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ABSTRACT

The demand for toxicology data from human-relevant, New Approach Methodologies (NAMs) continues to increase. Fortunately,
the scientific community has responded with new tools based on human tissues and cells. The creators of these systems and test
methods utilizing them have invested in their development and also in studies designed to demonstrate their relevance,
reproducibility, and transferability. Despite these efforts, scientific confidence in these methods at the regulatory level remains
comparatively low. In order to bridge the gap between development and acceptance, industry best quality practices need to be
embraced by all stakeholders as early as possible in development and continue throughout the life cycle of a test method. The
Good In Vitro Method Practices guidance document was published by the OECD in 2018 with an aim to “improve the reliability
and robustness of in vitro methods, reducing the uncertainties of in vitro based predictions and therefore increasing the
acceptance of the in vitro estimated safety measures by regulatory agencies” (OECD, 2018). The magnitude of the information

What is GIVIMP?

The Good In Vitro Method Practices (GIVIMP) guidance aims to reduce the uncertainties surrounding in vitro method derived
predictions. It was written jointly by the OECD Working Group on Good Laboratory Practices and the Working Group of the
National Coordinators to the Test Guideline Program and coordinated by the European Union Reference Laboratory for
alternatives to animal testing (EURL ECVAM) of the European Commission’s Joint Research Centre (JRC). It is a document
comprised of best practices and points to consider in the design and execution of laboratory work using cells and tissues as the
test system (OECD, 2018).

GIVIMP addresses the topics shown in the circles below. Many of the recommendations center around the test system itself.
Other points raised focus on controls for the equipment used, documentation and standardization of processes, training of

personnel, and data integrity and record retention. Following the GIVIMP guidance leads to reliable results, technologies that are

resented in GIVIMP has led to challenges in its uptake and use by the in vitro testing community. This presentation provides
P J P y J y P P more easily transferred from the laboratory of origin to others, and robust records and documentation supporting the science.

points to consider for method developers and users, and test system providers implementing GIVIMP guidance within their
laboratories as one step to improving scientific confidence in NAMs. Incorporating GIVIMP standards into standard laboratory
procedures will improve the transparency and reproducibility of the methods developed and performed there, and increase the
confidence of validation bodies, receiving authorities, and industry in NAMs.

Begin with the end in mind.

- Stephen Covey
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Points to Consider from GIVIMP for Test System Providers, Method Development, and Routine Use

The OECD guidance document titled Good In Vitro Method Practices (GIVIMP) is divided into 10 chapters. These chapters are represented in the circles below with a summary of their content. Some key points to consider are extracted from
the chapters and presented in the table. They are organized into three categories: 1) Test System Provider, 2) Method Development, and 3) Routine Use. Manufacturers or providers of test systems should review the items noted under the
Test System Providers column as they are the appropriate party to provide the information noted here. The recommendations under the Method Development header are those items it would be beneficial to address while still in the
development and early optimization phase of the method. Points raised in the Routine Use column can be addressed once the method is standardized and is performed often within a laboratory or has been transferred to a new laboratory.
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