Annex 31

CHAPTER 6. 8.

MONI TORI NG OF THE
QUANTI TI' ES AND USAGE PATTERNS OF
ANTI Ml CROBI ALS AGENTS USED I N
FOOD PRODUCI NG ANI MALS ANIHMAL—HUSBANDRY

EU comments
The EU welcomes the update of thisimportant chapter, the clarity of which has been improved.

However, this chapter would gain in utility if it contained mor e precise guidance asin chapter
6.7.,i.e. with more specifications and protocols. The EU wishesto inform the OIE that detailed
guidance is being developed in the EU.

Moreover, it would be valuableif OIE could follow up with practical training cour ses for
countries planning to start monitoring.

Commentsareinserted in the text below to be taken into consideration by the TAHSC in its next
meeting.

Article 6.8. 1.

Purpose

The purpose of these recommendations is to describe an approach to the monitoring of the quantities of
antimicrobials agents used in food producing animals antmal-husbandsy.

In order to evaluate antimicrobial exposure in food producing animals, quantitative information should be
collected to monitor usage patterns by animal species, antimicrobial agents/class, type of use and route of

administration.

Article 6.8. 2.

Objectives

The information provided in these recommendations is essential for antimicrobial resistance risk analyses
and planning purposes and should be read in conjunction with Terrestrial Code Chapters 6.7. and 6.10.. This
information; is necessary ean—be-helpfal in for interpreting antimicrobial resistance surveillance data and
can assist in the-abilityto responding to problems of antimicrobial resistance in a precise and targeted way.
The continued collection of this basic information will also help to give an indication of trends in the use
of antimicrobial agents in animals over time and potential associations with antimicrobial resistance in
animals. This information may also assist in risk management to in evaluateing the effectiveness of efforts
to ensure prudent use and mitigation strategies (for example, by identifying changes in yeterinary
prescribing practices fer—peterinariansy and to indicate where change alteration of antimicrobial usage

presetibing practices might be appropnate The Qubhcauon of some ot all of these data ma;; be helgful for

risk communication purposes. ;
antimterobialuse:

EU comment
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In the fourth sentence of the paragraph above, the words™" responsible and" should be added
between thewords " to ensure” and " prudent use" .

In the aquatic animal health code, both responsible and prudent uses are used. The same should
go throughout this chapter.

Furthermore, the EU is of the opinion that it isimportant to publish the data, while maintaining
the necessary respect for confidentiality. Among motivesfor publishing dataisnot only risk
communication, it isalso e.g. transparency and to allow for risk assessments by all stakeholders.
Therefore, the EU suggests the following wording for the last sentence:

" The publication of some-erat-of these data may-be-helpful isimportant to ensure transparency

and to allow all interested partiesto assesstrends, to perform risk assessments and for risk
communication purposes.”

Article 6.8.3.

Development and standardisation of antimicrobial monitoring systems

Systems to monitor antimicrobial usage consist of the following elements:

1.  Sources of antimicrobial data

2)

b)

Basic sources

Sources of data will vary from country to country. Such sources may include customs, import

and export data, manufacturing and manufactaring sales data.
Direct sources

Data from animal veterinary medicinal product dsag registration authorities, wholesalers,
retailers, pharmacists, veterinarians, feed stores, feed mills and esganised pharmaceutical
industry associations in-these-eountries can might be efficient and practical sources. A possible
mechanism for the collection of this information is to make the provision of appropriate
information by pharmaceutical manufacturers to the regulatory authority one of the
requirements of antimicrobial registration.

End-use sources (veterinarians and food animal producers)

This may be appropriate when basic or direct sources cannot be used for the routine collection
of this the information aad or when more accurate and locally specific information is required

(such as off label use).

Periodic collection of this type of information may be sufficient.
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Collection, storage and processmg of data from end-use sources should be carefullg dé:Slgned2

well managed and a o—be ent-and o destoned
5 have the agablht;; to 1Qroduc ad¥aﬂt&ge—ef—pfed—&el—ﬁg accurate

and targeted information.

d) Other sources

Non-conventional sources including internet sales data related to antimicrobial agents could be

collected where available.

Members may wish to consider, for reasons of cost and administrative efficiency, collecting medical,
food producing animal, agricultural and other antimicrobial use data in a single programme. A
consolidated programme would also facilitate comparisons of animal use with human use data for
risk_analysis purposes and help to promote optimal usage of antimicrobials.

