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Presentation overview

Q Introduce the Antimicrobial Sales and Use (ASU) Platform and present the functionality that will enable users
to download data in a compatible format for ANIMUSE.

Context of the ASU Platform

Design and functionalities of the ASU Platform

Using the ASU Platform to extract data for ANIMUSE
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1. Context of the ASU Platform




Legal basis of the ASU Platform

Article 57 Regulation (EU) 2019/6

Collection and reporting of
data on:

+ volumes of sales per
veterinary antimicrobial
medicinal products

use per animal species per antimicrobial
medicinal products (both veterinary and

human)

V.
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Delegated Regulation (EU) 2021/578

Mandatory plus voluntary data collection
based on ATC/ATCvet code

Data quality

Establishment of national data collection
systems and IT tools for automated or
semi-automated reporting and analysis

Implementing Regulation (EU) 2022/209

Data collected at package level
Data format

Pre-filling of data entry fields by the
Agency with information available from the
Union Product Database (UPD)
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Type of data being collected

Volume of Sales

« Veterinary Antimicrobial Medicinal » Veterinary and Human Antimicrobial Medicinal
Products Products

. . . . » Per animal species and categories
« Data providers: marketing authorisation P J

ho_Iders, WhOIE_SaIerS' retallers,_feeq « Data providers: veterinarians, retailers,
mills, pharmacies and/or veterinarians pharmacies, feed mills and/or end users
(including farmers or breeders)

- Data sources: health records, treatment
logbooks, delivery notes, farm invoices,
prescriptions, pharmacy records, veterinary
practice records
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Stepwise scaling up of data collection, sending, and reporting
2030+

2030 ‘ Annual sending

(30 June)
and reporting
(31 December)

MS: Send sales
& use data (all

* 20 25 A MS: Send sales categories, incl.

& use data cats, dogs and N
20 24 ‘ EMA: Publish (+ othe:r food- fur animals)
- e HEnee T
20 2 3 EMA: Go-live report 31 epecies) ‘

MS: Send sales March 2025,
EMA: develop & use data then annually
ASU Platform (cattle, pigs, by 31

chickens & December

MS: Collect data turkeys) 30

> September
2024, then 30 @
uﬁ_ﬂ] June tvi "
e @
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2. Design and functionalities of the ASU Platform
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ASU Platform: IT system overview

Authentication &
authorisation

Data search || Data view Data
& export analytics

Data repository

Data Data quality Data
recording validation history

ASU concept

.
c
a
=
Q
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In line with legal requirements

Provide an environment for MSs to submit data
in a standardised format

Leveraging existing capabilities for sales data
collection

Functionalities prioritised in cooperation with
MSs to enable legislative compliance

Support harmonisation and data quality
Improve User Interface and Experience

Provide a public interactive database and
support data analytics




How does the ASU Platform work? \J
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ASU Platform users

EMA (Admin users)

During reporting cycle (Q1-Q2):

* Q1-Q2: assist with data submission and

« Upload sales, use and animal validation.
population data to ASU Platform.

* Q3-Q4: analyse submitted data and

- Validate uploaded data in the ASU prepare annual publication
Power BI Application.

« Submit the data on the ASU Platform.



Workflow for ASU data managers

1. Access the ASU Platform via UPD 2. Download sales and use data templates prefilled with
oHmmm.c.m,mzy products and product information at package level from the UPD

Home ASU Logout

Download Sales Data template Add other veterinary medicinal products
Include voluntary data

Welcome to the Union Product Database (UPD). A secure and integrated platform that supports the product

lifecycle management of veterinary medicinal products authorised in the EU/EEA

It allows Marketing Authorisation Holders and Competent Authorities to submit, create, manage, analyse and

maintain data an veterinary medicinal products and ather related specific regulatory activities in an efficient and

2036

timely manner. These activities include variations not requiring assessment, volume of sales data for veterinary
medicinal products and access to the Antimicrobial Sales and Use platform for collection of data on the volume
of sales and on the use of antimicrobial medicinal products used in animals.

