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1) General points

e The annual report must be submitted before 1 March each year

e The reporting concerns animals that were used the previous year (e.g., within 1 March 2023
you should report on animals used in 2022). NOTE: If animals have been included in an
experiment in the previous year, but still is included in an ongoing experiment it should not
be reported (should be reported the year it is removed from the experiment)

e You need to report on all FOTS IDs that had valid approval the reporting year irrespective of
whether you have used animals or not

e Mattilsynet (The Norwegian Food Safety Authority) has published a guide on important
points to consider when reporting:
Bruk av forsgksdyr: Veiledning om rapportering | Mattilsynet

As this information is only available in Norwegian, you find an English Translation of
this information at the end of this document

On the next pages you find a step-by-step technical guidance on how to report in FOTS.


https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
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2) How to access the reporting form

On the individual FOTS id, choose “Reporting number of animals” in the left menu:

Application »

Application
General information
Public access
Applicant and participants
Background and purpose
Animals
- A1 Mice (Mus musculus)
Mus (Mus musculus)
Calculating number of animals
Alternatives/3R
Methods description
Attachments

Comments
Request for changes

Reporting number of animals
Terminating the experiment

Print-out (pdf)
Submitted application 07.02.2021

Preview [ print application

Functions
Make a copy of this application

Back

In the page that opens, an overview of reporting status for current and previous years by species
and strains is provided. In this example, the 2021 report has been submitted while the 2022 report
is pending. Press “Report here” to enter the report form for 2022 (or year in question):

Application »
» 26493 - Kjemeawl av ALI APC{min /+)

Applied for Reported
Group Year Mumber Status
3 Mus (Mus musculus) 2021 0 Registerad yearly report
ElI2EES 2022

_ AIWT og APC MIN/=
Strain

180
Number
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The report form opens:

m EU reporting 2022

This reporting fulfils the obligations following Regulation concerning the use of animals for scientific purposes (forseksdyrforskrifien) §
36

This page represents one speciesistrain from the appication. For the reporting to be complete all species/strains must be reported

1FOTSID =

2 Species (FOTS) Mus (Mus musculus)

3 Type of animal (EU) A1 Mics (Mus musculus)

4 Total number of animals in the application 200

5 Number of animals used — updates sutomatically sher you have filed in Actus) ssverity (sion)

Distribute number of animals by severity

Actual severity Purposes
Mild (up to and including)

—(pleassssiecy — W

(This is the expected harm for some of the animals in the group)

Moderate
Severe

Non-recovery (uncanscious during the whole
experment and then euthanised)

Reused @ Mo () Yes

Place of birth (for animals not reused)

(plessessisc) — v

Genetic status _(pleasesekcy— W

Creation of 2 new genetically altered line @ No (O Ves
=

id or harmful], ete. compared to what you have

If you need to repont another group of animals within the spaciesistrain above, that
rezoned stove, you nesd 3 new enty for aach of these options.

3 different reuse status, geneto status (not alter

Submit results

| species in question, orrect and will

be reported

NOTE: if several species or strains are included in the FOTS application you must register one
report form for each species/strain:

Application »

» 27174 : Bruk av dyr | undervisningen 2021-2(

Applied for

Group Vear Numbar Status
. Kanin {Cryctolagus cuniculus) 2021 0
s e 2022
Chinchilla Bastard (CHB
o inchilla 2 (CHE)

2
Numbar
Group Year bar Status
— Marsvin (Cavia porcellus) 203 ; 0
Strain Dunkin-Hartley
A
Numbar
Group “Year Numbsr Status
X Mus (Mus musculus) 2021 0
Epeties 2022
BALB/c
Strain
200

Numbar
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3) How to fill out the form

a) Automatic generated information in the report form

Some information is already pre-filled in the form and/or will update automatically when you fill
in the form, e.g., the fields marked with green triangle below:

I Eu reporting 2022

This reporting fulfils the obligations following Regulation concerning the use of animals for scientific purposes (forseksdyrforskriften) §
36

This page represents one species/strain from the application. For the reporting to be complete all speciesistrains must be reported

1FOTSID 27174

2 Species (FOTS) Mus (Mus musculus)

3 Type of animal (EU) A1 Mice (Mus musculus)

4 Total number of animals in the application -

5 Number of animals used — updates automatically after you have filled in Actual severity (below) @

b) Numbers of animals and actual severity

If zero (0) animals were used, press the red button marked with a green arrow in the figure below.
You can then proceed to submit the form. Otherwise, you need to continue to fill out the form

Enter the number of animals used in the respective appropriate severity category. The severity
reported should be the actual recorded severity. In the form, the prospective severity (e.g., the
severity category chosen in the FOTS-application) is pre-marked with a red rectangle.

