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[bookmark: _Toc149222923]UNITED STATES OF AMERICA – COMMENTS   
Annex 11. Item 6.6. – Articles 10.3.5. and 10.3.6. of Chapter 10.3. ‘Infection with Gyrodactylus salaris’
CHAPTER 10.3.
INFECTION WITH GYRODACTYLUS SALARIS
[…]
Article 10.3.5.
Country free from infection with G. salaris
If a country shares water bodies with other countries, it can only make a self-declaration of freedom from infection with G. salaris if all shared water bodies are within countries or zones declared free from infection with G. salaris (see Article 10.3.6.).
As described in Article 1.4.4., a Member Country may make a self-declaration of freedom from infection with G. salaris for its entire territory if it can demonstrate that:
1)	none of the susceptible species referred to in Article 10.3.2. are present and basic biosecurity conditions have been continuously met for at least the last six months;
OR
2)	pathway 2 (historical freedom) is [under study] there has been no occurrence of infection with G. salaris for at least the last 15 years, and; 
	United States
	Category: change

Proposed amended texts (or precise suggested deletion): 
Please see the proposed change in blue – “there has been no occurrence of infection with G. salaris for at least the last 15 10 years, and;”

Rationale: We feel this should remain at 10 years because G. salaris is viviparous, with rapid reproduction cycles; thus, supporting a shorter default basic biosecurity period, rather than >10 years. 




a) the Member Country can demonstrate that conditions are conducive to the clinical expression of infection with G. salaris, as described in Article 1.4.8. of Chapter 1.4.; and
b) basic biosecurity conditions as described in Chapter 1.4. have been continuously met for at least the last 15 years;
	United States
	Category: change

Proposed amended texts (or precise suggested deletion): 
Please see the proposed change in blue – “b) basic biosecurity conditions as described in Chapter 1.4. have been continuously met for at least the last  15 10 years;”

Rationale: We feel this should remain at 10 years because G. salaris is viviparous, with rapid reproduction cycles; thus, supporting a shorter default basic biosecurity period, rather than >10 years.




Pathway 2 (historical freedom) is only applicable to make a self-declaration of freedom from disease for infection with G. salaris for Atlantic salmon (Salmo salar). If the study population comprises other susceptible species that do not exhibit clinical signs then pathway 2 is not suitable. 
	United States
	Category: deletion

Proposed amended texts (or precise suggested deletion): 
Please see the proposed deletion in blue – “Pathway 2 (historical freedom) is only applicable to make a self-declaration of freedom from disease for infection with G. salaris for Atlantic salmon (Salmo salar). If the study population comprises other susceptible species that do not exhibit clinical signs then pathway 2 is not suitable.”

Rationale: We appreciate the Aquatic Animal Health Standards Commission (‘Commission’) for their careful consideration of the comments and concerns raised during the 92nd General Session last May 2025, as well as the recommendation to the Assembly that pathway 2 (historical freedom) for Gyrodactylus salaris (G. salaris) be placed under study and discussed by the Commission at its September 2025 meeting. 

We urge the Commission to reconsider creating an exception for a new approach to the application of pathway 2 (historical freedom) solely for GS as we have concerns about setting a precedent that could negatively impact trade.  

We recommend removing the proposal described in Annex 11 for Infection with Gyrodactylus salaris (G.salaris) which proposes that pathway 2 (historical pathway) should only be used for Atlantic salmon (in both Articles 10.3.5. and 10.3.6). Restricting the use of the historical pathway for self-declaration of freedom to only those countries/regions with Atlantic salmon in freshwater ecosystems, limits the applicability of this pathway, and implies that only Atlantic salmon monocultures are eligible for assessment via the historical pathway. If so, this effectively negates the use of this pathway for any freedom claims at zone or country levels where there is more than one of the susceptible species present.  

This proposed change sets a precedent which directly counters the utilization of risk-based methods which purposively focuses resources (whether observational or laboratory) on subpopulations with the highest probability of infection. As long as the target species for surveillance (e.g., Atlantic salmon) are representative of the larger (e.g., multi-species) population, risk-based approaches can dramatically enhance the quality of detection systems. This determination (and supporting rationale) should be made by individual countries within their self-declaration as surveillance designs and suitability are highly context specific.  

