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ASSEMBLY COMMITTEE ON JUDICIARY 

Mark Stone, Chair 
SB 252 (Wiener) – As Amended June 21, 2021 

SENATE VOTE:  30-1 

SUBJECT:  TOXICOLOGICAL TESTING ON DOGS AND CATS 

KEY ISSUE: SHOULD TOXICOLOGICAL TESTING ON DOGS AND CATS BE 

PROHIBITED UNLESS DEEMED NECESSARY TO COMPLY WITH VARIOUS 
RESEARCH STANDARDS ESTABLISHED PURSUANT TO EXISTING LAW? 

SYNOPSIS 

This bill seeks to prohibit unnecessary toxicological testing on dogs and cats at testing facilities 
in California. Currently, most pharmaceutical products and chemical substances require several 

rounds of toxicological testing in animals prior to being approved for human testing. Typically, 
such testing involves a preliminary test on rodents followed by additional testing on larger non-
rodent animals, which on occasion includes dogs and cats. However, a growing body of research 

suggests that toxicological testing on dogs and cats, particularly tests not related to 
cardiovascular issues, produce high rates of false negatives and generally questionable results 

about the safety of a product in humans. Accordingly, the federal government has begun to 
reduce the amount of testing required to be conducted on dogs and cats. With the rising push to 
use alternative methods to animal testing, this bill proposes to prohibit toxicological testing on 

dogs and cats unless expressly required to meet federal testing laws, regulations, and protocols. 
Further this bill exempts testing conducted for the purpose of developing products used in 

nonhuman animals or products that are substantially the same formulation for both nonhuman 
animal and humans.  

This measure is supported by the Humane Society of the United States and several other 

prominent animal rights organizations. They contend that given its limited effectiveness dog and 
cat testing is unnecessary and cruel to a species better known for being America’s leading family 

pets and thus should be ended in this state. This bill is opposed by a coalition representing 
biomedical sciences including the California Biomedical Research Association who argue that 
this bill would dramatically curtail research in California and force biomedical science 

companies to take additional steps in the research process.  

SUMMARY: Prohibits testing facilities from conducting canine or feline toxicological 

experiments unless required by federal law, and imposes civil penalties upon any entity that is 
determined to have violated the prohibition. Specifically, this bill:   

1) Establishes the Protection of Dogs and Cats from Unnecessary Testing Act. 

2) Defines the following terms for the purpose of the bill: 

a) “Alternative test method” means a test method that does not use animals, or in some 

cases reduces or refines the use of animals, for which the reliability and relevance for a 
specific purpose has been established by validation bodies, including, but not limited to, 
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the Interagency Coordinating Committee for the Validation of Alternative Methods and 
the Organisation for Economic Co-operation and Development. Alternative test methods 

include, but are not limited to, high-throughput screening methods, testing of categories 
of chemical substances, tiered testing methods, in vitro studies, and systems biology; 

b) “Cat” means a small domesticated carnivorous mammal that is a member of the family 

Felidae, order Carnivora; 

c) “Canine or feline toxicological experiment” means any test or study of any duration that 

seeks to determine the effect, if any, of the application or exposure, whether internal or 
external, of any amount of a chemical substance on a dog or cat; 

d) “Application or exposure” includes, but is not limited to, oral ingestion, skin or eye 

contact, or inhalation and does not include testing of veterinary products for canine or 
feline health; 

e) “Chemical substance” means any organic or inorganic substance, including, but not 
limited to, a drug, as defined in Section 321(g) of Title 21 of the United States Code as 
that section read on January 1, 2021, a pesticide, as defined in Section 136(u) of Title 7 of 

the United States Code as that section read on January 1, 2021, a chemical substance, as 
defined in Section 2602(2) of Title 15 of the United States Code, or a food additive, as 

defined in Section 321(s) of Title 21 of the United States Code; 

f) “Dog” means any member of the species Canis familiaris; and 

g) “Testing facility” means any partnership, corporation, association, school, institution, 

organization, or other legal relationship, whether privately or government owned, leased, 
or operated, that tests chemicals, ingredients, product formulations, or products in this 

state. 

