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Dear Drs. Sun and Yin:
On behalf of Hong Kong-based People for the Ethical Treatment of Animals
(PETA) Asia—PETA entities represent more than 10.4 million members and
supporters worldwide—we respectfully submit these comments on the Center
for Drug Evaluation’s (CDE) proposed Propel Innovation and Operation of
NAMs to Enhance Efficiency in R&D (PIONEER) Program,' which seeks to
promote the research and application of New Approach Methodologies
(NAMs) in drug development.
The PIONEER Program is an important step toward modernizing drug
development and nonclinical testing, one that should be supported and
expanded. To best achieve its goals, leadership should ensure that NAMs
are prioritized as the first choice in research and nonclinical testing, that
NAMs are defined as only those derived from humans and human data,
and that their advancement accompanies a dramatic reduction and
planned transition away from the use of animals.
These additions, along with the recommendations provided at the end of this
letter, will ensure that the program improves research quality and
demonstrates China's position as a world leader in innovative, superior research
and testing methods that will benefit human health and the environment.
PETA U.S.’s Research Modernization NOW? outlines a roadmap
for optimizing investment in research and testing to cure and prevent disease—
by ending funding for strategies that don’t work and investing in evidence-
based methodologies that are relevant to humans. When replacement of animal :‘P[‘{A‘U .
use is the primary focus, NAMs will improve human relevance, increase « PETA India
efficiency, and reduce uncertainty caused by interspecies differences. * PETA France
* PETA Australia

* PETA Germany
* PETA Netherlands
* PETA Foundation (U.K\)
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We are encouraged by the CDE’s definition of NAMs as innovative methods or strategies that do
not rely on traditional animal tests and are oriented toward human biological relevance, including
computational, chemical, in vitro approaches such as organoids and organ chips, ex vivo methods,
and structured combinations of such methods, and

encourage the CDE to exclude “lowly developed animals” from the definition of NAMs to ensure
human relevance. We appreciate the efforts of the CDE in creating a constructive platform
through which drug developers, NAM developers, and regulators can discuss intended uses,
validation plans, and regulatory application of NAM evidence.?

Science Supports a Transition to Human-Relevant Methods

In addition to ethical concerns, modern science demonstrates that experiments on animals fail to
yield effective treatments or cures for human disease, including the top killers in China. Reliance
on animal studies diverts funds from more promising areas of research and delays the
development of effective drugs and treatments, limiting our ability to protect human health and
the environment. For example, 100% of HIV vaccines,*” and new drugs for stroke,*’ and sepsis,®
fail in human clinical trials. 95% of all new drugs fail in human clinical trials,” and 90% of basic
research fails to lead to human health advances within 20 years.'® An estimated 89% of
preclinical experiments are not reproducible,'! and 81% of the time, animal tests fail to detect the

potential side effects of drugs in humans.'

By contrast, innovative, human biology-based research methods, such as organoids, organs-on-
chips, and other advanced in vitro models, 3D printing, ‘omics techniques, and advanced
computer modeling, use human biology directly. These reasons are why NAMs are gaining
global momentum to replace animal use (Appendix A). As the CDE has recognized, NAMs can
improve accuracy in extrapolating nonclinical results to humans.

Chinese innovation can lead the way to a cruelty-free future. Public sentiment in China (and
globally) is increasingly opposed to animal suffering. By leading in developing international
roadmaps and data, the CDE can set moral as well as scientific leadership.

Recommendations

We encourage the CDE to build on the PIONEER Program’s promise by committing to a clear,
time-bound phase-out of experiments on animals. We recommend the following:

1. Adopt the Research Modernization NOW strategy:
o Phase out the use of animals in research areas where evidence has

shown animals to be poor models of human disease, and using them has impeded
progress.

o Conduct systematic reviews of the efficacy of animal use to identify additional
areas in which non-animal methods are available and/or animal use has failed to
protect human health and the environment, and can, therefore, be ended.


https://science.peta.org/

Redirect funds from animal studies to reliable, non-animal methods.

Implement a harm-benefit analysis system for animal studies that includes an
ethical perspective and consideration of lifelong harm inflicted on animals.

Work with organizations and agencies globally to harmonize and promote
international acceptance of non-animal testing methods for regulatory testing
requirements. In this vein, the CDE should consider NAMs that have been
accepted by other regulatory agencies, as a way to save time and resources.
Educate the scientific community about the benefits of non-animal approaches and
train scientists to use them.

2. Additionally, the following would help the PIONEER Program meet its goals:

Make replacement the central program objective.

Mandate human-based methods as the first choice for applicants.