2. Types and reporting formats of antimicrobial usage data Categotiesofdata
a)  Type of Reguirementsfor antimicrobial use data enantimierobialuse

The minimal data collected at minimum should be the annual weight in kilograms of the active
ingredient of the antimicrobial(s) used in food animal production per vear. Fhis—should—be

related—to—theseale-of produetion{seepoint 3-below). [t is possible to estimate total usage by

collecting sales data, prescribin ata, manufacturing data, export/import data or an
combination of these.

The total number of food producing animal ecies, type of production and their weight in

kilograms for food production per vear (as relevant to the country of production) is essential
basic information.

Information on dose regimes and duration of administration are elements to include when
estimating antimicrobial usage in food producing animals.

b) Reporting formats of antimicrobial use data

EU comment

Thereport should include a clear description of the method of collection, inclusion criteria and
an assessment of the completeness of data.

The antimicrobial agents/classes/sub-classes to be included in data reporting should be based on

current known mechanisms of antimicrobial activity and antimicrobial resistance data.

Nomenclature of antimicrobials should comply with international standards where available.

For active ingredients present in the form of compounds or derivatives, the mass of active entity
of the molecule should be recorded. For antibieties antimicrobial agents expressed in
International Units, the calculation required to convert these units to mass of active entity
should be stated.

EU comment

The EU suggests the following modification of the last sentence of the paragraph above, for
consistency with the current terminology:
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For antibieties antimicr obial agents expressed in I nternational Units, the ealewtation+eguired

factor used to convert these unitsto mass of active entity should be stated.

The regomng of ant1m1crob1al uge data mag l;e further organ@ed by §Qec1e§, l;;; route of

topical) and b e of use thera eutic/non-therapeutic).

Regarding data coming from end-use sources, further breakdown of data for analysis of
antimicrobial use at the regional, local, herd and individual veterinarian/veterinary practice level

may be possible.
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Article 6.8.4.

Interpretation

According to the OIE risk assessment guideline (refer to Chapter 6.10.), factors such as the

number/percentage of animals treated, treatment regimes e of use and route of administration are
kev elements to consider.

When comparing antimicrobial use data over time, changes in the size and composition of animal
populations should also be taken into account.

The interpretation and communication of results should take into account factors such as seasonality
and disease conditions, animal species and age affected, agricultural systems (e.g. extensive range

conditions and feedlot animal movement ose regimes  an uration of treatment with
antimicrobial agents.

— text deleted
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Annex 31 (contd)

CHAPTER 6. 7.

HARMONI SATI ON OF
NATI ONAL ANTI MI CROBI AL RESI STANCE
SURVEI LLANCE AND MONI TORI NG PROGRAMMES

EU comments

The EU welcomes the update of thisimportant chapter, which would need a renumbering with
more articles, for better understanding and reference.

Furthermore, thereisnot enough emphasis on animal pathogensin some of the sections. The
guidance seemsto be focussed entirely on monitoring of potential food borneresistance. No
guidance with relevance for animal pathogensis given on sample sources, and in particular not
for type of samples. It isimportant that the animal health aspect (and thus animal pathogens,
including not enteric ones) isalso included in this Ol E guidance.

The commentsinserted in the text below should be taken into consideration by the TAHSC in its
next meeting.

Article 6.7.1.
Objective

This chapter provides criteria for the:

1. development of national antimicrobial resistance surveillance and monitoring programmes,

2. harmonisation of existing national antimicrobial resistance surveillance and monitoring programmes,

in food producing animals (e.g. avian, bovine, caprine, equine, ovine, porcine) and in products of animal

origin intended for human consumption.
Article 6.7. 2.
Purpose of surveillance and monitoring

Active (targeted) surveillance and monitoring are as core parts of national antimicrobial resistance

surveillance programmes. Passive surveillance and monitoring may offer additional information (refer to

Chapter 1.4.). Regional cooperation between Members conducting antimicrobial resistance surveillance
should be encouraged.

4+-Surveillance and monitoring of antimicrobial resistance is necessary to:

Lay——follow treads+n antimicrobial resistance trends in bacteria;

2.by——detect the emergence of new antimicrobial resistance mechanisms;

3.e——provide the data necessary for conducting risk analyses with as relevantee to fer animal human
and human animal health;
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4.dy——>provide a basis for policy recommendations for animal and human publie health;

5.e—provide information on fer antimicrobial prescribing practices and useful for development of

prudent use recommendations.

EU comment

Monitoring of resistance cannot provide information on prescribing practices—that isthetopic
of monitoring of usage; it can provide information useful for the practices.