3) Prohibits, notwithstanding any other law, a testing facility from conducting a canine or feline 
toxicological experiment in California unless the experiment is conducted for any of the 

following purposes: 

a) Medical research, including research related to the development of any vaccine as 

defined under Section 4132 (a)(2) of Title 26 of the United States Code, and researched 
related to the development of biomedical products or devices as defined under Section 
321(h) of Title 21 of the United States Code. Provides that medical research related to the 

development of drugs as defined in Section 321(g)(1) of Title 21 of the United States 
Code, is not subject to this exemption unless it meets the requirements outlined in c); 

b) To comply with federal requirements pertaining to the approval of a medical device as 
defined under Section 321(h) of Title 21 of the United States Code; 

c) To achieve discovery, approval, or maintenance of a drug, when required by federal law 

or directed by writing by the United States Food and Drug Administration (FDA) under 
Section 505 or 512 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. Sec. 355 et 

seq. and 21 U.S.C. Sec. 360 et seq.) or Sec. 351 of the Public Health Service Act (42 
U.S.C. Sec. 262 et seq.) or any binding agency regulation promulgated upon notice and 
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comment thereunder, if the FDA has not otherwise expressly authorized drug 
manufacturers to use alternative test methods; 

d) To achieve discovery, approval, registration, licensing, or maintenance of a biologic, 
pursuant to a testing requirement imposed by the United States Department of 
Agriculture (USDA) under the Virus-Serum-Toxin Act (21 U.S.C. Sec. 151 et seq.) or 

any binding agency regulation promulgated upon notice and comment thereunder, if the 
USDA has not concluded that waivers shall be granted for the experimentation or studies 

or expressly indicated acceptance of alternative test methods; 

e) To achieve discovery, approval, registration, or maintenance of a pesticide, pursuant to a 
testing requirement imposed by the United States Environmental Protection Agency 

(EPA) pursuant to the Federal Insecticide, Fungicide, and Rodenticide Act (7 U.S.C. Sec. 
136 et seq.) or any binding agency regulation promulgated upon notice and comment 

thereunder, if the EPA has not concluded that waivers shall be granted for such 
experimentation or studies or expressly indicated acceptance of alternative test methods; 
or 

f) To comply with a requirement to conduct the experiment under the Toxic Substances 
Control Act (15 U.S.C. Sec. 2601 et seq.), if the EPA has not, pursuant to Section 

2603(h) of Title 15 of the United States Code, concluded that waivers shall be granted for 
such experimentation or studies or expressly indicated acceptance of testing methods 
alternative to laboratory animal testing, including, but not limited to, in vitro, in silico, 

and in chemico approaches for identifying skin sensitization hazards. 

4) Provides that the exclusive remedy for a violation of 3) is a civil action for injunctive relief 

brought by the Attorney General, the district attorney of the county in which the violation is 
alleged to have occurred, or a city attorney of a city or a city and county having a population 
in excess of 750,000 and in which the violation is alleged to have occurred. 

5) Provides that if a court determines the government is the prevailing party in a civil action 
commenced pursuant to 4), the government may recover costs, attorney fees, and a civil 

penalty not to exceed $5,000 for each day that each dog or each cat is used in a canine or 
feline toxicological experiment in violation of this section. 

6) Exempts from this prohibition testing or experimentation conducted for the purpose of 

developing, manufacturing, or marketing any product intended for beneficial use in 
nonhuman animals, including, but not limited to, anesthesia, cancer treatment, animal 

vaccines, other animal medicines, flea and tick products intended to be applied to nonhuman 
animals, or products that are substantially the same formulation for both nonhuman animal 
and human markets. 

7) Provides the provisions of this act are severable.  

EXISTING LAW:    

1) Prohibits, generally, manufacturers and contract testing facilities, as defined, from using 
animal test methods within California for which an appropriate alternative test method has 
been scientifically validated and recommended by the Inter-Agency Coordinating Committee 

for the Validation of Alternative Methods and adopted by the relevant federal agency or 



SB 252 
 Page  4 

agencies or program within an agency responsible for regulating the specific product or 
activity for which the test is being conducted. (Civil Code Section 1834.9 (a).) 

2) Provides that any entity found liable for a violation of 1) may be subject to a civil penalty not 
to exceed $5,000. (Civil Code Section 1834.9 (d).) 

3) Prohibits a manufacturer from importing for profit, sell, or offer for sale in California, any 

cosmetic, if the cosmetic was developed or manufactured using an animal test that was 
conducted or contracted by the manufacturer, or any supplier of the manufacturer, on or after 

January 1, 2020. (Civil Code Section 1834.9.5 (a).) 

