analysis. AMR is taken into 
account through risk assessments conducted by JECFA which considers the impact of veterinary drug residues 
on the human intestinal microbiome. In the proposed procedure, action levels would be limited to those 
veterinary drugs having a JECFA evaluation and therefore, AMR would have been considered; and 

• it was difficult to understand how adding an additional criterion would contribute to limiting AMR, and if 
carryover of antimicrobials in animal feed is occurring, it should be addressed. 

80. Noting lack of consensus on the proposal, CCRDVF did not take up the proposed addition for further consideration by 
the EWG.  

Procedure 

Paragraph 3 (Step 4) 

81. The JECFA Secretariat pointed how that this section, sub-bullets a) – e) was very detailed and needed to be simplified 
or deleted and that it was within the purview of JECFA on how to proceed with an exposure assessment.  
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82. CCRVDF considered whether to delete points 3a) – 3 e) and agreed to propose that CCRVDF would do an initial TMDI 
calculation and where there were exceedances, could request an exposure assessment from JECFA and to retain the 
rest of the paragraph but to make the language less prescriptive. 

83. Questions were raised on the sequence of paragraphs 4, 5 and 6 and whether these paragraphs should be placed before 
paragraph 3 which relates to JECFA (under Step 4). CCRVDF agreed that this matter could be considered by the EWG.  

Paragraph 6 

84. CCRVDF agreed to delete the introductory sentence to this paragraph as not necessary and considered whether the 
level of detail in this section was needed, and whether to delete sub-bullets c) and d). However, CCRVDF agreed that 
the EWG could consider this matter noting that there are a wide variety of drug formulations, for example, and that 
these were not mandatory considerations.  

Step 1: Animal dietary exposure assessment  

85. CCRVDF noted that the PWG had not reached agreement on the hypothetical carryover rates and that these were 
retained in square brackets. 

86. A proposal was made to keep the text in square brackets and to include an additional point that the percentage of ADI 
be considered when considering exposure assessment. The PWG Chair explained that ADI was not applicable as Step 1 
was related to animal dietary exposure and CCRVDF therefore did not accept this proposal. 

87. The PWG Chair further explained that there were particular concerns with the range of hypothetical carryover rates and 
whether a carryover rate of 5% was too high and whether a range of 1 – 3% should be considered and that this could 
be further considered by the EWG. 

88. For the second bullet point relating to the expected concentration of unavoidable and unintended veterinary drug 
carryover, the PWG Chair explained that there was an expectation that there would be evidence that residues had arisen 
from carryover from medicated feed due to unintended and unavoidable carryover. However, evidence for the level in 
feed obtained from surveys would not indicate if the level was due to unavoidable carryover because large-scale surveys 
are not a reliable source. He suggested to add text that investigations by competent authorities would be a more reliable 
indicator that the level of carryover was found to be unavoidable and unintended. 

89. CCRVDF also proposed that the EWG consider whether hypothetical or observed carryover rates or a combination of 
both were necessary.  

Step 2 – equation for calculating the transfer factors 

90. In response to a question on why the transfer factor used in previous dietary exposures in the animal itself could not be 
used, because there are some animal by-products used as feed, it was clarified that the equation was for animals dosed 
with a veterinary drug and was trying to relate to levels after dosing. It was further explained that the equation was a 
standard equation in literature (and elsewhere) for calculating transfer factors for veterinary drugs or pesticides, and it 
was not necessary to retain it in square brackets. 

91. While the square brackets were removed, the Chairperson proposed that further discussion take place in the EWG to 
explain transfer factors. 

Calculating the anticipated veterinary drug residue transfer level 

92. CCRVDF noted that calculating the anticipated veterinary drug residue transfer level was meant to be a combination 
approach of estimating by hypothetical and observed carryover rates but agreed to replace “and” with “and/or” for 
further consideration by the EWG.  

Step 3: Action levels 

93. CCRVDF agreed to request the EWG to simplify the introductory sentence to make it more understandable. 

Step 4: Human dietary exposure assessment 

94. CCRVDF agreed to place this section in square brackets for further consideration by the EWG noting the comment of 
the JECFA Secretariat that Step 4 was overly prescriptive. 

95. The PWG Chair clarified that following the advice from JECFA during the PWG, CCRVDF would conduct an exposure 
assessment using the TMDI approach and that if there were exceedances, then a request to JECFA to carry out an 
exposure assessment would be made. The EWG could consider how to capture this two-tiered approach for this step. 
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Nicarbazin pilot 

96. Clarification was requested on why option 2, i.e., use of expected concentration of unavoidable and unintended 
veterinary drug carryover, was considered for the nicarbazin example to estimate the anticipated exposure levels for 
non-target animals.  

97. The PWG Chair explained it was always preferable to use actual rather than hypothetical values so that action levels 
were not higher than necessary, thus the reason for choosing option 2.  

98. The question was therefore raised whether hypothetical rates should be considered at all and that this would need 
further discussion in the EWG. 

99. CCRVDF also agreed that the EWG might need to revisit the nicarbazin example if criteria are altered.  

100. A proposal was made to also specify expanding the pilot to lasalocid within the terms of reference to the EWG, but it 
was agreed to leave the request for piloting of additional veterinary drugs more general. 