Validate NAMs against human biology and real-world data, rather than
concordance with less predictive animal data.

Revise regulations to accept NAMs and update technical guidelines to explicitly
allow NAM data in place of animal tests.

Offer expedited review for submissions that reduce animal use.

Require applicants in the PIONEER Program to report animal use and progress in
adopting NAMs.

Invest in NAM research and infrastructure to develop, validate, and widely share
these technologies throughout China.

Engage stakeholders, including ethicists and animal protection organizations.
Publicly report on the program’s progress.

By aligning the PIONEER Program with these best practices, China can accelerate 21st-century
science. We ask that the CDE put forth the goal of a future free of experiments on animals and an
evidence-based plan for getting there. We respectfully submit these comments and look forward

to collaborating on a roadmap that promotes innovation and compassion.

Thank you for your consideration.

Yours sincerely,

g —

Jason Baker

President
PETA Asia

JasonB@PETA AsiaPacific.com



Appendix A
Roadmaps from the EU, UK, US, and Canada

As you know, regulators around the world are adopting plans to replace animal experimentation.
Notably, the European Commission just published its Roadmap towards phasing out animal
testing (June 2026) covering industrial chemicals, pharmaceuticals, and more.!* This roadmap
builds on EU law (Directive 2010/63/EU),'* which mandates that animal use be phased out “as
soon as scientifically possible.”' It includes more than 30 actions to replace experiments on
animals with human-relevant methods. Similarly, the United Kingdom unveiled an ambitious
strategy (November 2025) to “phase out animal tests as alternative methods come on stream.”!¢
That strategy commits to concrete targets (e.g., ending all animal tests for skin/eye irritation by
the end of 2026, and reducing dog/primate use in pharmacokinetics by 2030), supported by
dedicated funding (£75 million) and by cross-government collaboration. U.K. animal welfare

groups welcomed this “clear ambition towards eliminating animal use.”!’

The U.S. FDA has taken similar steps. In April 2025, the FDA announced a plan to phase out
certain animal testing requirements for new drugs.'® Former Commissioner Makary called this a
“major step toward ending the use of laboratory animals in drug testing,” noting that thousands of
animals could be spared each year as agencies adopt Al and human cell-based tests. The FDA’s
roadmap encourages drug developers to submit NAM data (computer models, organoids, organ-
on-chips) in place of animal-based studies, promising faster reviews and incentives."”

In April 2025, the U.S. National Institutes of Health (NIH) announced a plan to move funding
away from animal experimentation and toward cutting-edge non-animal research methods.*
NIH’s plan adopts several recommendations from PETA U.S.’s Research Modernization NOW,

including expanding funding, training, and infrastructure for non-animal methods. In September,
2025, NIH launched the Standardized Organoid Modeling Center, a national resource for human
organoid models,?! and in June, 2026, announced the creation of the Office of Research
Innovation, Validation, and Application (ORIVA), to speed the development and use of human-
based research technologies across the agency.?

In January 2026, the EPA reaffirmed its commitment to eliminating animal tests*® and, in June,
updated its list of non-animal methods for chemical assessment and launched a new program for
stakeholders to nominate methods to the list.>* The EPA’s renewed focus on non-animal methods
reflects the agency’s long-standing position and the significant scientific and technological

progress that now allows for more reliable, human-relevant testing approaches.

In Canada, the federal government in 2025 released a “Strategy to replace, reduce or refine
vertebrate animal testing” under chemical safety laws.? This strategy — following Canada’s 2023
ban on cosmetics animal tests — sets a goal to end animal toxicity testing by 2035 (as pledged by
the government). It outlines pillars for integrating NAMs (Al models, human cells, and tissues,
etc.) into risk assessment. Environmental and Health Canada emphasize that NAMs “often
outperform traditional animal methods” — predicting outcomes more accurately, faster, and at
lower cost.*®
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These examples show that clear, time-bound roadmaps are practical and achievable. CDE has the
opportunity to build on this momentum by developing a roadmap tailored to China’s scientific
strengths, regulatory priorities, and leadership in biomedical innovation. We encourage the
PIONEER Program to include mandatory milestones to phase out specific categories of animal
tests (e.g. cosmetics, safety pharmacology, toxicokinetics) and replace them with NAMs,
beginning with areas where animal use is no longer scientifically necessary or where accepted
non-animal methods are already available. Early targets (e.g. ending cosmetic safety animal tests
immediately, discontinuing the use of poorly predictive species) would signal China’s
commitment to advancing more reliable, human-relevant science. Such a roadmap would position
China as a global leader in modern regulatory science while contributing to the shared
international goal of replacing animal tests with approaches grounded in human biology.
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