Download template

n the colun
e is a data quali

will not be saved in the syst
i the UPD, plea ntact

1 it
Y issi

3. Complete downloaded templates with the humber of
packs sold/used for each product

pg - F | AMOXICILLIN v
A B c D E F G H | J K L M N o P E
1 |COUNTRY YEAR PERMANE PACKAGE REF_NUM ARTICLE_INAME ~ FORM  PACKSIZE PACKSIZEIATCVET SCOPE  COMPANINO_PACKS(editable) SUBST_ID{SUBSTANCY
2 |DE 2024 '60000021! 3b29c646-d695-47de N Aciphen K TABL 72.000 gram(s) QOICA04 mandator N 26 '1000000% AMOXICILL
3 DE 2024 '60000021! 1c5a429d-dfcb-40db- N Aciphen KTABL 72.000 gram(s) QJO1CA04 mandator N 176 '10000009; AMOXICILL
4 |DE 2024 '60000021! eb9e00db-blca-42ca N Aciphen K TABL 36.000 gram(s) QUO1CA04 mandator N 447 '10000009; AMOXICILL
5 |DE 2024 '60000021! 528e ee02-c5fd-4928- N Aciphen K TABL 36.000 gram(s) QUOICA04 mandator N 355 '10000009' AMOXICILL
6 DE 2024 '60000021! 9adbal54-b635-4e8a N Aciphen KTABL 5 gram(s) QUO1CA04 mandator N 172 '10000009; AMOXICILL
7 |DE 2024 '60000021! ddf7b808-c454-480a- N Aciphen KTABL 2,5 gram(s)  QJOLCAO4 mandator N 300 '10000009; AMOXICILL
8 [DE 2024 '60000021! 58307b6b-d2b7-4d9z N Aciphen K TABL 1 gram(s) QIOICAO4 mandator N 140 '10000009| AMOXICILL
9 DE 2024 '60000021!46¢58c3d-ed37-4b5b N Aciphen K TABL 500 gram(s) _QOICA0A mandator N 120 '10000009: AMOXICILL



4. Upload the sales and use templates to the
ASU Platform

Upload Sales Data File
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5. Validate the uploaded data in the

ASU Power BI Application

Use Dataset Comparison Report

Bassline Dataset Use (Tonnes) c

ange in Use (Tonnes)

1.214,434.62 -44,17481 v -3.64%

enerating the Biggest Change in  Use Dataset Comparisan by Product Form
™

6. Submit the data on the ASU Platform

Check Sales Data submission status

.

e Dataset Comparison by Antimicrobial Class

% Change in Use (Tonnes)
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3. Using the ASU Platform to extract data for ANIMUSE




ASU Power BI Data Validation Reports

« Help Member States validate the data uploaded to the ASU Platform
and ensure that it meets the quality standards indicated in the

legislation.

9 Sales Trends Report

les in 2018 (Tonnes)

(Blank)

Use Trends Report

@ Sales Trends detail

"
uct Form @ lnjectsble pr ®Tntrar T Yo

@ Use Trends Detail
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Antimicrobials Sales and
Use Validation Reports.

Sales Validation Reports
Sales Dataset Comparison...
Sales Template Report
Sales Trends Report

Use Validation Reports
Use Dataset Comparison ...
Use Template Report
Use Trends report

Animal Population Reports ~

Animal Population Templa...

Animal Population Bioma...