Other matters 

101. To a question on whether a new work proposal should be submitted to CCEXEC for consideration in the critical review 
and approval by CAC, the Codex Secretariat clarified that for procedural issues, a new work approval was not necessary 
and that this work in CCRVDF would be part of CCEXEC critical review of the overall work of the Committee. 

Conclusion 

102. CCRVDF agreed to: 

(i) continue work on the criteria and procedures for the establishment of action levels for veterinary drug 
residues in food products from non-target animals linked to the unintended and unavoidable veterinary 
drug carry-over in non-target animal feed;  

(ii) establish an EWG chaired by Australia and co-chaired by Canada open to all members and observers and 
working in English only to: 

a. further develop the criteria and procedures for the establishment of action levels based on the revised 
document (CRD24) and discussions at this session; and 

b. revisit the pilot of nicarbazin and any other compounds.  

(iii) consider convening a PWG, chaired by Australia and co-chaired by Canada, to meet prior to the next 
session, to consider written comments submitted and to prepare revised proposals for consideration by 
CCRVDF27. 

COORDINATION OF WORK BETWEEN CCPR AND CCRVDF (Agenda Item 9) 

MATTERS OF INTEREST ARISING FROM THE JOINT CCPR/CCRVDF WORKING GROUP (Agenda Item 9.1)12 

103. The United States of America, as Chair of the Joint EWG, introduced the item and summarized key points of discussion, 
conclusions and recommendations for consideration by CCRVDF. He recalled that this Joint EWG was established by 
CAC44 to assist both committees in facilitating coordination of work on matters of common interest related to 
compounds with dual use following a request from CCRVDF25 to advise on ways to better coordinate work between 
CCPR and CCRVDF on such matters.  

104. CCRVDF agreed to consider the recommendations as follows: 

Recommendation 1 - CCPR and CCRVDF to ask JECFA and JMPR to continue working towards harmonizing their risk 
assessment methodologies, including ways to establish single, harmonized acceptable daily intake values and MRLs for 
dual-use compounds. This might include exploring the feasibility of a joint evaluation of dual-use compounds and the 
formation of a Joint JMPR/JECFA EWG.  

Recommendation 2 - CCPR and CCRVDF to ask JECFA and JMPR to consider ways in which data can be shared between 
the two expert committees. This might include JECFA/JMPR asking sponsors to consent to data sharing upon submission 
of the data packages.  

105. CCRVDF agreed to consider the two recommendations together as they were interrelated.  

  

 
12  CL 2022/78-RVDF; CX/RVDF 23/26/9; CX/RVDF 23/26/9-Add.1 (Comments of Brazil, Canada, Chile, Egypt, EU, Kenya, Peru, 

Saudi Arabia, Thailand, Uganda, AU) 
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106. Delegations who spoke indicated that, in order to facilitate the implementation of these recommendations, the priority 
list of both committees should indicate whether the compound prioritized for evaluation by JECFA or JMPR was of dual 
use and whether the sponsors could share data with JECFA and JMPR to facilitate their evaluation and that this could 
also be indicated in the call for data issued by the respective scientific advisory bodies. This was of particular importance 
for “old” compounds scheduled for evaluations/re-evaluations in both CCPR and CCRVDF priority lists. 

107. The JECFA Secretariat noted that they generally supported Recommendations 1 and 2. The Secretariat further noted 
that a lot of work had already gone into the compatibility of the risk assessments of JECFA and JMPR and that there was 
probably more that could be done with regard to compatibility of risk assessments and data sharing. However, data 
sharing was mainly outside the purview, scope and responsibility of JECFA and JMPR as the copyright and data 
ownership rested with the sponsoring companies. In addition to differences within the review process for JECFA and 
JMPR, the Secretariat explained that there could be difficulties with intellectual property rights at a global scale because 
for a given compound there could be multiple companies involved who may hold certain intellectual property rights in 
some regions but not in others and negotiations to obtain or share data could become complicated. The Secretariat 
thus noted that there might be some limitations to what could be achieved, as it would depend exclusively on the 
willingness of the sponsor to negotiate data sharing rights and opportunities with their legal counterparts from all the 
other companies that were involved. Nonetheless, the Secretariat could ask about possibilities to share data but advised 
CCRVDF on the limitations of this exercise that might not lead to the success that is envisaged in the recommendations.  

108. The Observer from HealthForAnimals indicated their willingness to help the process to the extent possible. However, 
he noted that most of these compounds, if not all, would be generics (off-patent) and therefore the companies that the 
Observer represented would no longer have the exclusive rights to them.  

109. CCRVDF noted the comments provided and recalled that Recommendations 1-5 were still for consideration by CCPR54 
(June 2023).  

110. CCRVDF endorsed Recommendations 1-2 with the understanding on data sharing limitations as explained by the JECFA 
Secretariat.  

Recommendation 3 - CCPR and CCRVDF to continue supporting the current Joint EWG to identify and prioritize issues 
affecting both committees and recommend ways to address the issues and to inform CAC accordingly.  

111. CCRVDF endorsed this Recommendation.  

112. CCRVDF took note that CCPR53 had agreed to consider environmental inhibitors on a case-by-case basis when relevant, 
and that in situations of multiple uses (e.g., dual-use compounds) the Joint CCPR/CCRVDF EWG could address these 
compounds to ensure harmonized approaches and appropriate mechanisms for the establishment of single/harmonized 
MRLs.  

