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Why are we here tonight?

The City Council will consider whether or not to prohibit

animal testing on City owned or controlled property at its April
16th Meeting.




What is Animal Testing?

Animal testing refers to experimentation on living animals for
the purpose of studying diseases and biology, the effectiveness
of newly developed pharmaceuticals and medications, and the
safety of consumer products.

* |n Alameda, some life sciences companies advance medical research
with animal testing

* Thisis generally required by the Food and Drug Administration (FDA)

* |tisthe step necessary to move a drug or device into human clinical
trials.

A ALAMEDA




How iIs Animal Testing Regulated?

The U.S. Department of Agriculture (USDA) conducts pre-licensing
inspections, and unannounced compliance inspections.

Health Research Extension Act (HREA) provides further federal
regulatory guidance and oversight for all research funded by federal

government (e.g., NIH)

Other regulatory authorities work with the FDA and USDA to oversee
animal testing.

All research facilities must convene committee (Institutional Animal Care
and Use Committee (IACUC)) to review and approve, or veto, all research
protocols using animal models at facility prior to research beginning.
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Presentation Notes
The Food, Drug and Cosmetics (FD&C) Act was passed in the 1930s in an effort to enhance consumer protection against dangerous and ineffective drugs and deceptive product packaging. This law mandates the use of animal testing within the FDA’s approval process for new drugs by directing manufacturers to initially assess the toxicology and effectiveness of new products on animal subjects before advancing to human subjects; it does not allow for alternative testing methods.

The AWA establishes the regulation of and standards of care for the transportation, sale, and handling of certain animals, including within research facilities.   The standards of care apply to the handling, housing, feeding, veterinary care, and pain minimization of research animals and requires lab personnel to be trained in humane animal handling.  The animal care unit within the Animal and Plant Health Inspection Service (APHIS) of the U.S. Department of Agriculture (USDA) administers the AWA primarily by conducting pre-licensing inspections and at least one unannounced compliance inspections each year of facilities engaged in the exhibition of animals, pet sales, animal-based research, and commercial transportation of animals. The stated purpose of these inspections is to ensure that animals within these facilities are receiving humane, adequate care.


FDA Modernization Act 2.0 (2022)
Removes animal testing mandates for new drugs proposed for human trials (companies may still conduct animal testing)
Allows companies to submit nonanimal data to justify adequacy prior to human trials.
Animal rights supporters hope the law represents a shift away from animal use, but researchers caution that alternative methods may not be ready to replace animal testing for drugs in development.

There are multiple existing alternative testing methods that could decrease the use of animals in biomedical research. Some examples are below:

All of these methods are consistent with the alternatives provided for in the FDA Modernization Act. 

Organoids
Organoids are cultures of stem cells capable of differentiating and spontaneously self-organizing into small 3D structures that mimic, to an extent, organs. Heart, lung, and other organoids offer screening platforms for drugs, as well as mechanistic insights. Researchers at the Center for Alternatives to Animal Testing at the Johns Hopkins Bloomberg School of Public Health have created brain organoids for studying neurodegenerative disease, electrophysiology, and even intelligence.
Organ-on-a-chip
Microfluidic devices contain tiny channels lined with living cells and are designed to reflect the architecture and physiology of an organ. This involves capturing the basic elements required for biological activity, including various cell types, structures, and microenvironments, and recreating them in a matrix. By stringing organ-on-a-chips together in a biologically relevant fashion, researchers can create multi-organ systems or even a human-on-a-chip. Such efforts recently resulted in the first FDA approval of human trials for a drug candidate without preclinical animal efficacy data.
Human Tissue
Studies on tissue derived from volunteers and surgical procedures offer opportunities to evaluate therapeutic interventions on accurate models of the disease. For example, researchers studying vitiligo, an autoimmune skin disorder, can directly assess how a potential intervention impacts autoimmune processes in skin tissue derived from people with vitiligo. Such experiments generate data that promote a level of precision medicine unattainable using animal models.
Phase 0 Clinical Trials
In Phase 0 trials, study participants are given sub-therapeutic levels of an investigational drug, followed by tests to identify changes in physiology. Despite the low dosage, data concerning potential toxicity and efficacy may be derived.
Digital Twins
The application of machine learning methods takes advantage of enormous amounts of data from patient records and previous clinical trials to generate predictive models of patient response to an intervention. The creation of a “digital twin” could limit the need for animal testing and the number of patients required for a clinical trial. Theoretically, the model’s accuracy would progressively increase with each subsequent trial based on the newly generated data.