This proposed change also sets a precedent for how the Commission may approach other pathogens in the future, raising concerns about transparency and predictability that may directly impact trade for Members. 

We feel the Commission has not provided sufficient evidence to justify treating G. salaris differently from other WOAH-listed pathogens, and that Chapter 1.4. already includes provisions to address the Commission's concerns. Specifically, Chapter 1.4. already accounts for the option to provide additional data from targeted surveillance to strengthen historical freedom claims via pathway 2 if some susceptible species don’t show clinical signs to a given pathogen of concern. It is unclear why this approach is being proposed for G. salaris, and not for any other pathogens where historical freedom is included as a pathway for self-declaration of freedom such as those as having been assessed as broad host range. In these cases, evidence for assessment of susceptibility in some species are evaluated against the criteria outlined in Chapter 1.5. and used to list all species as susceptible. In these cases, we are not aware if all species in the Genus or Family would show clinical signs, however the historical freedom pathway has remained for these pathogens. If the Commission plans to single out individual species where pathway 2 applies, such as is proposed for G. salaris, it should instead be ideally accomplished through standardized criteria to further distinguish levels of susceptibility which is supported by specific scientific evidence (which is not currently outlined in Chapter 1.5.).




OR
3)	targeted surveillance, as described in Chapter 1.4., has been in place for at least the last three years without detection of G. salaris, and basic biosecurity conditions have been continuously met and have been in place for at least two years prior to commencement of targeted surveillance;
OR
4)	it previously made a self-declaration of freedom from infection with G. salaris and subsequently lost its free status due to the detection of G. salaris but the following conditions have been met:
a)	on detection of G. salaris, the affected area was declared an infected zone and a protection zone was established; and
b)	infected populations within the infected zone have been killed and disposed of by means that minimise the likelihood of further transmission of G. salaris, and the appropriate disinfection procedures (as described in Chapter 4.4.) have been completed followed by fallowing as described in Chapter 4.7.; and
c)	previously existing basic biosecurity conditions have been reviewed and modified as necessary and have continuously been in place since eradication of infection with G. salaris; and
d)	targeted surveillance, as described in Chapter 1.4., has been in place for:
i)	at least the last three years in wild and farmed susceptible species without detection of G. salaris; or
ii)	at least the last one year without detection of G. salaris if affected aquaculture establishments were not epidemiologically connected to wild populations of susceptible species.
	In the meantime, the part of the country outside the infected zone and protection zone may be declared a free zone as described in Article 1.4.4.



[bookmark: _bookmark431]Article 10.3.6.
Zone free from infection with G. salaris
If a zone extends over the territory of more than one country, it can only be declared a zone free from infection with G. salaris if all of the relevant Competent Authorities confirm that all relevant conditions have been met.
As described in Article 1.4.4., a Member Country may make a self-declaration of freedom from infection with G. salaris for a zone within its territory if it can demonstrate that:
1)	none of the susceptible species referred to in Article 10.3.2. are present and basic biosecurity conditions have been continuously met for at least the last six months;
OR
2)	pathway 2 (historical freedom) is [under study] there has been no occurrence of infection with G. salaris for at least the last 15 years, and; 
	United States
	Category: change

Proposed amended texts (or precise suggested deletion): 
Please see the proposed change in blue – “there has been no occurrence of infection with G. salaris for at least the last 15 10 years, and;”

Rationale: We feel this should remain at 10 years because G. salaris is viviparous, with rapid reproduction cycles; thus, supporting a shorter default basic biosecurity period, rather than >10 years. 




a) the Member Country can demonstrate that conditions are conducive to the clinical expression of infection with G. salaris, as described in Article 1.4.8. of Chapter 1.4.; and
b) basic biosecurity conditions as described in Chapter 1.4. have been continuously met for at least the last 15 years;
	United States
	Category: change

Proposed amended texts (or precise suggested deletion): 
Please see the proposed change in blue – “there has been no occurrence of infection with G. salaris for at least the last 15 10 years, and;”

Rationale: We feel this should remain at 10 years because G. salaris is viviparous, with rapid reproduction cycles; thus, supporting a shorter default basic biosecurity period, rather than >10 years. 