Distribute number of animals by severity

‘ If you want to report 0 (zero) animals used, click here

Actual severity
Mild {up to and including)

(This is the expected harm for some of the animals in the group)

Moderate
Severe

Non-recovery {unconscious during the whole
experiment and then euthanised)

Please note that “Non-recovery” is only a relevant actual severity classification if that was the
prospective severity classification of the FOTS id in question. If in doubt on how to report severity,
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please the guidance from Mattilsynet (ENG) Bruk av forsgksdyr: Veiledning om rapportering |
Mattilsynet (NOR) and/or contact PMSK.

c) Purpose

l. FOTS-applications submitted before June 2022:

Select the appropriate purpose by using the drop-down-menu

Actual severity Purposes — (please select) — v
Mild (up to and including)

(This is the expected harm for some of the animals in the group)

Maderate
Severe

Non-recovery (unconscious during the whole
experimant and then euthanised)

NB! Please see further guidance on selection of correct purpose in the guidance from Mattilsynet
(ENG) Bruk av forsgksdyr: Veiledning om rapportering | Mattilsynet (NOR)

I1. FOTS-applications submitted after June 2022

The purpose was already selected when submitting the FOTS-application and is provided in the
reporting form. You must select the same purpose in the drop-down menu:

FB12 Basic research: Ethology/Animal Behaviour/Animal Biology [FB12]
Distribute numMBEr Of arirrais Uy Seventy

If you want to report 0 (zero) animals used, click here

Actual severity Purposas —(please select) — v

Mild {up to and including)

(Thig Is the expected harm for some of the animals In the gioup)

Moderats
Sovare

Non-recovery (unconscious during the whole
experiment and then euthanised)

d) Reused
Reuse means reusing animals from another approved FOTS id and requires special authorisation.
Performing multiple procedures within the same FOTS ID is not reuse. Please see further information
on reuse in the guidance from Mattilsynet (ENG) Bruk av forsgksdyr: Veiledning om rapportering |

Mattilsynet (NOR)



https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246

e) Origin (place of birth)
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Use the drop-down menu and select appropriate origin:

Actual severity

Purpos, — (please select) v

Mild (up to and including)

(This is the expected harm for some of the animals in the group)

Moderate
Severe

Non-recovery (unconscious during
the whole experiment and then
euthanised)

Reused

Place of birth (for animals not
reused)

Genetic status

Creation of a new genetically
altered line

@ No O Yes

— (please select) v
(please select)
Animals born in the Union/Norway at a registered breeder
Animals born in the Union/Norway but not at a registered breeder
| Animals born in rest of Europe

Animals born elsewhere

Animals bred at your animal facility at OUS should be reported as “Animals born in the
Union/Norway at a registered breeder”. For other animals, including farm animals and wild animals,
please see further information in the guidance from Mattilsynet (ENG) Bruk av forsgksdyr:
Veiledning om rapportering | Mattilsynet (NOR)

f) Genetic status

Use the drop-down menu and select appropriate genetic stat

the whole experiment and then
euthanised)

Reused

Place of birth (for animals not

reused)

Genetic status

Creation of a new genetically
altered line

=

If you need to report another group of animals within the species/strain above, that has a different reuse status, genetic status (not altered, mild or
harmful), etc. compared to what you have reported above, you need a new entry for each of these options.

NOTE:

e [f the FOTS ID involves the use of animals of different genetic status (altered/not altered;
harmful/not harmful), you need a new entry in the form for animals with various status.
e Genetically altered animals (GAA) includes both GMO and natural mutants


https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
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g) Submission of the report
The report is submitted when you confirm the correctness of the data AND save the page:

Submit results

The numbers of animals used, for the animal species in question,

is correct and will be reported

Save

You are then returned to the main reporting page that confirms your reporting:

Applied for Reported

Group Year Number Status

i Mus (Mus musculus) 2021 105 Regi:
SEscies I 2022 215 Registered yearly report

Confirmation of annual reporting will also appear on the front page of your FOTS id:

Reporting number of animals

Year Status
2021 Registered
| 2022 Registered yearly report |
2023 Not registered
2024 Not registered

4) Guidance on reporting from Mattilsynet (English Translation)

The Norwegian text can be found here Bruk av forsgksdyr: Veiledning om rapportering | Mattilsynet,
below you find an English translation of this information:

The number of animals used in experiments must be reported annually along with
purpose, where the animals were from, what degree of load they were exposed to, etc.
Such reporting is used in statistics that are important for obtaining an accurate picture of

the use of laboratory animals in Norway. Such statistics are requested by many and are
useful in 3R work.


https://www.mattilsynet.no/dyr_og_dyrehold/dyrevelferd/forsoksdyr/bruk_av_forsoksdyr_veiledning_om_rapportering.48246
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Reporting is a requirement in Norwegian legislation and follows from the EU Directive on
Animal Research. The different reporting categories are described here: EU reporting system
Annex I, Parts A and B.

The Norwegian Food Safety Authority has experienced both inadequate reporting and
incorrect reporting. Failure to report will result in daily penalties. Incorrect reporting may
apply, among other things, to the purpose of the experiment and differentiation of the
degree of harms/severity. To avoid incorrect reporting, please read this guide before
reporting.

