. R E

Calculation of the numerator:

kllograms of active ingredients

rﬁmﬁ‘ \M,..Js: %

-

- Dr. Delfy Géc

Data Managert i - :
Antimicrobial Resi i 8 1 ‘ y ’ 3 — 1 N

4 o



@ How to start?

P _ _
N 1 Map a distribution system of the

ve’cerinarj loroo(ucts dt national level

\ If you request that different stakeholders
calculate the data, make sure they receive a
training and that you can have access to all

their calculations

- __
3 Estimate the coverage of the data

\

Wholesaler 1

Products
12.5% for
Terrestrial
Food-
= Producing
25% animals

Wholesaler 2

60%

Wholesaler 3

12.5%

Different considerations for estimating the
coverdge:

The number of stakeholders that contributed
and their relative contribution to the total
Animal species covered by the products

Types of products covered (oral products are
usually predominant)



@ Understanding WOAH’s Antimicrobial Classes

timicrobial Class

P\minoglycosides
F\mpheniools
@rsenicals

ephalosporins (all generations)

1-2 gen. cephalosporins

3-4 gen cephalosporins

Fln.lowqulnolones
Elycopeplides
lycophospholipids

Lincosamides
Placlolides
Pliuofurans

rthosomycins

ther quinolones

enicillins
leuromutilins
olypeptides

uinoxalines
treptogramins

ulfonamides (including trimethoprim)

etracyclines
DOthers

igglegated class data

OTHER

All other antibiotics not covered by the
antimicrobial classes already listed.
This could include novobiocin, fusidic
acid, kirromvcins, fosfomgcin,
rifamycins, etc.

Aminoglycosides

Veterinary Medical Use Oral route
{including prevention of clinical signs) (kg)

Terrestrial food-producing animals

AGGREGATED CLASS DATA

This is for COﬂ‘FidCﬂtid' data only,

not for products having more than one

antibiotic. If in your country the data

for one antimicrobial class needs to
remadin confidential, then the data can
be reported under this category by
selecting this category in ANIMUSE and
report the names of the classes to
WOAH.

-

Aggregated Class Data [] @

Injection route Other routes

(kg) (kg)




@) Which data do you need to have for obtaining kilograms of active ingredients? -




@ Analyse the Data at Veterinary Product :

Sometimes the name might indicate the species,
—__~/ dctive substances or concentrations. If available,
use it to cross-check information

/
N 1 Name of the veterinary product

Remember, that each calculation must be
\_/) done bj loroo(uc’c e.9. tetracycline,

neomycin, enrofloxacin, etc.

The strength is expressed:

-in mg or g of the active ingredient per volume
or weigl«‘t or other unit (for examlole: ml, |, kg.
tablet or piece),

-in International Units (1U) per weight, volume
or other unit,

-in per cent (%) weight per weight (w/w) or
weight per volume (w/v).




@ General Calculation

Active substance concentration * Package size

- X Number of units sold, imported, prescribed or used
Concentration content

Example 1

Product Name: Product premix
Package size: 500 g
Sales during a year: 1 500 units

Molecules and concentrations:
Tetracycline 40 mg /1 g
Neomycin20mg/1g

Active Ingredient 1
Tetracycline

Example 2

" Product Name: Doggy tabs

" Package size: 1 box with 3 blisters (each blister has 10 tabs)
" Imports during a year: 950 boxes

= Molecules and concentrations:
Metronidazole 125 mg / 1 tablet
Spiramycin 700 000 IU / 1 tablet

Active Ingredient 1
Metronidazole

0.04 g *500
— 227975779 1500
1g

=30 000 g / 1 000
= 30 kg reported for tetracyclines class

125 30 pi
_ mg * L
1 piece
= 3562 500 mg / 1 000 000
= 3. 6 kg reported for the Other class

Active Ingredient 2
Spiramycin

Active Ingredient 2
Neomycin

— 0.02 500
— 95579 1500

=15000¢g /1000

= 15 kg reported for aminoglycosides class

— 700000 IU %30 piece
1 piece

=19 950 000 000 IU x 0.000313

= 6 244 350 mg/ 1 000 000

= 0. 2 kg reported for macrolides class

x 950




@ Conversion Factors

Table 2: Conversion of International Units (IUs) of certain antimicrobial agents into mg and relevant active
entities, based on the ESVAC conversion factors!

\g

ht

Antimicrobial agent in the
veterinary medicine

Apramycin

Bacitracin

Benzylpenicillin (penicillin G)?
Chlortetracycline

Colistin methane sulfonate sodium
(colistimethate sodium INN)
Colistin sulfate
Dihydrostreptomycin

Erythromycin

Gentamicin

Kanamycin

Neomycin

Neomycin B (Framycetin)

Oxytetracycline
Paromomycin
Polymyxin B
Rifamycin
Spiramycin
Streptomycin
Tetracycline
Tobramycin
Tylosin

s:/ /www.woah.or

Antimicrobial

active

entity for reporting to

WOAH
Apramycin
Bacitracin
Benzylpenicillin
Chlortetracycline
Colistin

Colistin
Dihydrostreptomy
cin
Erythromycin
Gentamicin
Kanamycin
Neomycin
Neomycin B
(Framycetin)
Oxytetracycline
Paromomycin
Polymyxin B
Rifamycin
Spiramycin
Streptomycin
Tetracycline
Tobramycin
Tylosin

