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Disclaimer

The views expressed are my own and do not 
necessarily reflect the views of Swissmedic.
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What is required to obtain a marketing authorisation?

Types of
application

New Active
Substance
(n=40/year)

Animal studies
Developed

according to
international 
guidelines

Extensions
(n=100/year)

Few animal
studies

No animal
studies

Known Active
Substance

(n=200/year)
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Background

International Guidelines Legal Requirements

Global membership
The pharmacological and toxicological 
documentation must demonstrate that studies 
in animals, or where appropriate in qualified or 
validated alternative models […]

Define the content of documentation (i.e. 
studies) - not legally binding 
Allows applicant to submit the same 
information to all members

International Council for Harmonisation of 
Technical Requirements for Pharmaceuticals 

for Human Use (ICH)

Ordinance of the Swiss Agency for Therapeutic Products 
on the Requirements for the Authorisation of Medicinal 

Products
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Scenarios 1-3

• Continuing current practices, with 
animal testing as the foundation of 
regulatory toxicology. 

Maintaining 
the status 

quo

• Eliminating animal testing in 
Switzerland. 

Enforcing a 
ban

• Gradually reducing reliance on animal 
testing through greater use of New 
Approach Methodologies (NAMs) in 
the international context. 

Pursuing a 
phased 

transition
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§ Ten recently reviewed new active substances
-Human pharmaceuticals
- Biologics and small molecules (5/5)
- Swiss Applicant (1/10)

§ Extent of in vivo testing depends on indication and 
drug properties.

Verify where the in vivo studies were conducted
(Publications were not considered.)

Experiment – 
For Illustration Purposes Only!
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Origin of in vivo studies

US UK China Germany
Canada Denmark France Netherlands
Italy India

0

1

2

3

4

5

6

7

8

9

10

US EU UK

Ca
na
da

Au
str
ali
a
Ja
pa
n

Sin
ga
po
re

Br
as
il
Isr
ae
l

Ta
iw
an

Th
ail
an
d

Data packages submitted to *

US EU UK Canada
Australia Japan Singapore Brasil
Israel Taiwan Thailand

*at time of Swissmedic submission
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• Regulatory testing in Switzerland still 
possible. 

Maintaining 
the status 

quo

• Regulatory testing will be done 
elsewhere – conditions of testing? 

• The number of animal studies will not 
be significantly reduced based on the 
Swiss ban. 

Enforcing a 
ban
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So, a ban would
have no impact
in Switzerland? 
On development

of new active
substances?



Shaping the future of animal experimentation and 3R research in Switzerland – investigating transition strategies
Session 3: What's next

10

Not so fast …
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Regulatory submissions
do not contain ALL the

background information -
only what is needed for

decision making

Research 
phase

Drug 
development

Marketing 
authorisation
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• The need and relevance of animal tests is discussed globally.
• International collaboration is already ongoing.
• There are and probably always will be situations without adequate alternatives.

• Gradually reducing reliance on animal 
testing through greater use of New 
Approach Methodologies (NAMs) in the 
international context. 

Pursuing a 
phased 

transition

Ultimate Objective: 
Patients and clinical trial participants need to be safe.
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Thank you for your
attention.

elisabeth.klenke@swissmedic.ch