@ ChatinTeams Q Get insights Subscribe to report - Sort Or fllter to _]USt
p{ show antibiotics

Columns for
ANIMUSE Sales Trends

= Filters »

Q@ Search

Filters on this page

re p O rtl n g nass Year Country Active Sales in Route of Companion Antimicrobial JAntimicrobial Antimicrobial ATCvet F':d““w“" FEndE
. substance Kg administrationl] Animals only fclass L1 Class L2 class L3 Code =
Sales Dataset Comparison... Years -
2023 Austria Temafloxacin 0.06 Ora Antibactenals  Fluoroguinolon  Fluoroquinolon QJ01XQO01 - I
Sales Template Report 2023 2025 es es ilters on all pages
[ ] 2023 Austria Methenamine 32.13 Oral N Antibacterials  Other Other QI01FA92 Antimicrobial class L1~ <
Sales Trends Report silver nitrate antibacterials  antibacterials SHMIEEREE
e Country 2023 Belgium  Methenamine 41.06 Oral N Antibacterials  Other Other QJO1FA92Z Antimicrobial class L2 ¥
se Validation Reports silver nitrate antibacterials  antibacterials is (All
2023 Bulgaria  Methenamine 41.14 Oral N Antibacterials  Other Other QJO1FA92 Antimicrobial class L3~

Pinimal Populati

silver nitrate antibacterials  antibacterials is (All)
AS U prOd uct 2023 Croatia Methenamine 0.68 Oral I e i . _ —

N Product Form -
silver nitrate

fOrmS mapped to 2023 Cyprus Ceftibuten 0.52 Oral N —_ AII fOOd—prOdUCing o

Substance -
is (All)

WOAH \ Route Of 2023 Cyprus Kanamycin 126.00 Oral a n I ma IS (te rrestrlal + Year &

is less than or equal to 2025
and is greater than or equal to

a d m i n istratio n 4 2023 Cyprus Elurithromycw 37,500.8 Injection a q u a tl C) 0

2023 Cyprus Flurithromyci 27.40 Oral
n
Scope . . . .
B Mandatory 2023 Cyprus Bacitracin 13,655.1 Injection
[J Voluntary 9

2023 Cyprus Bacitracin 0.02 Oral Y = Non-fOOd_prOdUCI ng
Companian Animals Only 2023 Cyprus Methenamine 4.51 Oral H
Y silver nitrate ) a n I m a IS

® N

2023 Cyprus Penamecillin  9,301.60 Injection I T e e = =
lactamase

PP T,

@Sales Trends Report

Go back
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Antimicrobials Sales and 0 - !
Use Validation Reports. EUROITAN MEDICINES AGENCY U se Tre n d S D eta | I

SENTE]

