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About EFPIA
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Through its direct membership of 37 national 
associations, 40 leading pharmaceutical 
companies, and a growing number of small 
and medium-sized enterprises (SMEs), EFPIA’s 
mission is to create a collaborative environment 
that enables our members to innovate, discover, 
develop and deliver new therapies and 
vaccines for people across Europe, as well 
as contribute to the European economy.

The European Federation of Pharmaceutical Industries and 
Associations (EFPIA) represents the biopharmaceutical industry 
operating in Europe.

More information is available on EFPIA website.

https://efpia.eu/
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• 16:00-17:15 - NAMs - interactieve session and panel discussie with regulators, 
academia and pharma 

• 16:15-16:25 EFPIA 

• What is EFPIA/pharma industry doing related to NAMs?

• Roadmap to phase out animals for chemical safety testing

• 3 Basket Approach
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https://www.efpia.eu/media/meef32ki/efpia-recommendations-on-phasing-out-animal-testing-for-chemical-safety-assessments.pdf

Recommendations – Roadmap to phase out animals for chemical safety testing
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The 3 Basket Approach for Developing a 
Roadmap to Phase out Animal Testing

Batch control tests PK studies

Repeat dose tox 
study
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• 16:00-17:15 - NAMs - interactieve session and panel discussie with regulators, 
academia and pharma 

• 16:15-16:25 EFPIA 

• What is EFPIA/pharma industry doing related to NAMs?

• Roadmap to phase out animals for chemical safety testing

• 3 Basket approach

• Publications to make the (scientific) community aware the pharma takes 
the task sesriously to replace, reduce and refine animal testing of drugs

• EFPIA project on application of NAMs in NC safety assessment of drugs

• In vitro toxicity data using human derived tissues (Beilman et al.)
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Recent publications
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• What is EFPIA/pharma industry doing related to NAMs?

• Roadmap to phase out animals for chemical safety testing

• Publications to make the (scientific) community aware the pharma takes 
the task to replace, reduce and refine animal testing of drugs seriously

• EFPIA project on application of NAMs in NC safety assessment of drugs 
(Beilman et al.)

• Different type of NAMs: 

• In silico methods (QSARs for predicting mutagenicity: of theoretical and 
identified impurities)

• In chemico methods (test chemical reactivity of a candidate: eg test covalent 
binding to proteins)

• In vitro methods (high troughput screening of drug candidate toxicities using 
cell lines and other in vitro systems)

• In vivo NAMs (non-animal scientific methods, such as organ-on-a-chip system 
and computational modeling like PBPK models, used to assess the safety and 
efficacy of substances without using whole living organisms) 

• Probably used: Zebra fish model (early test of developmental, neurotox, 
reproductive tox etc). Other models: Dev Tox NAMs (Whole Embryo Culture, 
mouse embryonic stem cells)
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https://www.google.com/search?q=organ-on-a-chip+systems&sca_esv=56cc1d46b226e482&rlz=1C1GCEA_en__1166__1166&ei=u7gpaejiH9mKi-gPqMaEuAE&ved=2ahUKEwiGrtLRjpWRAxXy0gIHHT3UFkQQgK4QegQIARAC&uact=5&oq=in+vivo+New+approach+methodologies&gs_lp=-qryRlWeXogGAZAGBboGBAgBGAq6BgYIAhABGBSSBwQzMS42oAfYmAKyBwQyOC42uAfgF8IHBjkuMjUuM8gHPw&sclient=gws-wiz-serp&mstk=AUtExfDQNEje-KQm-Duaf_MD6ORfkIIefvU3G5YRQfVQ7IlKjxbldxXcuJ5M46gx_v2bUV1z1ot4kd8HyeNUkTGKDotPMMoy106w8YqM6f9S0xiQ72SRmizI2SiGgH0lkI1x1Og&csui=3
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• What is EFPIA/pharma industry doing related to NAMs?
• Roadmap to phase out animals for chemical safety testing

• Publications to make the (scientific) community aware the pharma takes the task to replace, reduce and 
refine animal testing of drugs seriously

• EFPIA project on application of NAMs in NC safety assessment of drugs (Beilman et al.)