Recommendation 4 - CCPR and CCRVDF to develop a database of dual-use compounds that can be shared between 
committees to facilitate the development of a single, harmonized MRL. Member countries will provide the entries to the 
database.  

113. CCRVDF noted that this was a preliminary information list/spreadsheet of compounds with dual uses for which Codex 
MRLs have not yet been established for both pesticide or veterinary drug residues or only for one of them which could 
assist CCPR and CCRVDF when planning future evaluations of these compounds. The list would be initially maintained 
by the Chair of the Joint EWG and the approach or mechanism to keep it updated could be further discussed at a later 
stage.  

114. Based on the comments above, CCRVDF agreed to amend the Recommendation 4 as shown in the conclusion (paragraph 
124).  

Recommendation 5 – CCPR and CCRVDF to form a Joint EWG that will identify dual-use compounds that have different 
MRLs for the same edible commodity of animal origin and recommend a single, harmonized MRL(s) for the compound(s) 
and affected commodity(ies). The working group might consider selecting the higher MRL value and recommending that 
JMPR/JECFA conduct a risk assessment using the higher value to determine its acceptability. 

115. CCRVDF agreed that this task could be dealt with in the Joint EWG with no need to establish a separate EWG while 
noting the following comments below. The Committee further noted that Recommendation 5 as opposed to 
Recommendation 4 referred to compounds with established Codex MRLs for both pesticide and veterinary uses.  

116. The JECFA Secretariat informed CCRVDF that there were in principle different explanations as to why MRLs proposed 
from JMPR and JECFA, respectively, might differ from each other. JMPR proposes MRLs for residues in food from animal 
origin resulting from the application of plant protection products on plants which are subsequently used as feed and 
the residues of plant protection products may thus occur in food of animal origin. JECFA, on the other hand, proposes 
MRLs in foods of animal origin for residues that occur from the application of a veterinary drug.  
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117. The JECFA Secretariat further informed CCRVDF that there were a series of reasons why the MRLs proposed by JECFA 
and those proposed by JMPR for residues in foods from animal origin from so-called dual use substances might differ. 
JECFA and JMPR may not be able to harmonize those MRLs and JECFA would like to invite the Committee to derive 
suitable risk management measures as deemed necessary and appropriate. 

118. Delegations who spoke indicated that: 

• The JMPR report of the Joint Meeting of the FAO Panel of Experts on Pesticide Residues in Food and the 
Environment and the WHO Core Assessment Group on Pesticide Residues13 (1997) had already addressed the 
harmonization of recommendations from JMPR and JECFA for MRLs for pesticides with both agricultural and 
veterinary uses and recommended that Codex MRLs should accommodate the maximum residue limits 
estimated both by the JMPR and JECFA and where the two estimates do not agree, the Codex MRL should be 
based on the higher one. 

• The term “might” in the second sentence of the Recommendation already provided for flexibility as per 
whether the Joint EWG could actually perform this task.  

• It might help before addressing harmonization of MRLs, to first take a look at harmonizing ADIs established for 
the compounds when used as pesticide or veterinary drug as harmonization should be based on the inherent 
characteristics of the compound and not on their uses.  

• It might be advisable to look at the impact of this approach on GVPs and GAPs and this could be an additional 
task for the Joint EWG in proposing single/harmonized MRLs for dual compounds. However, this proposal did 
not receive consensus amongst members as it was noted that such practices were within the purview of 
competent authorities of member countries, and this exercise would not be necessary and would add an 
unnecessary layer of complexity to the process, and the JMPR FAO Panel had already provided guidance in this 
regard.  

• There was a need to proceed with the establishment of single/harmonized MRLs for dual-use compounds as 
far as possible to avoid potential trade disruptions. Another view was expressed that separate MRLs could be 
useful to aid trade flow when one of them is withdrawn from the Codex list and so there is still an international 
reference for international trade.  

• There was a need to look at the classification of commodities of animal origin in both CCPR and CCRVDF where 
for instance for edible offal CCRVDF referred to tissues namely “kidney” and “liver” while CCPR also referred 
to “edible offal”. The way both committees classified food of animal origin might require some further 
interpretation in considering harmonized/single MRLs for compounds with dual use. The current 
data/information available in the Codex and FAO/WHO databases with the additional information agreed to 
be collected under Recommendation 4 could foster progression of work in the establishment of single/ 
harmonized MRLs for compound with dual use.  

• A preliminary list could be presented to CCRVDF27 to look at e.g., ADIs, MRLs, and determine what was possible 
in terms of identifying compounds with dual use where harmonized/single MRLs could be established. 

119. The JECFA Secretariat noted that in the case of dual-use compounds with MRLs for both pesticide and veterinary drug 
residues, these MRLs were health protective as they had been evaluated by JECFA and JMPR and therefore there would 
be no need to perform an additional joint risk assessment. It further noted that the risk analysis principles applied by 
CCPR and CCRVDF recognized the interaction between risk managers (CCPR/CCRVDF) and risk assessors (JMPR/JECFA) 
for the provision of scientific advice as necessary and therefore the reference to JECFA/JMPR to conduct a risk 
assessment might be superfluous and could thus be removed from the Recommendation.  

