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EXECUTIVE SUMMARY

We compared prospective and retrospective maximum severity classifications forall Swiss animal researchlicences
active in 2023.

« Most licences(70.5%) were stable between prospective and retrospective severity classes.

« Upward reclassification exists (11.7%) but generally reflects rare SD3 events.

- Downwardreclassification was more frequent than upward(17.8% of licences), implying that higher severities are
often projected but not realized or mitigated.

These findingsindicate that prospective maximum severity classifications are generally stable, with ulterior changes
in maximum severity affecting a minority of licences.

While the scope of the datainthisreportlimits the analysis toanaggregated overview of the evolution of severityin
the lifetime of licences, the patterns highlighted help identify opportunities for refinement and support evaluation
of severity-based policy measures.

A more detailed study of licences that are upward reclassified will help understand and address “unexpected” high
severity uses. A finer and more systematic analysis of downward reclassification offers opportunities to identify
successful reduction and refinement efforts that occur after the initial conception of research projects.

DEFINITIONS

Prospective maximum severity:

In the initial application for animal use, each licence is attributed a prospective (or expected)
maximum severity, indicating the highest severity category reached by any animal use in the project.
The prospective maximum severity is not a full breakdown of expected number of uses in each severity
category.

Retrospective maximum severity:

During the lifetime of an approved licence, reports are filed every year tracking the effective number
of uses in each severity degree. These reports allow to determine the retrospective (or effective)
maximum severity reached during a project and the breakdown of animals in each severity category.

Reclassification (upward/downward)

A change between the expected maximum severity of a licence (prospective) and the actual maximum
severity recorded during the project (retrospective). For instance a downward classification occurs
when alicence is prospectively approved in SG3 but only report SGO to SG2.

AIMS OF THE REPORT

Thisreport examinesreclassifications between prospective and retrospective maximum severity degrees
in Swiss animal research licences active in 2023. Comparison of retrospective and prospective maximum
severities allows assessment of differences in severity assessment (reclassifications)to support refinement
and policy evaluation.
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KEY FINDINGS

Overall reclassification patterns

Upward reclassification occurred in 11.7% of licences (272 licences out of 2,325), most involving shifts
from SD2 to SD3(10%)(Annex p.8). Downward reclassification was observed in 17.8% of licences. Overall,
the maximum severity of 70.5% of licences remained unchanged.

Figure 1: Sankey diagram of reclassifications from prospective to retrospective maximum severities for all licences
active in 2023 and corresponding counts and percentages in reclassification groups.
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Upward 272 1.7%
Reclassification |None 1,639 70.5%
Downward 414 17.8%

Interpretation: Prospective maximum severity classifications are generally stable, with mismatches affectinga
minority of licences.
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KEY FINDINGS

Contribution of reclassified licences to SD3 use

There were 26,390 SD3 uses in 2023. Out of these, 84% occurred in licences already prospectively
classified as SD3. The remaining 6% were reclassified upward to SD3(Table 1).

Table1: Number of SD3 uses in licences with retrospective SD3 maximum severity broken down by
prospective maximum severity.

Prospective maximum severity of licences SD3 uses % contribution to all SD3 uses
SDO 5 0.0%
SD1 148 0.6%
SD2 1,415 5.4%
SD3 24,822 94.1%
Total in licences with retrospective maximum SD3 26,390 100.0%

Note: The red shading indicates the SD3 uses in licences that were reclassified upwards to SD3, the grey
shading indicates SD3 uses in licences with prospectively SD3 maximum severity.

Interpretation: Most high-severity animal uses arise in projects that already anticipated SD3 severity.
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KEY FINDINGS

Frequency of SD3 use within reclassified licences

Within licences reclassified upwards to SD3, SD3 uses accounted for 1.5% of uses, compared with
22.5% inlicences that were pro- and retrospectively SD3 (Figure 2).