Thus, the sentence (5) above should read: " provide information useful for development of

antimicrobial prescribing practices and of prudent use recommendation.

Article 6.7.3.

The development of antimicrobial resistance surveillance and monitoring programmes

1. General aspects

Surveillance of antimicrobial resistance at regular-ertargeted intervals or ongoing monitoring of the
prevalence of resistance in prevalenece—changes—ef—resistant bacteria from ef animals, food,
environmental and humang esigin, constitutes a critical part of a—animal health and food safety
strategyies aimed at limiting the spread of antimicrobial resistance and optimising the choice of
antimicrobials used in therapy.

Monitoring of bacteria from products of animal origin intended for human consumption collected at
different steps of the food chain, including processing, packing and retailing, should also be
considered.

National antimicrobial resistance monitoring and surveillance programmes may include the following
components:

a scientifically-based surveys (including statistically-based programmes);

EU comment
All surveys should be scientifically based. Thus, the par agraph above should read:

" National antimicrobial resistance monitoring and surveillance programmes should be
scientifically-based and may include the following components:

a) statistically-based surveys;
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2.

b) routine sampling and testing of food producing animals_on the farm, at live animal market_or at

slaughter;

c) _an organised sentinel programme, for example targeted sampling of food producing animals,

herds, flocks, and vectors (e.g. birds, rodents);
d) analysis of veterinary practice and diagnostic laboratory_records.

Sampling strategies

i) Sampling should be conducted on a statistical basis. The sampling strategy should ensure
assare:

—  the sample is representativeness of the population of interest;

— the robustness of the sampling method.
#b) The following criteria are to be considered:
—  sample size;
—  sample source (e.g. food producing animal, food, animal feed);
— animal species;
—  category of animal within species (e.g. age group, production type);
_ Geati i ;
—  health status of the animals (c.g. healthy, diseased);

— random sample (e.g. targeted, systematic);

—  type of sample speeirmens (e.g. faecal, carcass, preeessed food product).

B)3) Sample size

The sample size should bes#large enough to allow detection of existing and emerging antimicrobial
resistantee phenotypes;.

EU comment

Theword " resistant phenotypes' should not be added and the former word " resistance” should
be kept.

The phenotypeistoo restrictive at this place, whilein any casein point 10.€) thereisareference
to genotypes, which definitely should beincluded.

. " ¥ : '

Samples size estimates for prevalence of antimicrobial resistance in a large population is provided

Details-areprovided-in Table 1 below. Sa : w-stands ] ocedures:

Table 1. Sample size estimates for prevalence of antimicrobial resistance in a large population

| ‘ 90% Level of confidence | 95%evel of confidence
E;I:,Z;:etiie 90%-Desired precision 95%-Desired precision
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| \ 10% L 5% 1% | 10% | 5% | 1%

| 10% | 24 | 97 35 | 138 | 3445
| 20% ] 43 | 173 61 | 246 | 6109
| 30% | 57 227 81 | 323 | 8003
| 40% ] 65 | 260 92 | 369 | 9135
| 50% | 68 270 9 | 38 | 9512
| 60% | 65 L 260 92 | 369 | 9135
| 70% | 57 227 81 | 323 | 8003
| 80% | 43 173 61 | 246 | 6109
| 90% ] 24 \ 97 35 | 138 | 3445
Calcularions based on vé—@%—m—&@pg&ée,—@eteber—l@Q{—Gaﬁ&s—fer—%%ea&e—Geﬂ&el

3 ware—avatla : VW SOV - Epi Info version 3.5.1.,
Novernber 2010, Centers for Disease Control and Preventlon (public domain softwate available at
http: .cdc.gov/). Further information on sample size calculation can be found in Annex 1 of the
EESA Journal (2007), 96, 1-46, “Report including a proposal for a harmonized monitoring scheme of
antimicrobial resistance in Salmonella in fowl (Gallus gallus), turke nd pigs and Campylobacter jejuni an
C. coli in broilers.

34. Sample sources

Members should examine their livestock production systems and decide, after risk analysis, the relative
importance of antimicrobial resistance and its impact on animal and human health.