120. Based on the comments above, CCRVDF agreed to amend Recommendation 5 and to incorporate it as an additional task 
for the Joint EWG (paragraph 124).  

General comment 

121. Chile generally reflected on the need for data/information to support the evaluation of old compounds and referred to 
their comments provided on CX/RVDF 23/26/9-Add.1.  

Other considerations 

122. CCRVDF agreed that Recommendations 4 and 5 would be added to the current ToR of the Joint EWG and agreed to 
inform CCPR54 and CAC46 about these additional tasks. 

 
13  https://www.fao.org/3/w8141e/w8141e00.htm  

https://www.fao.org/3/w8141e/w8141e00.htm
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Conclusion 

123. CCRVDF agreed to: 

(i) endorse Recommendations 1 and 2 with the understanding of the limitations for the JECFA Secretariat to 
negotiate data sharing;  

(ii) recommend that when a call for compounds for the priority list is issued to ask whether the compound is a 
dual use compound and whether the data could be shared with JMPR and to request CCPR to consider doing 
the same; 

(iii) endorse Recommendation 3; and  

(iv) modify Recommendations 4 and 5 as additional terms of reference for the joint EWG (paragraph 124). 

124. CCRVDF further agreed to support the continued work of the EWG chaired by the United States of America and co-
chaired by Brazil and in addition to task the EWG to (see also Agenda Item 9.2, paragraph 130 on an additional task for 
the EWG): 

(v) develop a list of compounds with dual use as a pesticide and veterinary drug for which no or only one Codex 
MRL has been established and that member countries will provide the information to populate this list (revised 
Recommendation 4); and 

(vi) identify dual-use compounds that have different Codex MRLs for a similar edible commodity of animal origin 
and recommend on a case-by-case basis, a single, harmonized MRL(s) for the compound(s) and affected 
commodity(ies). The EWG might recommend that CCRVDF/CCPR consider selecting the higher MRL value 
(revised Recommendation 5).  

WORK IN PARALLEL ON ISSUES PERTAINING TO HARMONIZATION OF EDIBLE OFFAL:  
Classification of Food and Feed (CXA 4-1989) and  
Food descriptors – Coordination between JECFA/JMPR (Agenda Item 9.2)14 

125. Kenya, as Chair of the EWG, introduced the item and explained the work done in the EWG and its outcomes, recalling 
that the EWG had achieved its initial goal of developing a definition for edible offal tissues, which had formally been 
incorporated into the Glossary of Terms and Definitions. He informed CCRVDF that this definition had also been agreed 
and adopted by CCPR53 and CAC45, respectively for inclusion in the Classification of Food and Feed (CXA 4-1989) and 
consequently, the definition of edible offal was harmonized between CCRVDF and CCPR.  

126. The EWG Chair further noted that CCPR53 had also agreed to harmonize the definition of meat, muscle and fat with 
that of CCRVDF based on the recommendation of the Joint JECFA/JMPR Working Group on Residue Definition in order 
to facilitate the establishment of harmonized/single MRLs for compounds with dual use which had also been adopted 
by CAC45 for inclusion in the Classification of Food and Feed.  

Recommendation 3: Revision of the Classification of Food and Feed – food of animal origin  
Recommendations 4-6: Extrapolation of MRLs for edible offal 

127. The EWG Chair, referring to the review of the Recommendations 3-6, noted the recommendation of the EWG that the 
CCRVDF/EWG on Extrapolation would be the appropriate forum to work with the CCPR/EWG on the revision of the 
Classification of Food and Feed to explore the possibility of developing a mechanism for consolidation of edible offal 
hierarchical classification in the Classification of Food and Feed (CXA 4-1989). However, it might be advisable to build 
on the experience gained by both committees on extrapolating MRLs before considering the establishment of a 
harmonized classification for food of animal origin including edible offal.  

Recommendation 7: Harmonization of food descriptors between JECFA and JMPR  

128. The EWG Chair recalled that for Recommendation 7, it was not advisable for CCRVDF to refer the matter to JECFA and 
JMPR as it was more a risk management responsibility to provide descriptors rather than that of risk assessors, and 
therefore descriptors were still needed. He concluded his intervention by suggesting that CCRVDF could also consider 
terminating the EWG on edible offal as it had concluded its primary task of developing a harmonized definition for edible 
offal. 

129. CCRVDF agreed that there was a need to clarify the definitions for the terms “fat”, “fat with skin”, “fat/skin”, and “skin” 
and when each descriptor should be applied to inform requests for risk assessments to JECFA and JMPR and agreed to 
add this task to the Joint CCPR/CCRVDF Working Group. 

 
14  CX/RVDF 23/26/10 
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Conclusion  

130. CCRVDF agreed: 

(i) the CCRVDF EWG on extrapolation and the CCPR EWG on Classification of Food and Feed (CXA 4-1989) should 
continue working separately until such a time when there is sufficient experience and data to support 
exploring the possibility of developing a common mechanism for consolidation of an edible offal hierarchical 
classification; 

(ii) to task the joint CCPR/CCRVDF EWG to consider the matter related to harmonized food descriptors to be used 
by JECFA/JMPR; and  

(iii) to terminate the EWG on edible offal having concluded its primary task of developing a harmonized definition 
of edible offal. 