 



How iIs Animal Testing Regulated?

* |In 2018, California became the first state to prohibit the sale of cosmetic
products that use animal testing with the passage of California Cruelty-
Free Cosmetics Act (SB 1249).

In 2022, California adopted SB 879, the PET (Prohibiting Extraneous
Testing) Act, which prohibits toxicity testing on dogs and cats for
pesticides, chemical substances and other products. The bill includes
exemptions for tests related to products intended for use in dogs or cats,
including medical treatments. SB 879 does not impact federally required

testing.
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Are there Efforts to Keep Advancing Research
Without Animal Testing?

Yes.

The FDA Modernization Act 2.0 states that animal testing is not required

However, in practice, the alternative methods are not

developed enough, or approved by the FDA (e.g., synthetic organ
models grown from stem cells, computer modeling)

Researchers and advocates are pushing FDA to develop protocols
for alternative research methods
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Proposed Ordinance Language

Except as specifically required by state or federal law, no person shall engage in or
permit animal testing or experimentation on any property owned or controlled by the

City of Alameda in its proprietary capacity.

The prohibitions set forth in this section shall not apply to animal shelters, animal
hospitals, veterinary offices, adoption, grooming, and animal care facilities, and similar
uses. This section is not and shall not be construed to be an exercise of the City’s

zoning or land use authority.




Proposed Ordinance Language

“Controlled” for purposes of this section refers to any property of which the City is not a
fee simple owner but holds proprietary control (including any property of which the City
is a tenant, subtenant, lessee, sublessee, or licensee); and property occupied but not
owned by the City in anticipation of future conveyance to the City (including but not
limited to property of which the United States Navy is the fee simple owner).




What is City Owned or Controlled Land?

Most of Alameda Point

Marinas and other areas in State Tidelands Trust (activities requiring
animal testing already aren't allowed here)

Some commercial buildings and remnant parcels — Alameda Theater
complex, Grandview Pavilion e.g.

Civic facilities used by the general public and to provide City services
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Presence of Life Sciences in Alameda

* One of the City's six priority economic sectors
* A robust and growing sector locally

e Approx. 35 businesses, 3,300 jobs (12% of total employment in
Alameda)

 Most new commercial construction regionally is in life sciences

e Whatis a life sciences business?

 Pharmaceuticals, biotechnology, medical devices, biomedical
technologies, food processing, among other industry subsectors



Guiding Questions

Do you support or oppose a local ban on animal testing activities taking place on city-owned or controlled
property?

Do you support an alternative to banning animal testing on City owned or controlled property in Alameda?
If so, what alternatives would you support?

Do you believe prohibiting animal testing on City-owned property will affect the City's reputation, in either

positive or negative ways, for:
1. Alameda residents
2. Attracting and retaining businesses in the Life Sciences industry
3. Attracting and retaining other types of businesses
4. Alameda's reputation in the region, state, or nation

If so, please describe how, and whether you perceive impacts on the City's reputation to be more positive or negative.

Is there anything else you would like the City to know before considering this Ordinance?




How Else to Provide Feedback:

Provide feedback at or before April 16, 2024, City Council Meeting

Respond to Survey via this QR Code:

Your feedback today will be summarized for the City Council as
well




	�Community Meeting:�Animal Testing on City-Controlled Property�
	Why are we here tonight?
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Presence of Life Sciences in Alameda
	Slide Number 11
	Slide Number 12