4) Provides that a violation of 3) is punishable by a fine of $5,000 and an additional $1,000 for 
each day the violation continues. (Civil Code Section 1834.9.5 (d).) 

5) Provides that whenever an animal is delivered to a veterinarian, dog kennel, cat kennel, pet-
grooming parlor, animal hospital, or any other animal care facility pursuant to a written or 

oral agreement, and the owner of the animal does not pick up the animal within 14 calendar 
days after the day the animal was initially due to be picked up, the animal shall be deemed to 
be abandoned, and requires the person into whose custody the animal was placed for care to 

first try, for a period of not less than 10 days, to find a new owner for the animal or turn the 
animal over to a public animal control agency or shelter, society for the prevention of cruelty 

to animals shelter, humane society shelter, or nonprofit animal rescue group, provided that 
the shelter or rescue group has been contacted and has agreed to take the animal. (Civil Code 
Section 1834.5 (a).) 

6) Requires an animal shelter where dead animals are turned over to a biological supply facility 
or a research facility for research purposes or to supply blood, tissue, or other biological 

products to post a sign in a place where it will be clearly visible to a majority of persons 
when turning animals over to the shelter that states, “Animals Euthanized at This Shelter 
May Be Used for Research Purposes or to Supply Blood, Tissue, or Other Biological 

Products.” (Civil Code Section 1834.7 (a).) 

7) Provides that a violation of 6) is subject to a civil penalty of $1,000 in an action to be brought 

by the district attorney or city attorney of the county or city where the violation occurred. 
(Civil Code Section 1834.7 (e).) 

8) Requires the management of any public auction or sale where equines are sold to post a sign 

or insert into a consignment agreement with the seller a notice that states, “WARNING. The 
sale of horses in California for slaughter for human consumption is a felony.” (Civil Code 

Section 1834.8.) 

9) Defines, under federal law, “drug” to mean articles recognized in the official United States 
Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or official 

National Formulary, or any supplement to any of them, and articles intended for use in the 
diagnosis, cure, mitigation, treatment, or prevention of disease in man or other animals. (21 

U.S.C. Section 3231 (g)(1).) 

10) Defines in federal law, “pesticide” to mean any substance or mixture of substances intended 
for preventing, destroying, repelling, or mitigating any pest; any substance or mixture of 

substances intended for use as a plant regulator, defoliant, or desiccant; and any nitrogen 
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stabilizer, except that the term “pesticide” shall not include any article that is a “new animal 
drug” within the meaning of existing law, that has been determined by the Secretary of 

Health and Human Services not to be a new animal drug by a regulation establishing 
conditions of use for the article, or that is an animal feed or containing a new animal drug. (7 
U.S.C. Section 136 (u).) 

11) Define, under federal law, “chemical substance” to mean, generally, any organic or inorganic 
substance of a particular molecular identity, including: 

a) Any combination of such substances occurring in whole or in part as a result of a 
chemical reaction or occurring in nature; and 

b) Any element or uncombined radical. (15 U.S.C. Section 2602 (a)(2).) 

12) Define, under federal law, “food additive” to mean, generally, any substance the intended use 
of which results or may reasonably be expected to result, directly or indirectly, in its 

becoming a component or otherwise affecting the characteristics of any food (including any 
substance intended for use in producing, manufacturing, packing, processing, preparing, 
treating, packaging, transporting, or holding food; and including any source of radiation 

intended for any such use), if such substance is not generally recognized, among experts 
qualified by scientific training and experience to evaluate its safety, as having been 

adequately shown through scientific procedures (or, in the case of a substance used in food 
prior to January 1, 1958, through either scientific procedures or experience based on common 
use in food) to be safe under the conditions of its intended use. (21 U.S.C. Section 321(s).) 

13) Define, under federal law, “medical device” to mean an instrument, apparatus, implement, 
machine, contrivance, implant, in vitro reagent, or other similar or related article, including 

any component, part, or accessory, which is any of the following: 

a) Recognized in the official National Formulary, or the United States Pharmacopeia, or any 
supplement to them; 

b) Intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, 
treatment, or prevention of disease, in man or other animals; 

c) Intended to affect the structure or any function of the body of man or other animals; or 

d) Which does not achieve its primary intended purposes through chemical action within or 
on the body of man or other animals and which is not dependent upon being metabolized 

for the achievement of its primary intended purposes. (21 U.S.C. Section 321 (h).) 