EU comments

Theintention of the above sentence is difficult to under stand. Should a total risk analysison
impact regar ding animal and public health be performed in order to decide on sample sour ces?
On basis of what information should such an analysis be made, if thereisyet no monitoring and
thusno data? Istheintention to say: " Members should examine their livestock production
systems on basis of available infor mation and what sources arelikely to contributem
to a potential risk (i.e.arisk approach)" ?

a)  Animal feed

Members should consider including animal feeds in surveillance and monitoring programmes as
they may become contaminated with antimicrobial resistant bacteria, e.g. Salmonella.

ba) Food producing animals

fish on31dered for samghng should be relevant to the countg s Qroductlon sgstemh’v‘esfeek and
inchade.

be) Food and-animal-feed
Members should consider including relevant food products originating from food producing

animals in surveillance and monitoring programmes as foodborne transmission Centaminated
food is eemmenly considered to be an important the-prineipal-route for the transfer of
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Expected

prevalenee

| | % | 8% | % | e [ 5% | e |
| 10% |24 | 97 | 2429 | 35 138 | s |
| 20%, | 4 | w3 | 4310 | 61 246 | 6189 |
| 30% | 57 | 227 | 5650 | 81 323 | 8003 |
| 40% 65 | 260 | 6451 | 92 | 369 | 9435 |
| 500 | 68 | 270 || 6718 | 9% 384 | 9512 |
| 60% |65 | 260 | 6451 | 92 | 369 | 9435 |
| 0% | 57 || 227 || 5650 | 8t | 323 | s0e3 |
| 0%, | 4 | w3 | 4310 | 6t 246 | 6389 |
| 9004 |24 | 97 | 2429 | 35 | 138 | 3445

45. Type of Ssample speeirmens to be collected

’ EU comment

\ Theword " sample" should be plural, " samples’

Feed samples should be collected in amounts sufficient for isolation of resistant bacteria of concern
(at least 25 ¢) and should be linked to pathogen surveillance programmes.

Faecal samples should be collected in amounts sufficient for isolation of the resistant bacteria of

concern gat lga§t é g from l;ogme ang porcine ang ghole caeca from Qoultg;) aﬂ—s&efn—lﬁzesfeek—&ﬂd

Sampling of the carcasses at the abattir provides information on slaughter practices, slaughter hygiene
and the level of microbiological faeeal contamination and cross-contamination of weat, é&ﬁ&g—ehe

stanghter—proeess. Purther sampling of the product at retail sales level from—the—retailehain may

provides additional information on microbiological contamination. pfeva}eﬁee—ehaﬂges—befefe—t:he
foodreachesthe-consumer.

EU comment

The EU proposesto modify thelast part of the sentence above asfollows:. " ... may provide
additional information on the overall microbiological contamination from the slaughter to the
consumer."

Indeed, sampling at retail level would represent the sum of all contamination, it should be clear
herethat it's not additional information about initial contamination.
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Existing food processing microbiological monitoring and ‘hazard analysis and critical control points’
(HACCP) programmes may provide useful samples for surveillance and monitoring of resistance in
the food chain after slaughter.

EU comment

The EU proposes not only to include food processing microbiological monitoring and HACCP
programmesin the sampling plans but also any kind of samples used for other food safety
pur poses.

Table 2 provides examples of sampling sources, sample types and monitoring outcomes.

Table 2. Examples of sampling sources, sample types and monitoring outcomes

Additional information

Source Sample type Outcome required/additional
stratification
Prevalence of resistantee it bacteria P \ .
originating from animal populations Agc categorics,
u »
Herd/Flock S na’ pop production types, etc.
.y Faecal (of different production types) . AN

of origin B . . . . . - |Antimicrobialbietie use
Relationship resistance — antimicrobial O time
biotie use
Prevalence of resistantee i-bacteriat

Abattoir Faecal populatiens originating from animals
at slaughter age

|Caecazlntestine ’As above

Hygiene, contamination during

Carcass

slaughter
Processing, MeatFood Hygiene, contamination during
packing products processing and handling

Prevalence of resistantee i bacteria
originating from food, exposure data
for consumers

Point of sales |Meat Food
(Retail) products

L bles.

dataforconstmers
. Prevalence of resistantee it bacteria
Various . L. .
. Animal feed originating from animal feed,
origing

exposure data for animals

56. Bacterial isolates

The following categories of bacteria could be monitored:
a)  Animal bacterial pathogens
Monitoring of antimicrobial resistance in animal pathogens is important, both to:

i)  detect emerging resistance that may pose a concern for animal haman and human animal
health;

1)  guide veterinarians in their prescribing decisions.
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Information on the occurrence of antimicrobial resistance in animal pathogens is in general
derived from routine clinical material sent to veterinary diagnostic /aboratories. These samples,
often derived from severe or recurrent clinical cases including therapy failure, may provide
biased information.