Figure 2: Percentage of SD3 uses in licences with SD3 retrospective uses.
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Interpretation: Most high-severity animal uses arise in projects that already anticipated SD3 severity. Most
licences reclassified to SD3 tend to have either a small percentage of SD3 uses out of all uses(see additional
analysis in Annex page 7).
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KEY FINDINGS

Reclassification patterns by licence purpose

Patterns varied across licence purposes. Basic research and toxicology reclassification patterns
were similar to the overall dataset with upwards reclassification of 11.0% and 13.3% of licences
respectively, while applied research exhibited higher occurrence of upward reclassification
representing 23.9% of licences (Annex pages 10, 16 and 12). Education and disease diagnostic
licences showed very few reclassifications, particularly upwards.

Interpretation: Potential concerns about unexpected SD3 severity are concentrated mainly in the
areas of applied research, as well as toxicology and basic research.

Downward reclassification patterns

Among the 17.8% of licences reclassified downward, the most common reclassifications were
from SD2 to SD1(7.3% of licences), and from SD3 to SD2 (4.6% of licences) when all purposes of
experimentation are considered.

Downward reclassification from SD3 occurred in 6.5% of licences with prospective SD3 on
average but varied across purposes with applied research licences being the most likely to see
downward reclassification from SD3(17.7% of licences) followed by disease diagnostic (8.8%)and
basic research(7.9%). None of the 6 licences for toxicology with prospective SD3 was downward
reclassified.

Interpretation: Downward reclassification is more common than upward reclassification and is
likely driven by two factors: cancellation of some experiments planned at the time a licence is

initially submitted and effective severity observed retrospectively lower than anticipated. This
second mechanism for downward reclassification deserves further assessment as it may help
generate insights for refinement efforts.
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DATA AND METHODOLOGY

This report uses anonymised data on all individual licences active in 2023. The dataset
was provided by the FSVO to the 3RCC and contained 2325 observations of 7 variables: an
anonymised licence identification number, the number of retrospective animal uses in each
severity degree (4 variables), the purpose of the experiment and the prospective maximum
severity degree. The analysis and interpretation were developed by the 3RCC who is
responsible for any error in this report.

Thefirst step of the dataanalysis was to calculate the retrospective maximum severity degree
for each licence from the 4 variables of uses by severity degree (the highest severity with a
non-zero number of uses). In a second step, each licence was categorised as not-reclassified
(same prospective and retrospective maximum SD), upward reclassified(higher retrospective
maximum SD) or downward reclassified (lower retrospective maximum SD). The total number
of animals uses retrospectively by each licence and the percentage of SD3 uses out of all uses
in each licence were also calculated.

A series of indicators were then computed: the number and percentage of licences in
each category (not-reclassified, upward and downward reclassified, as well as each pair of
prospective-retrospective maximum severity); the corresponding number and percentage
of animal uses (sum of total animal uses in licences of each category or pair of maximum
severities divided by total number of animal uses in 2023); the number and percentage of SD3
uses in licences by category (the sum of SD3 uses of licences in each category divided by the
total number of SD3 uses in 2023). The maximum prospective and retrospective severities
were also used to generate the Sankey diagram in Figure 1. All indicators were calculated for
all experiment purposes together as well by purpose (e.g. basic research, toxicology etc...).

KEY LIMITATIONS

The dataand analysisin thisreport provide the first systematic look at how severity classification
evolves over time in licences. Yet, because the data available are partial, there are important
limitations to the analysis that can be carried and the observations that can be made.

A key limitation in the datais that there are no prospective counts of uses and their severities
but only the maximum prospective severity of whole licences. This prevents the tracking of
reclassification for uses, except the ones that result in an upward classification of a licence
(e.g. the retrospective SD3s resulting in a licence moving from SD2 to SD3).

The data do not include any information allowing to assess why reclassifications have
happened and to distinguish reclassification of licences that occur because planned
procedures were not carried out from differences in prospective and retrospective severity
of given procedures.

Another limitation of the dataset is that it is a snapshot of all licences active each year, and
not a summary of all licences once they have expired. This means that the frequencies of
reclassification computed in this report are estimates. However, to the extent that licence
turnover is relatively steady, this approximation is not likely to bring significant bias.
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