Pathway 2 (historical freedom) is only applicable to make a self-declaration of freedom from disease for infection with G. salaris for Atlantic salmon (Salmo salar). If the study population comprises other susceptible species that do not exhibit clinical signs then pathway 2 is not suitable. 
	United States
	Category: deletion

Proposed amended texts (or precise suggested deletion): 
Please see the proposed deletion in blue – “Pathway 2 (historical freedom) is only applicable to make a self-declaration of freedom from disease for infection with G. salaris for Atlantic salmon (Salmo salar). If the study population comprises other susceptible species that do not exhibit clinical signs then pathway 2 is not suitable.”

Rationale: We appreciate the Aquatic Animal Health Standards Commission (‘Commission’) for their careful consideration of the comments and concerns raised during the 92nd General Session last May 2025, as well as the recommendation to the Assembly that pathway 2 (historical freedom) for Gyrodactylus salaris (G. salaris) be placed under study and discussed by the Commission at its September 2025 meeting. 

We urge the Commission to reconsider creating an exception for a new approach to the application of pathway 2 (historical freedom) solely for GS as we have concerns about setting a precedent that could negatively impact trade.  

We recommend removing the proposal described in Annex 11 for Infection with Gyrodactylus salaris (G.salaris) which proposes that pathway 2 (historical pathway) should only be used for Atlantic salmon (in both Articles 10.3.5. and 10.3.6). Restricting the use of the historical pathway for self-declaration of freedom to only those countries/regions with Atlantic salmon in freshwater ecosystems, limits the applicability of this pathway, and implies that only Atlantic salmon monocultures are eligible for assessment via the historical pathway. If so, this effectively negates the use of this pathway for any freedom claims at zone or country levels where there is more than one of the susceptible species present.  

We feel the Commission has not provided sufficient evidence to justify treating G. salaris differently from other WOAH-listed pathogens, and that Chapter 1.4. already includes provisions to address the Commission's concerns. Specifically, Chapter 1.4. already accounts for the option to provide additional data from targeted surveillance to strengthen historical freedom claims via pathway 2 if some susceptible species don’t show clinical signs to a given pathogen of concern. It is unclear why this approach is being proposed for G. salaris, and not for any other pathogens where historical freedom is included as a pathway for self-declaration of freedom such as those as having been assessed as broad host range. In these cases, evidence for assessment of susceptibility in some species are evaluated against the criteria outlined in Chapter 1.5. and used to list all species as susceptible. In these cases, we are not aware if all species in the Genus or Family would show clinical signs, however the historical freedom pathway has remained for these pathogens. If the Commission plans to single out individual species where pathway 2 applies, such as is proposed for G. salaris, it should instead be ideally accomplished through standardized criteria to further distinguish levels of susceptibility which is supported by specific scientific evidence (which is not currently outlined in Chapter 1.5.).




OR
3)	targeted surveillance, as described in Chapter 1.4., has been in place in the zone for at least the last three years without detection of G. salaris and basic biosecurity conditions have been continuously met and have been in place for at least two years prior to commencement of targeted surveillance;
OR
4)	it previously made a self-declaration of freedom for a zone from infection with G. salaris and subsequently lost its free status due to the detection of G. salaris in the zone but the following conditions have been met:
a)	on detection of G. salaris, the affected area was declared an infected zone and a protection zone was established; and
b)	infected populations within the infected zone have been killed and disposed of by means that minimise the likelihood of further transmission of G. salaris, and the appropriate disinfection procedures (as described in Chapter 4.4.) have been completed followed by fallowing as described in Chapter 4.7.; and
c)	previously existing basic biosecurity conditions have been reviewed and modified as necessary and have continuously been in place since eradication of infection with G. salaris; and
d)	targeted surveillance, as described in Chapter 1.4., has been in place for: 
i)	at least the last three years in wild and farmed susceptible species without detection of G. salaris; or
ii)	at least the last one year without detection of G. salaris if affected aquaculture establishments were not epidemiologically connected to wild populations of susceptible species.
	In the meantime, a part of the zone outside the infected zone and protection zone may be declared a new free zone as described in Article 1.4.4.

[…]
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