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INTEGRATING NEW APPROACH
METHODOLOGIES INTO YOUR
THERAPEUTICS DEVELOPMENT RESEARCH

The substantial and rising costs of drug and therapeutics development underscore the
need for more efficient and predictive methodologies. New Approach Methodologies
(NAMs) aim to streamline early-stage drug discovery and revolutionize preclinical
testing by replacing outdated animal-based models with human-relevant insights,

directly shortening development timelines and
NAMs do have some limitations, which can be

In this infographic, we highlight considerations

reducing costs. For all their benefits,
addressed with the right solutions.

for integrating NAMs into your drug

discovery research, including NAM-specific challenges and regulatory guidelines to keep

in mind.

@ THE THREE MAIN CLASSES OF NAMs
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that utilize relevant that use chemical and chemical reactions
human cell types or biological data to that occur when
microphysiological predict and model the substances interact
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spheroid, organoid and potential therapeutic molecules like proteins

organ-on-chip models

THE BENEFITS

HIGHER
PREDICTIVITY

Capture the complexity
of human biology and
disease pathways better
than animal models

ACCELERATED
DISCOVERY AND
PERSONALIZED
MEDICINE

Facilitate
high-throughput testing
and patient-specific,
disease-in-a-dish

or DNA

LOWER COSTS
WITHOUT SACRIFICING
EFFICIENCY

Shorten development
timelines and reduce failure
rates by identifying safety

and efficacy issues earlier in
drug development pipeline

ETHICAL
ADVANTAGE

Directly support the 3Rs
principle (replacement,
reduction, refinement),
which seeks to minimize

the use of animal models
approaches

REPRODUCIBILITY AND
VARIABILITY

Using varied protocols may lead to
inconsistencies in cell models, which
can affect reproducibility and validity
of drug discovery studies

COMPLEXITY

Advanced cell models are complex,
making them more difficult to work
with and interpret results

LONG-TERM CULTURE

Maintaining cell viability and
function over long periods can
be challenging

VALIDATION

More validation studies are needed
to confirm that these models

accurately represent human biology
and disease mechanisms

Top tip
To address the challenges associated with 3D cell models, Sartorius
provides a live-cell analysis system that collects physiologically

relevant data without disrupting cultures. Learn more about the
Incucyte® CX3 system here.

THE SOLUTIONS DRIVING ADOPTION

COLLABORATIVE INTEGRATION INTO TRAINING AND TECHNOLOGY
PLATFORMS WORKFLOWS EDUCATION PARTNERSHIPS
Shared databases  Pharmaceutical and Investment in Collaboration with
and open-access biotech companies  workforce training technology
protocols are are embedding ensures scientists providers
helping standardize NAMs into early are equipped to accelerates access
NAMs and increase stage screening and design, execute and to advanced
reproducibility lead optimization to interpret organ-on-chip, 3D
across labs improve NAM-based studies cell models and
decision-making Al-driven predictive
tools

H THE REGULATORY CONSIDERATIONS

Before utilizing or developing NAMs in your lab, it's important to consider their regulatory
guidelines. Here is a brief timeline highlighting the regulatory landmarks in
NAM adoption:

SEPTEMBER 2022

US FDA Modernization Act 2.0
allows non-animal tests in
place of animal studies for
some drug submissions

DECEMBER 2022

Food and Drug Omnibus Reform
Act (FDORA) mandates that the
FDA issue a formal guidance
document to industry on the use of
non-animal and human-relevant
testing methods

FEBRUARY 2025 EMA initiatives actively

EMA publishes its New suzport ITIAI\/I validation
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® Building confidence in NAMs
through rigorous scientific
validation and demonstrating

their relevance to human APRIL 2025

o]fe] : :
e FDA publishes the NAMs Strategic

Training FDA staff on the Plan, detailing the FDA's public

evaluation and application of commitment to and detailed

NAMs, which is critical for : .
consistent review across the strategy tor implementing the

agency FDORA roadmap

Collaborating with other
agencies (like EPA and NIH) and
international partners to align
on standards

Top tip

NAM regulatory requirements differ depending on whether you're
assessing drug efficacy or safety.

NAMs assessing drug efficacy: requlatory requirements are not
strictly defined for proof-of-concept studies and can change on a
case-by-case basis. Researchers are encouraged to contact
requlatory agencies early to ensure requirements are met.

NAMs assessing drug safety: the requlatory landscape for NAMs in
drug safety is evolving. While strictly defined requirements are still
limited to specific endpoints, major new guidelines, such as ICH
S1B(R1), are now establishing pathways where data from validated
NAMs can be required as part of a weight-of-evidence approach to
fulfill requlatory obligations.

Regardless of how you are utilizing your NAM for the development of new therapies, it's
important to provide clear, comprehensive information about the NAM'’s context of use.

NAMSs are transforming drug discovery by making early-stage research faster, more
predictive and ethically responsible. By reducing reliance on animal testing, streamlining
preclinical workflows and enhancing human relevance, NAMs offer a path toward safer,
more efficient, personalized and cost-effective therapeutic development. As adoption
grows and regulatory support strengthens, NAMs are poised to become a cornerstone
of modern therapeutic development.

This infographic was created as part of a BioTechniques In Focus sponsored by
Sartorius.
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https://www.sartorius.com/en/products/live-cell-imaging-analysis/live-cell-analysis-instruments/cx3-live-cell-analysis-instrument