PRIORITY LIST OF VETERINARY DRUGS FOR EVALUATION OR RE-EVALUATION BY JECFA (Agenda Item 10)15 

131. Australia, as Chair of the PWG, introduced the PWG report and explained that CRD02 addressed the Priority List which 
included new proposals for evaluation or re-evaluation by JECFA; compounds for which data availability would be 
confirmed by the next session of CCRVDF; compounds for which additional data/information were necessary to 
complete JECFA evaluations; compound(s) identified for parallel review(s); and compounds identified for extrapolation.  

132. CCRVDF considered the recommendations of the WG as presented in CRD02 and took the following decisions:  

Part I. Veterinary drugs for inclusion in the Priority List for JECFA evaluation / re-evaluation 

133. CCRVDF agreed to include amoxicillin, clopidol, fumagillin, and imidacloprid in the priority list for evaluation by JECFA 
and noted the offer of the Republic of Korea to submit additional residue data on amoxicillin in chicken. Further to a 
request for clarification by the JECFA Secretariat, the Republic of Korea confirmed commitment to generate metabolism 
data on clopidol and fumagillin. 

134. The PWG Chair noted that other nominations received were not included onto the priority list in the absence of a 
commitment for data.  

Part II. Veterinary drugs for which data availability should be confirmed at next CCRVDF 

135. CCRVDF agreed to retain norfloxacin in Part II of the priority list as veterinary drugs for which data availability should be 
confirmed at CCRVDF27. 

136. CCRVDF further agreed to move ethoxyquin to Part I as India confirmed availability of toxicology and residue data .  

Part III. Veterinary drugs for which additional data/information is necessary to complete the JECFA evaluation 

137. CCRVDF agreed to include imidacloprid in the priority list as Norway indicated that the sponsor has the relevant data 
available for consideration by JECFA.  

138. CCRVDF further noted the updates on ethion, flumethrin and fosfomycin which are being considered by JECFA. The PWG 
Chair reported that Argentina had indicated that data generation on ethion has been delayed but was expected to be 
completed by CCRVDF27. The other compounds were retained in Part III as some delegations were not present to 
provide an update.  

Part IV. Parallel review – Evaluation of a new compound 

139. The PWG Chair reported that the JECFA Secretariat provided an update on the parallel review of a new compound 
(selamectin) and referred to the information provided on this matter in CX/RVDF 23/26/3. The JECFA Secretariat had 
reiterated that specific MRLs could not be recommended without established GVP for a product in at least one Member 
State. Full registration in a Member State, including GVP, is therefore required to complete the residue assessment.  

140. CCRVDF noted the update on the parallel review of selamectin by JECFA and agreed to retain this veterinary drug in Part 
IV of the priority list.  

Part V. Extrapolation 

141. CCRVDF agreed to recommend lufenuron, emamectin benzoate and diflubenzuron for inclusion on the priority list under 
Part V Extrapolation to finfish.  

  

 
15  REP21/RVDF25, Appendix VI, Parts II, III, IV and V; CL 2022/72-RVDF; CX/RVDF 23/22/11 (Comments of Brazil, Chile, Costa Rica, 

Kenya, Norway, Peru, Republic of Korea, Uganda, ICUMSA) 



REP23/RVDF26 16 

General considerations 

142. Members indicated the need for re-evaluation of diminazene and isometamidium as these two compounds were in 
wide use in Africa and requested that Members work together to generate and gather available data that would allow 
evaluations.  

143. CCRVDF encouraged Members and observers to discuss the availability of data for potential priority list nominations 
with each other with a view that a data package could potentially be compiled by multiple parties.  

General Conclusion  

144. CCRVDF agreed to:  

(i) forward the priority list of veterinary drugs as amended to CAC46 (2023) for approval (Appendix IV, Parts I and 
V);  

(ii) establish a PWG, chaired by Australia, working in English, French and Spanish, which would meet immediately 
before the next session to consider the replies to a CL requesting comments and information on the priority 
list of veterinary drugs requiring evaluation or re-evaluation by JECFA and other parts of the priority list; and 

(iii) request the EWG on extrapolation to consider the extrapolation of MRLs for lufenuron, emamectin benzoate 
and diflubenzuron in finfish. 

OTHER BUSINESS AND FUTURE WORK (Agenda Item 11) 

Chairperson’s reflection on the accomplishments of the current session and how CCRVDF could further improve its 
ability to efficiently perform its work 

145. The Chairperson reflected on the many successes of the current session including advancing new MRLs for 13 
compounds to Step 5/8 for final adoption, discussing the enhancement of the extrapolation criteria, exploring action 
levels to address carryover, and continuing work between CCRVDF and CCPR. The Chairperson and Committee 
applauded the successful completion of work by the EWG on Edible Offal. The Chairperson also highlighted the 
successful development of a new Priority List which included compounds for evaluation or re-evaluation by JECFA and 
compounds for consideration for extrapolation to finfish. The Chairperson encouraged the delegates to fully use the 
time between sessions by joining and actively contributing to the continued discussions in the EWGs. Finally, the 
Chairperson noted the need for continued nominations of compounds to the Priority List for which data are available, 
noting that it is difficult to hold a full JECFA meeting without a full agenda. The Chairperson further thanked Members 
who had taken up projects to develop data to support evaluations and thanked WHO, FAO, and IAEA for their continued 
capacity building and support to facilitate these efforts. The Chairperson expressed her hope that CCRVDF would 
continue to elaborate MRLs through evaluation and recommendation by JECFA and through the extrapolation criteria 
to ensure the Committee is developing the MRLs needed by Members. 