International

Conversion factor to

Units permg ¢ - multiplication

552
74
1670
1000
12700

20500
LTk

920
620
796
762
706

880
750
8403
887
3200
760
982
875
1000

0.00181
0.013514
0.0006
0.001
0.000079

0.000049
0.00129

0.001087
0.001613
0.001256
0.00131
0.00142

0.00114
0.00133
0.000119
0.001127
0.000313
0.00132
0.00102
0.001143
0.001

en/document/en

amuse annex to guidance final

Table 3: Conversion of content stated in mg, g or kg of derivates/compounds of antimicrobial agents in the
veterinary product into corresponding mg, g or kg antimicrobial active entity for reporting to WOAH, based
on the ESVAC conversion factors?

Conversion factor for

Derivate or compound Active entity

multiplication

Benethamine benzylpenicillin* Benzylpenicillin 0.61

Benzathine benzylpenicillin® Benzylpenicillin 0.68

Cefapirin benzathine® Cefapirin 0.78

Cefalexin benzathine’ Cefalexin 0.74

Cloxacillin benzathine® Cloxacillin 0.78

Oxacillin benzathine? Oxacillin 0.77

Penethamate hydriodide 1° Benzylpenicillin 0.60

e Procaine benzylpenicillin'! Benzylpenicillin 0.57



https://www.woah.org/en/document/eng_amuse_annex_to_guidance_final/

@ ANIMUSE: Calculation Module :
Context

* Not mandatory.

* Based on the Calculation Tool - Excel.

e This Module, as the Calculation Tool, collects data at a veterinary prooluc‘l: level to help with the
calculation of kilograms of dctive ingredients.

* Any information provided in the Module is confidential, regardless of the confidentiality status of the

dossier.

Bemicrotasl Clesses AN assmals

mcrobial Clisses - Companien Animals®

. Omarsental fuh
—

tmicrobial Clrwes - Gromwth Pramoten™* Une of mntimicrchias.

9 il

Images from the Calculation Tool - Excel



@ ANIMUSE: Calculation Module :
WwWhew to use Lt?

Any time, 24/7 o(uring.

For assistance in calculations due to [:M_BHLM'"]N Ml]l]“I_E

large number of products.

2021 2020 2022

If there is no national database for
collecting data at veterinary product
level (use the online entry).

Find a product, active ingredient, ID of the product

nter Product Presentation ID Product name Enter Product Presentation 1D Enter Product WOAH ID Code

E Units and Package Sizes

mport data b
l F -t ke re is a na-ti 0 na l da-ta ba Se FO r Enter the number of units (by packages) imported or sold in a year or the peried of time declared to WOAH
collecting data at veterinary product ockage sies - e
leve" bu-t -tke national Sjs‘tem does no-t Type of Use (7] () vet. Medical Use

perform the calculations (use the
injection file).

When willing to check if the calculations
dre good.

(O) Growth Promotion

O Vet Medical Use + Growth Promotion

Route of Administration (COptional) Route of Administration

Animals Covered by the Product (Cpticnal)

When willing to have more data omolljsis
dt a molecule or ve’cerinarj loroo(uc‘t level.




@ ANIMUSE: How to Use the Calculation Module? .

HOME CALCULATION MODULE ~ QUESTIOMMNAIRE DATA VISUALISATION ~ HISTORY

# Calculation Module Managem..

You can access the

Welcome to th g Module ;- oo =
the Header Menu.

4 History Logs

E Select the year of data entry

2021 2020 2022 +
Target Cipticns priona Add a year
R You can also access it when
answering the questionnaire.
n Are data on the amount of antimicrobial agents intendeq for use in animals available? (® ves (O No

Next (use Calculation Module) Next (no data in the Calculation Module)




@ ANIMUSE: How to Use the Calculation Module? 1

The Calculation Module is accessible 24/7.

It has the same entry fields as the

Calculation Tool (the Excel that some

countries have been using).

.Q 3:.-i-‘e: ) | Swine ‘Q al'uee::::] 'Q C—:o-:w:»:: )

Fish - Salmon or Trout Fish - Tilapia

Ornamental Fish

Fish - Catfish Fish - Marine Fish - Undefined

Poultry Cervidae Camelidae Equines

Crustaceans

Rabbits/hares Bees - Honey Reptiles

Molluscs Amphibians Canines

Feli

Active ingredient

Chemical compound as declared on the label

Active Ingredient Name 9

Strength of Antimicrobial Agent

Tetracycline

Result for active ingredient

Per unit of content

1 mi

2021 2020 2022

duct name

Product1 ADOO

oduct Presentation 1D

E Units and Package Sizes

Enter the number of units (by packages) imported or sold in a year or the period of time declared to WOAH

-

250.0 ml 1340 Units

TypeofUse @ (@ vet Medical Use

() Growth Promi  Select

() vet. Medicalt 9™

Injection

Route of Administration (Optional) Other

Antimicrobial Class

Calculated amount of antimicrobial agents

Conversion factor

This is an examlole on how to manuallj enter

Tetracyclines

83750

kg

Not Applicable

product data. The injection of datasets and

© Add an active ingredient

connection from a national system (APIs) is
dlso loossible, if you want move information on
APIs, please contact the Antimicrobial Use Team



@ ANIMUSE: How to Use the Calculation Module?