Sales Validation Reports

mg/kg Year | Country | Active Use (Kg) | Route of Use Use AM Class L1 AM Class L2 AM Class L3 ATC/ATCvet Product |
substance Administration Species Category code
Sales Dataset Comparison... Years X - — 8 X — 2
2023 | Austria Benzylpenicillin 39.09 | Injection Cattle Beef cattle Antibacterials Penicillins Beta-lactamase | QIO1FASS Injectable
calcium sensitive products
Sales Template Report AL s penicillins
: : 2024 | Austria Ben;vlpenic n 45.15 | Injection Cattle Beef cattle Antibacterials Penicillins Beta-lactamase | QIO1FASS Injectable
Sales Trends Report calcium siuv products
penicillins
Country
. 2025 | Austria Benzylpenicillin 44.47 | Injection Cattle Beef cattle Antibacterials Penicillins Beta-lactamase | QI0O1FASS Injectable
Use Validation Reports Austria N calcium sensitive products
penicillins
Use Dataset Comparison ... Use Species 2023 | Austria Benzylpenicillin 87.11 | Injection Cattle Beef cattle Antibacterials Penicillins Beta-lactamase | QJ0O1FASS Injectable
calcium for slaughter products
under 1 year
Use Template Report Cattle - of age
X 2024 | Austria Benzylpenicillin 42.17 | Injection Cattle Beef cattle Antibacterials Penicillins Beta-lactamase | QI0O1FASS Injectable
Use Trends report Use Categories calcium for slaughter sensitive products
under 1 year penicillins
all ~ of age
Animal Population Reports 2025 | Austria Benzylpenicillin 75.44 | Injection Cattle Beef cattle Antibacterials Penicillins Beta-lactamase | QI0O1FASS Injectable
Use Datasets calcium for slaughter sensitive products
3 E under 1 year enicillins
Animal Population Templa... K 2025-APPROVED_FOR_PUBLICATION- of age o
5 5 O 2025-APPROVED_FOR_PUBLICATION- 2023 | Austria Benzylpenicillin 45.61 | Injection Cattle Dairy cattle | Antibacterials Penicillins Beta-lactamase | QIO1FAQS Injectable
Animal Population Bioma... E 2024-APPROVED_FOR_PUBLICATION- calcium products
O 2024-APPROVED_FOR_PUBLICATION-
E 2023-APPROVED_FOR_PUBLICATION-2 2024 | Austria Benzylpenicillin 59.39 | Injection Cattle Dairy cattle | Antibacterials Penicillins Beta-lactamase | QIO1FAQS Injectable
calcium sensitive products
penicillins
Scope - — — - - - — -
B Mandat 2025 | Austria Benzylpenicillin 68.27 | Injection Cattle Dairy cattle | Antibacterials Penicillins Beta-lactamase | QIO1FAQS Injectable
- andatory calcium sensitive products
[ voluntary penicillins
2023 | Austria Benzylpenicillin 71.96 | Injection Cattle Other cattle | Antibacterials | Penicillins Beta-lactamase | QI01FAQS Injectable
Medicinal Products calcium Pt products
= penicillins
VMP
— 2024 | Austria Benzylpenicillin 81.31 | Injection Cattle Other cattle | Antibacterials Penicillins Beta-lactamase | QI01FAQS Injectable
L] HMp calcium sensitive products
penicillins
@ Use Trends Report 20125 | auctria__| Benzvinenir 47 20 | Tniertion Cattle other rattle | antihacterials | Panicilling Reta_lactamace | 0IN1FAGS Tniertahls
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Sales Trends Detail

Which data do you want to export?

Export your data in the format that suits your needs. If you have a lot of data, the number of
rows you export might be limited depending on the file type you select. Learn more about

exporting data

® (@]
] @

Data with current layout Summarized data

-
6o

Underlying data

Export this data in the same
layout you see now, but

Export the summarized data
used to create your visual (for

Sales Datasets

E 2025-APPROVED_FOR_PUBLICATION-20
2024-APPROVED_FOR_PUBLICATION-20
2023-APPROVED_FOR_PUBLICATION-20
2022-APPROVED_FOR_PUBLICATION-20
2021-APPROVED_FOR_PUBLICATION-20

example, sums, averages, and
medians).

without any icons, calors, or
other formatting you added.

File format:

Mandatory
Voluntary

Companion Animals Only

® N

Export

2021 Germany Penamecillin 3,323.30 Other N

Antimicrobial
class L1

Antibacterials

Antibacterials

Antibacterials

Antibacterials

Antibacterials

Antibacterials

Antibacterials

Antimicrobial

Class L2
Penicillins
Penicillins
Penicillins
Penicillins
Penicillins
Penicillins
Penicillins

Antimicrobial ATCv

class L3

a

Beta-
lactamase
sensitive
penicillins
Beta-
lactamase
sensitive
penicillins
Beta-
lactamase
sensitive
penicillins
Beta-
lactamase
sensitive
penicillins
Beta-
lactamase
sensitive
penicillins
Beta-
lactamase
sensitive
penicillins
Beta-
lactamase
sensitive
penicillins