Conclusion 

146. CCRVDF noted the reflection of the Chairperson on the accomplishment of the current session and how CCRVDF could 
further improve its ability to efficiently perform its work.  

DATE AND PLACE OF NEXT SESSION (Agenda Item 12)  

147. CCRVDF noted that the next session was tentatively scheduled to be held in 18 months, the final arrangements being 
subject to confirmation by the Host Country and the Codex Secretariats. 
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APPENDIX II 
MAXIMUM RESIDUE LIMITS (MRLs) FOR VETERINARY DRUGS IN FOODS 

IVERMECTIN  
(Broad-spectrum antiparasitic agent) 

(PIGS, SHEEP AND GOATS – FAT, KIDNEY, LIVER AND MUSCLE) 
(For adoption at Step 5/8) 

Acceptable daily intake JECFA established an ADI of 0–10 µg/kg body weight at the eighty-first meeting. 

Acute reference dose JECFA established an ARfD of 200 µg/kg body weight at the eighty-first meeting. 

Residue definition The marker residue in sheep, pigs and goats is ivermectin B1a (H2B1a, or 22,23-
dihydroavermectin B1a). 

Estimated chronic dietary 
exposure 

The GECDE for adults and the elderly is 0.72 μg/kg bw per day, which represents 
7.2% of the upper bound of the ADI of 10 µg/kg bw. 
The GECDE for children and adolescents is 0.93 μg/kg bw per day, which represents 
9.3% of the upper bound of the ADI of 10 µg/kg bw. 
The GECDE for infants and toddlers is 0.48 μg/kg bw per day, which represents 
4.8% of the upper bound of the ADI of 10 µg/kg bw. 

Estimated acute 
dietary exposure 

The GEADE for cattle muscle, applicable to children and the general population, is 
69 μg/kg bw, which represents 35% of the ARfD of 200 µg/kg bw. 
The GEADE for sheep muscle, applicable to children and the general population, is 
73 μg/kg bw, which represents 37% of the ARfD of 200 µg/kg bw. 
The GEADE for pig muscle, applicable to children and the general population, is 
30 μg/kg bw, which represents 15% of the ARfD of 200 µg/kg bw. 

Maximum residue limits (MRLs) 

Species Muscle 
(µg/kg) 

Liver 
(µg/kg) 

Kidney 
(µg/kg) 

Fat 
(µg/kg) 

Pigs  15 30 20 50 

Sheep and goats 30 60 20 100 
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NICARBAZIN  
(Coccidiostat) 

(CHICKEN) 
(For adoption at Step 5/8) 

Toxicological effects The NOAEL was 60 mg/kg bw per day (equivalent to 42.5 mg/kg bw per day of DNC) 
due to prominent liver lobulation, observed in a study of developmental toxicity in 
the rabbit. 

Uncertainty factor When considering nicarbazin it is DNC that is the toxic component, and its 
absorption alone or in a mixture with HDP is substantially less (< 5%) than when 
formed from ingested nicarbazin. As DNC is the residue of concern and there is no 
nicarbazin in products from treated animals, JECFA concluded that despite 
limitations in the database, a reduction in the default safety factor of 100 used to 
account for interspecies and intraspecies variability, would be justified. JECFA was 
unable to quantify just how much of a reduction would be appropriate, but 
concluded that 50 could certainly be supported, and would still result in a 
conservative evaluation. 

Toxicological ADI The tADI for nicarbazin was established at 0–0.9 mg/kg bw (DNC). 

Microbiological effects Nicarbazin and/or its metabolites show no antimicrobial activity towards 
representative bacteria of the human intestinal microbiota. 

Microbiological ADI JECFA concluded that it was not necessary to establish an mADI for nicarbazin. 

Acceptable daily intake The ADI for nicarbazin was established at 0–0.9mg/kg bw based on toxicological 
effects. 

Acute reference dose JECFA concluded that it was not necessary to establish an ARfD for nicarbazin. 

Residue definition The marker residue in chickens is DNC. 

Estimated dietary exposure Based on incurred DNC residues in chicken muscle, offal, and skin with fat, at 24 
hours withdrawal time and 125 mg/kg feed: 
The global estimate of chronic dietary exposure (GECDE) for adults and the elderly 
is 120 μg/kg body weight (bw) per day, which represents 13% of the upper bound of 
the ADI of 900 µg/kg bw. 
The GECDE for children and adolescents is 160 μg/kg bw per day, which represents 
18% of the upper bound of the ADI of 900 µg/kg bw. 
The GECDE for infants and toddlers is 210 μg/kg bw per day, which represents 23% 
of the upper bound of the ADI of 900 µg/kg bw. 
Based on incurred DNC residues in chicken muscle, offal, and skin with fat, at zero 
days withdrawal time and 50 mg/kg feed: 
The GECDE for adults and the elderly is 95 μg/kg bw per day, which represents 11% 
of the upper bound of the ADI of 900 µg/kg bw. 
The GECDE for children and adolescents is 120 μg/kg bw per day, which represents 
14% of the upper bound of the ADI of 900 µg/kg bw. 
The GECDE for infants and toddlers is 160 μg/kg bw per day, which represents 18% 
of the upper bound of the ADI of 900 µg/kg bw. 