Please note that FOTS-applications submitted after June 2022 have rubrics for “the purpose
of the experiment” and how many animals you expect in the different severity categories in
the application form. What you indicated in the original FOTS-application will be the starting
point for the reporting.

For assessment of severity, see the Norwegian Regulations on animal research, Appendix B
Regulations relating to the use of animals in experiments - Lovdata (equal to Annex VIl in
the EU Directive Consolidated TEXT: 32010L0063 — EN — 26.06.2019 (europa.eu)

For fish, see also Hawkins et al. (2011) Guidance on the severity of scientific procedures

involving fish.

Annual reporting

e Animals must be reported in the year they are "used", i.e. the year they are
removed from the experiment.
Exception: field experiments where animals cannot be removed from
experiments. For example, if they are marked, released, and will remain marked
for the rest of their lives. These must be reported in the year they are put into
use.

e Each animal should only be reported once, except for reused animals. Remember
that reuse of animals must be applied for and approved and concerns re-using an
animal in another FOTS-application.

Purpose of the experiment

For FOTS-applications submitted after June 2022, the purpose must be the same as in the
original FOTS-application.

For FOTS-applications submitted before June 2022, the purpose must be selected when
reporting. Choose the purpose and sub-purpose that best matches the main purpose of the
experiment.

The purpose "Basic research”

The purpose "Basic research" should be used for studies of fundamental nature, such as
studies of normal and abnormal structures, phenomena, or basic laws of nature.


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32020D0569&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32020D0569&from=EN
https://lovdata.no/dokument/SF/forskrift/2015-06-18-761#KAPITTEL_9
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02010L0063-20190626&from=EN#tocId129
https://journals.sagepub.com/doi/full/10.1258/la.2011.010181
https://journals.sagepub.com/doi/full/10.1258/la.2011.010181
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The sub-purpose "Other" should only be used if there are no other adequate categories.

The purpose "Translational and applied research"
with various sub-purposes is to be used for applied and translational research (Section 10 b
and c of the Laboratory Animal Regulations).
e Experiments with different feed and feed ingredients for fish or mammals must
be reported as "Translational and applied research” and "Animal nutrition".
e Experiments with fish and mammals that are primarily concerned with welfare,
e.g. testing of slaughter methods, must be reported as "Translational and applied
research" and "Animal welfare".
e Trials with vaccines for fish that are under development must be specified as
"Translational and applied research" and "Animal diseases and disorders".
e Trials necessary to test batch potency for fully developed vaccines (vaccines with
marketing authorization) must be reported as "Regulatory use and routine

production”, with the subcategories "Regulatory use", "Quality control (incl. batch
safety and potency testing)", "Batch potency testing", "Legislation for medicinal
products for veterinary use and their residues" and "Legislation satisfying Union
requirements" (in cases where there is a concurrence between the regulations of

Norway and the EU).

The purposes "environmental research” "Conservation of species" or "Protection of the
environment for the sake of human or animal health or welfare" may be appropriate for
studies of loss of biodiversity, pollution and epidemiological surveys among wild animals.

Reporting on animal origin ("Place of birth")

e Animals from ".... registered breeds" are animals born in or purchased from an
approved Norwegian or European laboratory animal company (EU/EEA) that also
has a permit for breeding ("breeder").

e Animals from ".... not at a registered breeder" is animals from animal husbandry,
fish farms, wild animals, etc. in Norway or in an EU/EEA country.

e Report "Animals born in the rest of Europe" or "Animals born elsewhere" if wild
or other animals are not born in the EU/EEA (incl. Norway).

Severity category

When you apply in FOTS, you provide the expected (prospective) severity classification. This
will be the starting point for reporting, but in the annual report you should report the actual
severity level.

Make sure that the sum of the number of animals in these rubrics matches the total number
of animals.

"Non-recovery" (terminal)
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Only to be used where the entire experiment has taken place under general anesthesia and
the animal has been euthanized while still under the same general anesthesia, without the
animal having undergone any other procedures subject to application.

e Animals that have unexpectedly died under general anesthesia and which have
not been subjected to procedures/stresses before anesthesia must be reported as
«mild», not as «non-recovery».

e Animals that die because of infection in an infection trial must be reported as
"severe", not as "non-recovery".

e Genetically modified animals with a harmful phenotype, and where all the
experimental procedures has been carried out under general anesthesia (and the
animal has not reawakened), must be reported in accordance with the severity
category of the harmful phenotype (e.g., either mild, moderate, or severe), not as
«non-recovery». This is because the effect of genetic modification is considered a
regulated procedure.

e If animals have died from causes related to the experiment, the reported severity
shall be "severe", unless a professional assessment has been made indicating that
the load rate was less than "severe".

e If animals have died from causes unrelated to the experiment, the reported
severity shall reflect the greatest burden on the animal in the experiment up to
that point, provided that the supervision has been good.