Code

QIO1F

QJO1F

QI01F

QIO1F

QJO1F

QIO1F

QJO1F



M11 v 2
@ |.la| \All EM‘k and Contractors

1 1

Private Public Intemal -~  Confidential - Restricted
G H 1 J
1 |Year Country Active substance SalesinKg Route of administration Companion Animals only ntirh class L1 Antimicrobial Class L2  Antimicrobial class L3 ATCvet Code Product Form
2 2023 Austria Amoxicillin 78,58 Injection N ntibacterials Penicillins Penicillins with extended spectrum  QJO1RAC4 Injectable products
3 2023 Austria Amoxicillin 5,49 Injection N ntibacterials Penicillins with extended spectrum  QJO1RA91 Injectable products
4 2023 Austria Amoxicillin 25.870,28 Oral N ntibacterials Penicillins with extended spectrum QJOLRAO4 Tablets, capsules
E 2023 Austria Amoxicillin 0,28 Oral N ntibacterials Penicillins with extended spectrum  QJO1RA91 Oral powders
o 2024 Austria Amoxicillin 116,88 Injection N ntibacterials Penicillins with extended spectrum QJOLRA04 Injectable products
7 2024 Austria Amoxicillin 17,52 Injection N ntibacterials Penicillins with extended spectrum  QJO1RA91 Injectable products
3 2024 Austria Amoxicillin 15,02 Oral N ntibacterials Penicillins with extended spectrum  QJO1RAQ4 Oral powders
9 2024 Austria Amoxicillin 1.411,86 Oral N ntibacterials Penicillins with extended spectrum QJOLRAG4 Oral solutions
14 2024 Austria Amaxicillin 32,54 Oral N ntibacterials Penicillins with extended spectrum QJOIRAO4 Tablets, capsules
iy 2024 Austria Amoxicillin 97,28 Other N ntibacterials Penicillins with extended spectrum  QJO1RAO4 Intramammary products for lactating cows
1l 2025 Austria Amoxicillin 62.047,42 Injection N ntibacterials Penicillins with extended spectrum  QJO1RA04 Injectable products
il 2025 Austria Amoxicillin 34,20 Injection N ntibacterials Penicillins with extended spectrum QJOIRA91 Injectable products
1 2025 Austria Amoxicillin 5.141,59 Oral N ntibacterials Penicillins with extended spectrum  QJO1RAC4 Oral powders
1) 2025 Austria Amoxicillin 0,03 Oral N ntibacterials Penicillins Penicillins with extended spectrum QJOIRA04 Tablets, capsules
1 2023 Austria Bacitracin 13.655,19 Injection N ntibacterials Other antibacterials Other antibacterials QJO1RADL Injectable products
i 2023 Austria Bacitracin 0,02 Oral N ntibacterials Other antibacterials Other antibacterials QJO1RAOL Tablets, capsules
1 2024 Austria Bacitracin 6,48 Injection N ntibacterials Other antibacterials Other antibacterials QJO1RADL Injectable products
i 2025 Austria Bacitracin 0,87 Injection N ntibacterials Other antibacterials Other antibacterials QJO1RAOL Injectable products
2 2025 Austria Bacitracin 18,91 Oral N ntibacterials Other antibacterials Other antibacterials QJOLRAOL Oral solutions
2] 2023 Austria Bacitracin 1.505,82 Injection N ntibacterials Other antibacterials Other antibacterials QJo1CAD4 Injectable products
2] 2023 Austria Bacitracin 49,66 Oral N ntibacterials Other antibacterials Other antibacterials QJOICAN4 COral powders
2 2023 Austria Bacitracin 0,33 Oral N ntibacterials Other antibacterials Other antibacterials QJo1CcAD4 Tablets, capsules
2 2024 Austria Bacitracin 741,07 Injection N ntibacterials Other antibacterials Other antibacterials QJoicAao4 Injectable products
2} 2024 Austria Bacitracin 171,63 Oral N ntibacterials Other antibacterials Other antibacterials QJoLCcAl4 Oral powders
2 2024 Austria Bacitracin 0,37 Oral N ntibacterials Other antibacterials Other antibacterials QJO1CA04 Tablets, capsules
7 2025 Austria Bacitracin 1.318,65 Injection N ntibacterials Other antibacterials Other antibacterials QJo1CAD4 Injectable products
2 2025 Austria Bacitracin 206,91 Oral N ntibacterials Other antibacterials Other antibacterials QJO1CADA Oral powders
2 2025 Austria Bacitracin 0,36 Oral N ntibacterials Other antibacterials Other antibacterials QJOICAN4 Tablets, capsules
3 2023 Austria Bacitracin 0,28 Oral N ntibacterials Other antibacterials Other antibacterials QJo1CAD4A Tablets, capsules
3 2023 Austria Bacitracin 2,67 Oral N ntibacterials Other antibacterials Other antibacterials QJO1CRO2 Tablets, capsules
3 2023 Austria Bacitracin 0,09 Other N ntibacterials Other antibacterials Other antibacterials QJ01CAD4 Intrauterine or gynaecological products
3 2024 Austria Bacitracin 0,39 Oral N ntibacterials Other antibacterials Other antibacterials QJO1CAG4 Tablets, capsules
3 2024 Austria Bacitracin 2,62 Oral N ntibacterials Other antibacterials Other antibacterials QJOLCRO2 Tablets, capsules
3! 2024 Austria Bacitracin 0,06 Other N ntibacterials Other antibacterials Other antibacterials QJo1cA04 Intrauterine or gynaecological products
3 2025 Austria Bacitracin 0,06 Oral N ntibacterials Other antibacterials Other antibacterials QJOICAN4 Tablets, capsules
2 ILNE=E i " e - i ntit ial! Nther antiharcterials Other antihacterials OINCRN2 Tahlats ransules
Export € [«