Maximum residue limits (MRLs) 

Species Muscle 
(µg/kg) 

Liver 
(µg/kg) 

Kidney 
(µg/kg) 

Skin with fat 
(µg/kg) 

Chicken 4000 15 000 8000 4000 
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IVERMECTIN  
(Broad-spectrum antiparasitic agent) 

(At Step 7) 
(SHEEP, PIGS AND GOATS – FAT, KIDNEY, LIVER AND MUSCLE) 

(For discontinuation) 

Acceptable daily intake The ADI of 0–10 μg/kg bw established by JECFA81 (1) remains unchanged. 

Acute reference dose The ARfD of 0.2 mg/kg bw established by JECFA81 remains unchanged. 

Estimated chronic dietary 
exposure 

JECFA established a GECDE for the general population of 0.41 μg/kg bw per day, 
which represents 4% of the upper bound of the ADI. 
JECFA established a GECDE for children of 0.59 μg/kg bw per day, which represents 
5.9% of the upper bound of the ADI. 

Estimated acute dietary 
exposure 

JECFA established a GEADE for the general population of 87 µg/kg bw per day, 
which represents 43% of the ARfD, from consumption of cattle muscle, and of 
1.1 µg/kg bw, which represents 0.6% of the ARfD, from consumption of sheep 
muscle. 
JECFA established a GEADE for children of 82 µg/kg bw per day, which represents 
41% of the ARfD, from consumption of cattle muscle and of 1.0 µg/kg bw, which 
represents 0.5% of the ARfD, from consumption of sheep muscle. 

Residue definition The marker residue (MR) in sheep, pigs and goats is Ivermectin B1a (H2B1a, or 22,23-
dihydroavermectin B1a). 

Maximum residue limits JECFA established MRLs for sheep, pigs and goats of 20 µg/kg for fat, 15 µg/kg for 
kidney, 15 µg/kg for liver and 10 µg/kg for muscle. 

Maximum residue limits (MRLs) 
 

Species Fat 
(µg/kg) 

Kidney 
(µg/kg) 

Liver 
(µg/kg) 

Muscle 
(µg/kg) 

Sheep, pigs and goats 20 15 15 10 
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APPENDIX III 

EXTRAPOLATION OF MRLs  
IN ACCORDANCE WITH THE  

APPROACH FOR THE EXTRAPOLATION OF MAXIMUM RESIDUE LIMITS FOR VETERINARY DRUGS  
TO ONE OR MORE SPECIES 
(For adoption at Step 5/8) 

1. Amoxicillin – extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) 

Note 

All other ruminants Muscle 50 MRL extrapolated 

All other ruminants Fat 50 MRL extrapolated 

All other ruminants Liver 50 MRL extrapolated 

All other ruminants Kidney 50 MRL extrapolated 

All other ruminants Milk 4 MRL extrapolated 

2. Benzylpenicillin – extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 50 MRL extrapolated 

All other ruminants Liver 50 MRL extrapolated 

All other ruminants Kidney 50 MRL extrapolated 

All other ruminants Milk 4 MRL extrapolated 

 

3. Tetracyclines - extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 200 MRL extrapolated 

All other ruminants Liver 600 MRL extrapolated 

All other ruminants Kidney 1200 MRL extrapolated 

All other ruminants Milk 100 MRL extrapolated 
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4. Cyhalothrin - extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 20 MRL extrapolated 

All other ruminants Fat 400 MRL extrapolated 

All other ruminants Liver 20 MRL extrapolated 

All other ruminants Kidney 20 MRL extrapolated 

All other ruminants Milk 30 MRL extrapolated 

5. Cypermethrin - extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 50 MRL extrapolated 

All other ruminants Fat 1000 MRL extrapolated 

All other ruminants Liver 50 MRL extrapolated 

All other ruminants Kidney 50 MRL extrapolated 

6. Deltamethrin - extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 30 MRL extrapolated 

All other ruminants Fat 500 MRL extrapolated 

All other ruminants Liver 50 MRL extrapolated 

All other ruminants Kidney 50 MRL extrapolated 

7. Moxidectin - extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 20 MRL extrapolated 

All other ruminants Fat 500 MRL extrapolated 

All other ruminants Liver 100 MRL extrapolated 

All other ruminants Kidney 50 MRL extrapolated 
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8. Spectinomycin -extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 500 MRL extrapolated 

All other ruminants Fat 2000 MRL extrapolated 

All other ruminants Liver 2000 MRL extrapolated 

All other ruminants Kidney 5000 MRL extrapolated 

All other ruminants Milk 200 MRL extrapolated 

9. Levamisole extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 10 MRL extrapolated 

All other ruminants Fat 10 MRL extrapolated 

All other ruminants Liver 100 MRL extrapolated 

All other ruminants Kidney 10 MRL extrapolated 

10. Tilmicosin extrapolation to ruminants 

Species Tissue MRL 
(µg/kg) Note 

All other ruminants Muscle 100 MRL extrapolated 

All other ruminants Fat 100 MRL extrapolated 

All other ruminants Liver 1000 MRL extrapolated 

All other ruminants Kidney 300 MRL extrapolated 
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11. Deltamethrin extrapolation to finfish 