• Pharma uses NAMs mainly during the early dev’t phases  

• In silico methods (QSARs for predicting mutagenicity: of theoretical and identified impurities)

• In chemico methods (test chemical reactivity of a candidate: eg test covalent binding to proteins)

• In vitro methods (high troughput screening of drug candidate toxicities using cell lines and other in vitro 
systems)

• In vivo NAMs (non-animal scientific methods, such as organ-on-a-chip system and computational 
modeling like PBPK models, used to assess the safety and efficacy of substances without using whole living 
organisms) 

• Probably used: Zebra fish model (early test of developmental, neurotox, reproductive tox etc). Other 
models: Dev Tox NAMs (Whole Embryo Culture, mouse embryonic stem cells)

• Develop NAMs in different Trade Organisation WGs (IQ, EFPIA, Drusafe 
etc) & in-company dev’t?

• Intestinal  and hepatic in vitro model systems for ADME studies
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https://www.google.com/search?q=organ-on-a-chip+systems&sca_esv=56cc1d46b226e482&rlz=1C1GCEA_en__1166__1166&ei=u7gpaejiH9mKi-gPqMaEuAE&ved=2ahUKEwiGrtLRjpWRAxXy0gIHHT3UFkQQgK4QegQIARAC&uact=5&oq=in+vivo+New+approach+methodologies&gs_lp=-qryRlWeXogGAZAGBboGBAgBGAq6BgYIAhABGBSSBwQzMS42oAfYmAKyBwQyOC42uAfgF8IHBjkuMjUuM8gHPw&sclient=gws-wiz-serp&mstk=AUtExfDQNEje-KQm-Duaf_MD6ORfkIIefvU3G5YRQfVQ7IlKjxbldxXcuJ5M46gx_v2bUV1z1ot4kd8HyeNUkTGKDotPMMoy106w8YqM6f9S0xiQ72SRmizI2SiGgH0lkI1x1Og&csui=3
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• What is EFPIA/pharma industry doing related to NAMs?

• For what purpose does pharma use NAMs (Bio survey)

• NAMs are predominantly used in testing drug candidates to treat 

Advanced Cancer
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• 16:00-17:15 - NAMs - interactieve session and panel discussie with regulators, 
academia and pharma 

• 16:15-16:25 EFPIA 

• In which development phase do Pharma companies use NAMs?

• NAMs are widely applied across drug modalities and disease types

• Mostly during early tox (screening), sometimes in GLP dev’t phase to explain 
a potential tox finding to regulators (instead of in an vivo study)

• NAMs based MAA filings are accepted by HAs when there is no 
pharmacologically relevant species due to the mechanism of action or due to 
the pharmacological target

• NAMs based filings may be appropriate when animal studies are expected to 
have poor translation to human and/or limited value based on one or both 
of the following:
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• In which development phase do Pharma companies use NAMs?

• NAMs based filings may be appropriate when animal studies are expected to 
have poor translation to human and/or limited value based on one or both of the 
following:

• Modulation of target is well-characterised with a predecessor molecule

• Putative risks based on the MoA and/or the pharmacological target can be
addressed based on NAMs and/or clinical mitigation and monitoring
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Shenton et al 
2025 (Drug 

Discov Today) 
30(4)
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• 16:00-17:15 - NAMs - interactieve session and panel discussie with regulators, 
academia and pharma 

• 16:15-16:25 EFPIA 

• Does Pharma qualify NAMs? 

• Minimal qualification/validation when used during early screening.

• Qualified NAMs? Not sure (Proprietary information). Validation 
according to OECD is indicated. Pharma is also awaiting guidance from 
HAs. A lot of uncertainty around regulatory acceptance of NAMs (all 
regions aligned?)

• Based on a BIO Survey: 9 companies reported regulatory acceptance of 
NAMS as animal test replacements (2/3 achieving multiregional 
approval) 
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• NAMs need a CoU (context of use). It is burdensome to have a cross-industry agreed COU. Can the same 
NAM be used for another CoU? What is the procedure then?

• Questions related to the validation process

• Validation/qualification of NAMs: what extent needed for different NAMs?

• “Pool efforts” of companies on developing NAMs?

• NAMs for batch release/quality control? 

• Safe harbor of data? Content of submission packages of NAMs?

• All regions aligned on the applicability for NAMs
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Questions within Pharma companies related to NAMs
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