Raadu TP, Aecessihilibe Gand to an

==:] (5] m - s+
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Any questions?

Further information

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on %W @EMA_News
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Useful links

. Reqgulation (EU) 2019/6

. Commission Delegated Reqgulation (EU) 2021/578 of 29 January 2021 supplementing Reqgulation (EU)
2019/6 of the European Parliament and of the Council with regard to requirements for the collection of
data on the volume of sales and on the use of antimicrobial medicinal products in animals

. Commission Implementing Requlation (EU) 2022/209 of 16 February 2022 establishing the format of the
data to be collected and reported in order to determine the volume of sales and the use of antimicrobial
medicinal products in animals in accordance with Reqgulation (EU) 2019/6 of the European Parliament
and of the Council

« Antimicrobial use data reporting per animal categories (hnumerator) - Manual for reporting Veterinary
Medicinal Products Requlation | European Medicines Agency (europa.eu)

« https://www.ema.europa.eu/documents/scientific-quideline/quideline-reporting-antimicrobial-sales-use-
animals-eu-level-denominators-indicators en.pdf

« Union Product Database | European Medicines Agency (europa.eu)



http://eur-lex.europa.eu/eli/reg/2019/6/oj
https://eur-lex.europa.eu/eli/reg_del/2021/578/oj
https://eur-lex.europa.eu/eli/reg_del/2021/578/oj
https://eur-lex.europa.eu/eli/reg_del/2021/578/oj
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32022R0209
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32022R0209
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32022R0209
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32022R0209
https://www.ema.europa.eu/en/documents/other/antimicrobial-use-data-reporting-animal-categories-numerator-manual-reporting-data-ema_en.pdf
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicinal-products-regulation#progress-updates-section
https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicinal-products-regulation#progress-updates-section
https://www.ema.europa.eu/documents/scientific-guideline/guideline-reporting-antimicrobial-sales-use-animals-eu-level-denominators-indicators_en.pdf
https://www.ema.europa.eu/documents/scientific-guideline/guideline-reporting-antimicrobial-sales-use-animals-eu-level-denominators-indicators_en.pdf
https://medicines.health.europa.eu/veterinary/en
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