Species Tissue MRL 
(µg/kg) 

Note 

All other finfish Muscle 30 MRL extrapolated 

12. Flumequine extrapolation to finfish 

Species Tissue MRL 
(µg/kg) Note 

All other finfish Muscle 500 MRL extrapolated 
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APPENDIX IV 
PRIORITY LIST OF VETERINARY DRUGS 

(Parts I and V for approval by CAC46, Part II for action by CCRVDF27 and Parts III and IV for follow-up by JECFA) 

Name of Compound  Question(s) to be 
answered  

Registration status Proposed by  Comments  When will data package 
be available  

PART I: Veterinary drugs for inclusion in the Priority List for JECFA evaluation / re-evaluation 

Amoxicillin Request for MRLs for 
chicken muscle, skin/fat, 
liver and kidney. 

Nominator noted that 
relevant registrations exist 
in the European Union, 
Canada and Chile. 

Chile ADI set by JECFA at  
0-0.07 μg/kg bw (2011), 
ARfD 0.005 mg/kg bw 
(2017). Classified by WHO 
as a CIA and by WOAH as 
VCIA. 

Residue data is expected 
to be available July 2024. 

Clopidol The request is for an ADI 
to be established for 
clopidol along with MRLs 
for chicken muscle, fat, 
liver and kidney. 

Nominator noted that 
clopidol is registered in the 
Republic of Korea. 

Republic of Korea Clopidol has not been 
assessed by JECFA. A 
toxicological and residues 
dossier is required.  

Residue and toxicological 
data are expected to be 
available July 31, 2023. 

Fumagillin The request is for an ADI 
to be established for 
fumagillin along with MRLs 
for honey and fish. 

Nominator noted that 
fumagillin is registered in 
the Republic of Korea. 

Republic of Korea Fumagillin has not been 
assessed by JECFA. A 
toxicological and residues 
dossier is required. 

The majority Residue and 
toxicological data is 
expected to be available 
July 31, 2023
 with 
exception of a trout 
depletion study which is 
expected September 30, 
2023. 

Imidacloprid JECFA94 was unable to 
reach a conclusion on an 
ADI or ARfD due to an 
outstanding question in 
relation to anti-microbial 
activity. 

Nominator noted that 
relevant MRLs are 
established in the EU. 

Norway JECFA94 considered 
imidacloprid toxicological 
and residues data but 
recommended that further 
data relevant to potential 
anti-microbial activity was 
required. 
 

Requested data is 
currently available. 
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Name of Compound  Question(s) to be 
answered  

Registration status Proposed by  Comments  When will data package 
be available  

Ethoxyquin Request to establish MRL 
in shrimp muscle. 

It is used as a feed 
additive. 

India / Philippines Carried over from 
CCRVDF21 (2013). 
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). 

India indicated that data is 
currently available. 

Part II. Veterinary drugs for which data availability should be confirmed at the next CCRVDF 

Name of Compound Question(s) to be answered  Proposed by Comments When will data package be 
available  

Norfloxacin Request to establish MRLs for 
cattle, camelids, equines, goats, 
poultry, sheep and swine tissues.  

Peru Norfloxacin is classified by WHO 
as a CIA and by WOAH as a 
veterinary CIA. 

No update provided. 

Part III. Veterinary drugs for which additional data / information is necessary to complete the JECFA evaluation 

Name of Compound Information required by JECFA Proposed by Comments When will data package be 
available 

Ethion Additional data/scientific 
argument to enable MR and 
MR:TRR to be determined, 
analytical method. 

Argentina (Costa Rica, Uruguay) From JECFA85,  
ADI 0-0.002 mg/kg bw,  
ARfD 0.02 mg/kg bw for general 
population and 0.002 mg/kg bw 
for women of child-bearing age. 

Metabolism studies to identify 
compounds of concern, 
validation of an analytical 
method and a radiolabel study 
to enable MR and MR:TRR to be 
determined are expected to be 
completed by CCRVDF27. 
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Name of Compound Information required by JECFA Proposed by Comments When will data package be 
available 

Flumethrin Additional data/scientific 
argument to enable MR and 
MR:TRR to be determined, 
residue depletion data, identity 
of metabolite in milk and 
toxicological profile. 

The EU ADI set by JECFA at  
0-0.004 mg/kg bw (2017),  
ARfD 0.005 mg/kg bw (2017). 

No update provided. 

Fosfomycin Additional data/scientific 
argument to enable a mADI to be 
set, additional data/scientific 
argument to enable MR and 
MR:TRR to be determined, 
analytical method. 

Argentina/Paraguay JECFA88 could not establish an 
ADI. 

No update provided. 

Part IV. Parallel review – Evaluation of a new compound 

Name of Compound Information required by JECFA Proposed by Comments When will data package be 
available  

Selamectin Confirmation of full registration 
in a Member State, including 
GVP. 

Canada/USA National authority approval is 
still pending. 

No date provided. 

Part V. Compounds for which CCRDVF will consider extrapolation of Codex MRLs to additional species 

Name of Compound(s) Extrapolation to Proposed by Indication that extrapolation 
principles could be met 

 

Lufenuron, Emamectin 
Benzoate and 
Diflubenzuron 

Finfish Jordan, Morocco, AIDMSO and IUFoST Yes 
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