FISCAL EFFECT: As currently in print this bill is keyed fiscal.  

COMMENTS: In recent years, several studies have called into question the effectiveness of 
testing the toxicity of certain consumer pesticides and medications on dogs and cats. These 
studies suggest that prolonged dog and cat studies tend to lead to high rates of false-negatives, 

whereby a product appears safe in dogs or cats but are subsequently found to be potentially 
harmful to humans. At the same time, both dogs and cats may be adversely impacted by such 

unnecessary and ineffective testing. Accordingly, the author suggests prohibiting the practice in 
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California, unless such testing is required by specified federal laws. In support of the bill, the 
author states: 

Toxicity testing on dogs and cats, which includes force-feeding or injecting the animals with 
chemicals to test for a harmful reaction or even death, is largely ineffective and is not 
supported by current science. This testing does, however, cause a lot of harm to animals. 

Common household pets, like dogs and cats, go through unnecessary suffering that has little 
scientific basis and does not produce useful results. SB 252 ends this type of testing, which 

does not make humans any safer. Specifically, SB 252 prohibits all California testing 
facilities from using dogs and cats in toxicity tests, unless required by federal law. SB 252 
does not impact medical research or vaccine development.  

Background on the use of dogs and cats in animal testing research. Animal testing has been 
historically used in pharmaceutical and industrial research to predict human toxicity. Before 

chemical products or medications are permitted to reach market, government regulators require 
the products to undergo a myriad of tests to ensure that the products can be used safely. 
Typically, before human testing can begin, regulators require a product to undergo two rounds of 

testing in animals, typically a rodent and one larger species, to determine toxicity and 
pharmacokinetics. (Kobel, et.al, A 1-year toxicity study in dogs is no longer a scientifically 

justifiable core data requirement for the safety assessment of pesticides (2010) Critical Reviews 
in Toxicology, at p. 1.) Approximately 90,000 dogs are used annually in laboratory tests in the 
United States and European Union. (Bailey, et al., An Analysis of the Use of Dogs in Predicting 

Human Toxicology and Drug Safety (2013) Alternatives to Laboratory Animals Journal, p. 335.) 
Frequently, dogs are utilized in chronic exposure studies whereby a dog is exposed to low levels 

of chemicals for a year or more to determine the hazards of chronic exposure. (Kobel, et.al, A 1-
year toxicity study in dogs, supra, at p. 2.) Over the past two decades, the effectiveness of long-
term exposure testing in dogs has come into significant doubt for many areas of study. 

Nonetheless, evidence suggests that dogs may still provide the most benefit in testing heart-
related drugs or studying the impact to blood pressure, heart rate, and electrocardiograms of 

other products. (Nuffield Council on Bioethics, The Ethics of Research Involving Animals (2005) 
at pp. 156-161.) 

Cats have been a mainstay in research studies of neurological, cardiovascular, and respiratory 

diseases and the immune system. In particular, they have been valuable models for 
understanding the function of the neuron (nerve cell), the chemical transmission of nerve 

impulses, and the functional organization of the brain. Neuroscientists studying cats have 
provided a map of the circuitry of the vertebral cortex revealing the major pathways that send 
signals from the eye to the brain. Approximately 21,000 cats were part of research, education or 

drug and other product safety testing in 2014, as reported by U.S. research facilities to the U.S. 
Department of Agriculture. (USDA Animal and Plant Health Inspection Service, Annual Report 

Animal Usage by Fiscal Year, (2015), available at 
https://www.aphis.usda.gov/animal_welfare/downloads/7023/Animals%20Used%20In%20Resea
rch%202014.pdf.) Even though they remain essential for research, the number of cats used for 

these purposes has declined nearly 70 percent since the 1970s. Most vertebrate animals used in 
research today are mice, rats and tiny fish, but a relatively small number of cats still are needed 

because they are the most appropriate model, specifically for research in neuroscience and 
vision. (National Association for Biomedical Research, The Essential Need for Animals in 
Medical Research (2016), available at https://fbresearch.org/wp-content/uploads/2016/04/Cats-

Species-Sheet.pdf.) 
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A growing body of research is suggesting, especially outside of cardiology studies, that dog 
testing may produce false negative results. With regard to pesticide tests, in 2006, the United 

States Environmental Protection Agency (EPA) eliminated many mandatory year-long pesticide 
tests in dogs after reaching a “clear conclusion that a 12-month dog study in addition to a 3-
month study is of little value and the requirement for this study should be eliminated from the list 

of mandatory studies to be performed in the safety assessment for pesticides.” (Kobel, et.al, A 1-
year toxicity study in dogs, supra, at p. 11.) Although the EPA no longer mandates year-long 

tests for many pesticides, in 2019, an undercover investigation by the United States Humane 
Society (a supporter of this bill) discovered that Dow Agrosciences was testing fungicides on at 
least 36 beagles at a facility in Michigan. (Shawna Williams, Humane Society Successfully 

Campaigns to End Pesticide Test on Dogs (2019) The Scientist Magazine.)  