EU comment

Theinformation in the paragraph aboveisrelevant to the type of sample and not so much to the
type of bacteria. The EU suggeststo move and rephrase it.

b) Zoonotic bacteria

0 Salmonella

Salmonella should be sampled from animal feed, food producing animals; eatte;—pies;
broilers—and—other—poultry; and animal derived food products. For the putpose of
consistency _and harmonisation, samgles should be preferably taken at the abattoir.

EU comment

The EU proposes awording for the point on salmonella similar to the one under " Commensal

bacteria”, and to replace the words " samples should be preferably taken at the abattoir™ by

" bacteria from animals should be isolated from health imals pr eferably at the abattoir" .

Surveillance and monitoring programmes may also use include bacterial isolates obtained
from designated national Jaboratories originating from other sources.

Isolation and identification of bacteria and bacterial strains should follow nationally or

internationally standardised aeeepted procedures.

Serovars of public health epidemiologteal importance such as . Typhimurium and S.
Enteritidis should be included. The inclusion seleetier of other relevant serovars will

depend on the epidemiological situation in each country.

All Salmonella isolates should be serotyped and, where appropriate, phage-typed according
to standard methods used at the nationally designated /zboratories. For those countries that

have the capabilities, Sa/monella could be genotyped using genetic finger-printing methods.
Validated antimicrobial susceptibility testing methods should be used.

EU comment

The sentence above isimportant but not a component of the present heading. The EU suggeststo
insert it later on a heading on methods for susceptibility testing, merged with what is currently
point 8 (antimicrobialsto beused...).

i) Campylobacter

Campylobacter jejuni and C. coli should be isolated from food producing animals and

associated food products (primarily from poultry). ean-be-iselatedfrom—thesamesamples
as—commensal—baeteria: [solation and identification of these bacteria should follow

nationally or internationally standardised aeeepted procedures. Campylobacter isolates should
be identified to the species level.

Validated antimicrobial susceptibility testing methods should be used.
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EU comment

Thetext asregards campylobacter above should be more descriptive and in line with the one on
salmonella.

iif) Enterohaemorrhagic Escherichia coli

Enterohaemorrhagic Escherichia coli (EHEC), such as the serotype O157, which is
pathogenic to humans but not to animals, may be included in resistance surveillance and
monitoring programmes.

Validated antimicrobial susceptibility testing methods should be used.

EU comment

The problem with EHEC is not resistance since antimicrobialsis not an important part of the
therapy totreat EHEC infections. To get an overall picture on resistance among E. coli in
animals, it is better to look at the whole E. coli population.

Furthermore, there should be a paragraph iv) on MRSA, which isvery important for AMR
issues.

¢) Commensal bactetia

E seheriehia coli and enterococer (Enterococeus faecium and E. faecalis) may be sampled from animal feed,
food producing animals and animal-derived food products.-ate-common-—ecommensal-bacteria:

These bacteria are commonly used in surveillance and monitoring programmes as indicators,

providing information on the potential reservoir eensidered—to—eonstitute a—teservoir of
antimicrobial resistance genes, which may be transferred to pathogenic bacteria. eausing—disense

irmnimals-orhramans: It is considered that these bacteria should be isolated from healthy animals,

preferably at the abattoir, and be monitored for antimicrobial resistance.

Validated antimicrobial susceptibility testing methods should be used.
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Storage of bacterial strains

If possible, isolates should be preserved at least until reporting is completed. Preferably, isolates
should be permanently stored. Bacterial strain collections, established by storage of all isolates from
certain years, will provide the possibility of conducting retrospective studies.

N
5o

Antimicrobials to be used in susceptibility testing

Clinically important antimicrobial agents/classes used in human and veterinary medicine should be

included in antimicrobial resistance surveillance programmes smoesitored. Members should refer to

Chapter 1.1.6. of the Tervestrial Manual and the OIE list of antimicrobials of veterinary importance for
monitoring purposes. However, the number of tested antimicrobials may have to be limited

according to financial resources.

EU comment

Theword "aswell asWHO list of human critically important antimicrobials' should be added
at the end of the second sentence of the paragraph above.

Thefirst sentence makes reference to antimicrobial used in human and veterinary medicine,
thus Member s should also refer to thelist of critically important antimicrobial for human,
established by the WHO.