12

Find a product, active ingredient, ID of the product

Enter Product Presentation ID

© Add product

# Deleie all products

Product1 | 250 ml

Once the product 1s
saved, you can
visualize it in the
product list or do a
search (by product
name, molecule or

ID).

2021 2020 2022

- AOOO1 - - 250ml You can also add

Product 1

Updated on 03/05/2023 1
ipdated on 03/05/ mofre uﬁltS fOl' the

/ same product with

© Add units

E Units and Package Sizes

o

by
1ZC

~1- ~a

# Edit product shest

Total units for the year: 1,340

FaWa B =% WSk _ Wa Ve W
oAalliv Pa\,nasc b

Number of units (by packages) imported or sold in a year or the period of time declared to WOAH

[ ] Select All

(] € 1,340 units | Added on 03/05/2023 by Delfy Gochez

\

Type of Use Vet. Medical Use

\

Route of Administration Oral

Animals Covered by the Product Bovine, Sheep, Goats

Active ingredient
o Tetracycline 250mg/1ml

Antimicrobial Class Calculated amount of antimicrobial agents

You.can q]\,x,myq edit the prnduct

information or delete it.

Conversion factor /

Tetracyclines 83.8

kg

Mot Applicable/

i Delete this product




@ ANIMUSE: How to Use the Calculation Module? t

CALCULATION MODULE -~ QUESTIC

S PRODUCT HISTORY R T

B Product History

you can edit the

T ol information or delete
Product History Consolidated data them

rom To Year - Product [ Product ID Active Ingredient - Antimicrobial Class «
- ® || ; e

Product entries are listed by date / unit data is modifiable ‘ # Edit A i Delst

Antimicrobicl Agant #1 Antimicrobial Agent #2

Date of Entry ~ Year Product ID Product namePackage Size N° of Units

Active Ingredient Antiricrobial Class Quantity in kgActive ingredient Antimicrobial Class Quantity in kg

The Product

241012 14/03/2023 2022 F'ro-:il..ctdt- 20ml 10 Scnt:mi*n Aminoglycosides 0 i'
History allows you e sl . R _

D 24100 14/03/2023 2022 Product 58 25 kg 234 Salinomycin onophores 702 nl
to visualize entries

% 241010 14/03/2023 2022 F'ro-:iL.ctEr', 54 i a::unu*nyrir onophores 120 i

for the same

O 241009 14/03/2023 2022 Product57 1509 60 Enrarnycin Polypeptides 0.4 'i'
product.

O 241008 14/03/2023 2022 Product56  10kg 7 Bacitracin Polypeptides 71 'i'



@ ANIMUSE: How to Use the Calculation Module? s

CALCULATION MODULE ~ QUESTIC

. h f
et N TIMICROBIAL QUANTITIES BY PRODUCT - i o

B Product History
tilters.

£ History Logs

Product History Consolidated data

Route of Administr.. -

product

Active Ingredient o Antimicrobial Class - LT';.-F:-E of Use h

‘ Animal Grou,

The By selecting a product(s), you

Consclidated data for all products saved in system

Consolidated

Data allows you Product ID Product name Package Sire  Number of Units

can delete them.

Antimicrobial Agent #1

Type of Use Route of AdministrationAnimal Groups\ Actions

to VisualiZe the Active Ingredient Antimicrobial ClassGuantity in kg
.
cons Olldated % 2022 Product 152 100 mi 12 Oxytetracycline Tetracyclines 0. Vet Medical Use njection @
data for the [ 202z Product 154 250 m 7 COwytetracycline Tetracyclines 02 Vet Medical Use njection i'
Same prOduCt [l 202z Product 155 500 ml 60 Cwytetracycline Tetracyclines 3 Vet Medical Use njection i'
with same - | | _
1 077 Prowtort 15 i il TI7 Civvtetrnewvrline atrnrurlines 20 Wat hMaedirnl lles niErtinn -

package size.



@ ANIMUSE: How to Use the Calculation Module? =

B Calculation Module You can search for a

/ Calculation Module HISTU HY lu ﬂs spectfic product with the

B Product History ﬁlters'

€9 History Logs

T oy e r - — Proci et Momne A rtio -
ed From =) To o roduct Name Action J Foeet m

Select

Added

Deleted

Product Marme

2021 18/04/2023 Froduct 94 100 g 2 DELETED Delfy Gochez
2021 19/04/2023 Froduct 93 100 g 42 DELETED Delfy Gochez
2021 19/04/2023 Froduct 92 100 mi 24 DELETED Delfy Gochez
2021 18/04/2023 Froduct 91 500 23 DELETED Delfy Gochez
2021 18/04/2023 Froduct S0 100 g 42 DELETED Delfy Gochez
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