The scientific validity of using dogs and cats in predicting human toxicity remains in question. 

There is no doubt that the use of animals in science and medicine has significantly benefitted 
human beings. However, many investigators are increasingly concerned that animal 
experimentation may be based on a scientifically flawed premise and that it retains its 

acceptability only because clear alternatives have not been identified. Dramatically rising costs 
and extremely high failure rates in drug development have led many to re-evaluate the value of 

animal studies. A study found that only about 12 percent of pharmaceuticals pass preclinical 
testing to enter clinical trials. Of those, only 60 percent successfully complete phase I trials. 
Overall, approximately 89 percent of novel drugs fail human clinical trials, with approximately 

one-half of those failures due to unanticipated human toxicity. (Gail Van Norman, Limitations of 
Animal Studies for Predicting Toxicity in Clinical Trials: Is it Time to Rethink Our Current 

Approach? (November 2019) JACC: Basic to Translational Science, at p. 849.) 

Much of the research questioning the need to continue toxicological testing in dogs and cats has 
focused on the high degree of false negatives, cases where a dog or cat is not harmed by a 

substance but later harms are found in humans, produced by this type of testing. (Bailey, et. al, 
An Analysis of the Use of Dogs in Predicting Human Toxicology and Drug Safety, supra, at p. 

340.) Field studies of actual products would appear to advance similar concerns. In 2002, the 
authors of a study testing the herbicide 4-chloro-2-methylphenoxyacetic acid noted, “the dog is 
deficient in the excretion of weak organic acids, and that therefore this species is not appropriate 

for assessing the toxicological significance of this class of compound in humans.” (Lappin et. al, 
Absorption, metabolism and excretion of 4-chloro-2-methylphenoxyacetic acid (MCPA) in rat 

and dog. (2002) The Journal Xenobiotica, Vol. 32:2, available at: 
https://www.ncbi.nlm.nih.gov/pubmed/11868971.) 

One prominent, and recent, example of the potential deficiencies in using dogs to test the safety 

of products can be found in the EPA’s most recent review of the herbicide Glyphosate, more 
commonly known as Round Up. In 2017, the EPA required both 90-day and chronic toxicity 

tests on dogs; and based on the results, the EPA eventually permitted the product to keep its 
registration. (U.S. EPA Office of Pesticide Programs Draft Human Health Risk Assessment in 
Support of Registration Review (Dec. 12, 2017) at. pp. 30-31.) That same year, however, the 

California Office of Environmental Health Hazard Assessment required Round Up to be added 
to the list of chemicals necessitating a warning pursuant to Proposition 65 due to the 

carcinogenic risks posed by the product. (https://oehha.ca.gov/public-information/press-
release/press-release-proposition-65/glyphosate-be-added-proposition-65.) Although the state 
and federal government are presently contesting the validity of various agency findings, the 
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ongoing debate would seem to validate the studies that call into question veracity of the results 
obtained by testing chemicals on dogs. 

Further, despite the deeply rooted assumption that animal models accurately predict human 
toxicity, even cursory examination of the concordance of animal and human trials raises 
concerns. An analysis of 2,366 drugs concluded that “results from tests on animals (specifically 

rat, mouse and rabbit models) were highly inconsistent predictors of toxic responses in humans.” 
Similar results were found for nonhuman primates and dogs, where the author argued that canine 

data indicating an absence of toxicity would only increase the probability that the compound 
would show no toxic effects in humans from 70 percent to 72 percent - a very small, almost 
negligible effect that comes at huge costs. (Bailey, et. al, An Analysis of the Use of Animal 

Models in Predicting Human Toxicology and Drug Safety, (2014), Alternatives to Laboratory 
Animals Journal, available at 

https://journals.sagepub.com/doi/abs/10.1177/026119291404200306.)  