Furthermore, this section should be expanded to include a comment on the methodology to be
used, and in particular on theneed for stringent quality control. It would be valuableif this
section explains and acknowledges the use of class representatives in antimicrobial susceptibility
testing. Thereader may get the impression that all substances on thelist need to betested. There
are agreed classrepresentatives for most classes, and that consider ably narrows down the
number of substancesthat need to be tested.

do
NS

Type of data to be recorded and stored

Data—en—Aantimicrobial susceptibility data should be reported quantitatively (minimum inhibitory

concentration 1Cs] or inhibition zone diameters), rather than qualitatively.

Appropriately validated antimicrobial susceptibility testing methods should be used in accordance
with Chapter 1.1.6. of the Terrestrial Manual, concerning laboratory methodologies for bacterial
antimicrobial susceptibility testing.

EU comment

Thelast paragraph above should be moved to the suggested section on methodology and
antimicrobialsto be used in testing.

910. Recording, storage and interpretation of results
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a) Because of the volume and complexity of the information to be stored and the need to keep
these data available for an undetermined period of time, careful consideration should be given
to database design.

b) The storage of raw (primary, non-interpreted) data is essential to allow the evaluation efthe-data
in response to various kinds of questions, including those arising in the future.

¢) Consideration should be given to the technical requirements of computer systems when an
exchange of data between different systems (comparability/compatibility of automatic recording
of laboratory data and transfer of these data between and within resistance monitoring
programmes) is envisaged. Results should be collected in a suitable national database. They
should skall be recorded quantitatively:

i)  as distributions of mintmuminhibiteryeoneentrations{MICs) in milligrams per litre;

i)  or inhibition zone diameters in millimetres.
d) The information to be recorded should include, where possible, atteast the following aspects:
1)  sampling programme;
i) sampling date;
ili) animal species/}vestoek-category;
iv) type of sample;
v)  purpose of sampling;
vi) type of antimicrobial susceptibility testing method used;
vii) geographical origin (geographical information system data where available) of berd, flock or

animal,

vill) age-of Aanimal factors (e.g. age, condition, health status, identification, sex).

e) The reporting of laboratory data should include the following information:

i) identity of laboratory,
i) isolation date,

iif) reporting date,

iv) bacterial species,

and, where relevant, other typing characteristics, such as:

V)  serowvattype/serovar,
vi) phage-_type,

vii) antimicrobial susceptibility result/resistance phenotype,

viii) molecular genotype.
f) The proportion of isolates regarded as resistant should be reported, including the defined
interpretive criteria breakpoints used.

@) In the clinical setting, breakpoints are used to categorise bacterial strains as susceptible,

intermediate suseeptible-or resistant. These clinical breakpoints; eften—referred—to—as—elinieal-or
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pharmacologieal- breakpoints;- may be are elaborated on a national basis and may vary between

Members.

h) Thesystem—of reference—used—shouldbe—reeorded: The antimicrobial susceptibility testing
standards and guidelines used should be recorded.

i)  For surveillance purposes, use of the microbiological breakpoint (also referred to as
epidemiological cut-off point), which is based on the distribution of MICs or inhibition zone
diameters of the specific bacterial species tested, is preferred. When using microbiological
breakpoints, only the bacterial population with acquired resistance that clearly deviates from the
distribution of the normal susceptible population will be designated as resistant.

EU comment

For better clarity, the paragraph on clinical breakpoints, currently g), and epidemiological cut-
offs, currently i), should come one after the other. Thusthe current paragraph h) should be
moved up before g).

i)  ldeally Hawailable, data should be collected at the individual isolate level, allowing antimicrobial
resistance patterns to be recorded the-phenetype-of-the-isolates{resistancepattern)should-be
reeorded.

110. Reference laboratory and annual reports

a)  Members should designate a national reference centre that assumes the responsibility to:

1)  coordinate the activities related to the antimicrobial resistance surveillance and monitoring
programmes;

i)  coordinate and collect information from participating surveillance laboratories at-a—eentral
leeation within the country;

i) produce an annual report on the antimicrobial resistance situation ef in the country.

b) The national reference centre should have access to the:
i)  raw data;
i) complete results of quality assurance and inter-laboratory calibration activities;
i) inter-laboratory proficiency testing results;
iv) information on the structure of the monitoring system;

v)  information on the chosen laboratory methods.
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EU comment

Thistable 3 above presentsvery relevant examples and should not be deleted. It should be
moved to point 6, however without referenceto fish pathogensthat should be covered in the

Aquatic Code.

— text deleted
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