The push for alternative methods in biomedical research. In 2000, the Interagency 
Coordinating Committee on the Validation of Alternative Methods (ICCVAM) was formally 

established. ICCVAM is composed of representatives from 17 U.S. federal regulatory and 
research agencies. The main goals of this committee are to eliminate unnecessary duplication of 

efforts and share experience among U.S. federal regulatory agencies, optimize utilization of 
scientific expertise outside the U.S. federal government, ensure that new and revised test 
methods are validated to meet the needs of U.S. federal agencies, and reduce, refine, or replace 

the use of animals in testing where feasible. ICCVAM is also tasked with building a database of 
alternative methods for chemical safety testing that are accepted by U.S. and international 

regulatory authorities as replacement, reduction, or refinement alternatives to required animal 
tests. (U.S. Department of Health and Human Services National Toxicology Department, About 
ICCVAM, (accessed 6/30/21), available at 

https://ntp.niehs.nih.gov/whatwestudy/niceatm/iccvam/index.html.) 

At this time, the FDA generally still requires submission of preclinical animal data in 

investigational new drug applications. However, there is a growing body of literature 
demonstrating alternative methods and technologies that, in part, may have utility in improving 
the nonclinical drug development process. These alternative methods include in vitro tests using 

cell lines, tissue samples, use of alternative organisms such as bacteria, 3-dimensional modeling 
and bioprinting, in silico tests, organ-on-chip technologies such as 3-dimensional organoids, 

computer modeling, and phase 0 in-human microdosing trials. A comprehensive study of the 
accuracy and costs of alternative testing methods compared with animal toxicity testing has not 
been published; however, there is data suggesting that in vitro testing and other methods are 

significantly faster and less expensive than animal models. (Gail Van Norman, Limitations of 
Animal Studies for Predicting Toxicity in Clinical Trials: Is it Time to Rethink Our Current 

Approach?, supra, at p. 851.) 

This bill. Seeking to end most toxicological testing on dogs and cats in California, this bill 
prohibits testing facilities from conducting toxicological tests on dogs and cats unless the test 

meets one of the proposed exemptions. The exemptions include medical testing; testing of 
medical devices as required by the federal government; testing required by the United States 

Food and Drug Administration (US FDA) in order to comply with the Food, Drug and Cosmetic 
Act; to meet pesticide regulations required by the US EPA pursuant to the Federal Insecticide, 
Fungicide, and Rodenticide Act; testing required by the Public Health Service Act and the Virus-
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Serum-Toxins Act; testing required for compliance with the Toxic Substances Control Act; and 
testing or experimentation needed for any product intended for beneficial use in nonhuman 

animals, including, but not limited to, anesthesia, cancer treatment, animal vaccines, other animal 
medicines, flea and tick products intended to be applied to nonhuman animals, or products that 
are substantially the same formulation for both nonhuman animal and human markets. Beyond 

setting out the scope of the conduct prohibited by the bill, and corresponding exemptions, this 
bill vests civil enforcement authority in the Attorney General, district attorneys, and specified 

city and county counsels. Similar to existing laws regarding animal testing (see, e.g. Civil Code 
Section 1834.9.5 (d)), this bill imposes a $5,000 per day civil penalty on any testing facility 
found to be in violation of the bill. Additionally, seeking to encourage strong enforcement of the 

proposed law by state and local authorities, this bill provides a court with the ability to award a 
local agency that successfully pursues a civil action with associated costs and fees. 

Legality of state laws regulating animal testing. Animal testing in the U.S. is governed by an 
overlay of federal rules and state standards. Typically, so long as the federal government does 
not explicitly dictate a standard, states are free to regulate animal testing as they see fit. As 

discussed above, the federal government is moving away from mandating long-term 
toxicological tests in dogs and cats. In the event a federal rule permits, but does not mandate, the 

testing of a product on dogs or cats, this bill would prohibit the test. In such a case, it would 
appear that the federal law, by not mandating a specific test, permits a state role in regulating 
testing and promoting animal welfare, and thus this bill would not be preempted by federal law. 

(See, e.g., Altria Group, Inc. v. Good, (2008) 555 U.S. 70, 77.) 

Indeed, as noted above, California has already successfully enacted several state laws limiting 

animal testing. In 2018, this Committee heard and approved SB 1249 (Galgiani), Chap. 899, 
Stats. 2018, which significantly limited animal testing for cosmetics in California. Similar to this 
bill, SB 1249 successfully navigated into a space whereby a practice was not mandated by the 

federal government and thus could be regulated by the state. To date, that bill has not been 
successfully challenged. Similarly, this bill appears to be strike the balance between state and 

federal authority. 

Prevalence of testing on dogs and cats in California and the limits of this bill. Each USDA-
registered research facility and federal research facility is required by the Animal Welfare Act 

(AWA) to submit an annual report that documents its use of animals for research, testing, 
teaching, experimentation, and/or surgery. In 2019, California research facilities held and used in 

research a total of 711 cats and 1,695 dogs. It should be noted that there was an additional 230 
cats and 211 dogs that were held in research facilities but not used for research purposes. (USDA 
Animal and Plant Health Inspection Service, Annual Report Animal Usage by Fiscal Year, 

(2021), available at 
https://www.aphis.usda.gov/aphis/ourfocus/animalwelfare/sa_obtain_research_facility_annual_r

eport/ct_research_facility_annual_summary_reports.)  

Concerns with this proposal have been raised to the Committee by representatives from the 
biomedical research field. Their concerns relate to a fear that the bill may prevent critical testing 

needed for drug development and that the bill’s existing exemptions may be too narrow. The 
biomedical researchers further add that drug companies use dogs and cats sparingly, and only do 

so if it is essential to bring new medicines to both humans and non-human animals. They further 
state that “Less than one-half of one percent (0.5%) of all animals needed for medical research 
and teaching in California are cats and dogs and this number is declining.” It still however 
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remains unclear how many dogs and cats are used specifically in toxicological testing in 
California, and thus the actual impact of this bill may be far less than opposition fears.  

Opposition concerns about the feasibility of the drug development exemption. As currently in 
print the bill prohibits toxicological testing on dogs and cats unless it meets one of the exempted 
criteria. Specifically, the bill exempts testing if the FDA has not otherwise expressly authorized 

drug manufacturers to use alternative test methods. Opponents argue that “the current language is 
out of alignment with how the FDA actually functions. Drug approval requires that an 

application be submitted to the FDA….The FDA does not generally direct in advance which 
animal model best shows this safety and efficacy; the applicant determines the most scientifically 
relevant model(s).” Typically, the progression to drug approval begins before FDA involvement. 

The research and development process for a finished drug usually begins in the laboratory—
often with basic research conducted or funded by the federal government. When basic research 

yields an idea that someone identifies as a possible drug component, government or private 
research groups focus attention on a prototype design. At some point, private industry continues 
to develop the idea, eventually testing the drug in animals. When the drug is ready for testing in 

humans, the FDA must get involved. That company must then seek and receive FDA approval, 
by way of an investigational new drug (IND) application, to test the product with human 

subjects. It carries out those tests, called clinical trials, sequentially in Phase I, II, and III studies, 
which involve increasing numbers of subjects. (Agata Dabrowska and Susan Thaul, How FDA 
Approves Drugs and Regulates Their Safety and Effectiveness (June 20, 2012) Congressional 

Research Service, at p. 4.) 

As noted by the opposition, the FDA does not directly engage in the approval of the appropriate 

animal model to do toxicity testing. However, upon discussion with the author, the intent of the 
bill is to have testing facilities provide written evidence that they engaged with the FDA during 
the discussion of the appropriate animal models to be used in testing. It could be argued that this 

bill would then require the testing facilities in the state of California to improve the status quo 
and engage with the FDA earlier in the drug development process. The FDA, however, has 

published nonbinding recommendations for the drug development plan phase that encourage 
early engagement with the FDA. It should also be noted that nothing in existing federal law or 
regulation prohibits engaging with the FDA prior to filing an IND application. Indeed, the FDA’s 

recommendations specifically state that “obtaining the body of evidence necessary to support 
approval of a drug using the Animal Rule is a complex and iterative process. FDA strongly 

encourages sponsors to establish early and ongoing communications with the Agency.” The 
recommendations further state that the agency would support discussion of issues including, but 
not limited to, the proposed indication and whether a drug can be developed under the Animal 

Rule, the design of an animal study as it relates to the anticipated clinical use of the drug during 
an incident, and the development and/or selection of the animal models. (Food and Drug 

Association, Product Development Under the Animal Rule Guidance for Industry (Oct. 2015), at 
p. 7.)  

Further, it should be noted that current oversight and approval of animals used in research is 

done by the Institutional Animal Care and Use Committees (IACUCs). IACUCs are local 
institutional committees with federally mandated oversight responsibilities, including:  

 Reviewing animal‐ use protocols;  

 Reviewing significant changes to protocols; 
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 Evaluating institutional compliance with PHS Policy, U.S. Department of Agriculture 
(USDA) Animal Welfare Act and Regulations, and institutional policies;  

 Monitoring institutional animal care and use programs, including inspecting animal 
facilities;  

 Reviewing concerns about animal care or use; and  

 Reporting noncompliance and suspensions to the NIH Office of Laboratory Animal 

Welfare (OLAW). (USDA, Animal Welfare Quick Reference Guides, (accessed 6/20/21), 
available at https://www.nal.usda.gov/awic/animal-welfare-act-quick-reference-guides.) 

IACUCs are intended to serve as the appropriate oversight to ensure humane use and care of 
animals in research. Accordingly, the opposition argues this bill would be better drafted to 
reference the IACUC process and not the FDA. However, a 2014 report by the USDA’s Office 

of the Inspector General found that some IACUCs did not adequately approve, monitor, or report 
on experimental procedures on animals. During 2009 – 2011, 531 of 1,117 research facilities 

were cited for 1,379 IACUC-related violations regarding their lack of oversight. Further, 566 
violations were cited related to inadequate protocol review and approval at 288 research 
facilities, including incomplete descriptions of the proposed use of animals. (USDA Office of the 

Inspector General, Animal and Plant Health Inspection Service Oversight of Research Facilities 
Audit Report 33601-0001-41 (Dec. 2014), at p. 28-29.) Given the track record of the IACUC’s, 

the current language of the bill appears to be the best model for deeming whether or not testing 
in a dog or cat is necessary. 

Accordingly, implementation of this bill would not only encourage early engagement of testing 

facilities with the FDA, but also ensure that toxicological testing on dogs and cats is only done 
when no feasible alternatives exist. It should also be noted that if this bill is enacted in California 

it would not impact the out-of-state labs. 

ARGUMENTS IN SUPPORT: This bill is supported by the Humane Society of the United 
States and several other animal rights organizations. Representative of the coalition in 

questioning the efficacy of dog and cat testing, the Humane Society writes: 

Dogs that undergo toxicity testing suffer terribly and are kept in empty steel cages, often 

alone. They may be force-fed drugs, pesticides, or other substances and are observed for 
harmful effects such as heart failure, signs of cancer, or even death. Some tests involve 
administering chemicals at extremely high doses to dogs over a prolonged period, causing 

slow and horrific deaths. Dogs and cats are often killed after studies so that their tissues and 
organs can be examined. 

Despite this needless suffering, dog tests do not ensure human safety and have scientific 
limitations that never will improve. An expanding body of analysis is showing that dogs are 
extremely unreliable at predicting human reactions to toxic substances and that predictions of 

toxicity based on canine data are little better than a coin toss. Alternative testing methods are 
more affordable, more predictive, and clearly less harmful to animals. As we move closer to 

the time when no animals are used for toxicity testing, we can take a big step in that direction 
now by enacting SB 252 and ending dog and cat toxicity testing that is not federally required. 

ARGUMENTS IN OPPOSITION: This bill is opposed unless amended by a coalition of 

biomedical research groups including California Life Sciences who write in opposition: 
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SB 252 purports to eliminate unnecessary animal testing. While the bill may work for casual 
needs like cosmetics, the bill as written would be a major problem for life-saving drug 

development. We are appreciative of the author’s and Senate Appropriations Committee’s 
amendments so far. A couple of language issues remain to align the bill with the way that 
governments actually regulate drug development and approval; current language refers to 

Federal action that does not occur as described and thus portends consequences that could 
hurt both non-human animal and human patients. 

We support the goals of restricting dog and cat toxicity testing to only that which is 
necessary, and allowing for future scientific innovation to restrict its need further. Under the 
current language, necessary drug testing would not be allowed. The language conflicts with 

actual practice, and thus creates the unfortunate prospect of significant unintended 
consequences for both people and animals. 

REGISTERED SUPPORT / OPPOSITION: 

Support 

The Human Society of The United States (sponsor) 

American Society for The Prevention of Cruelty to Animals 
Animal Legal Defense Fund 

Cat Town 
Center for Contemporary Sciences 
Cruelty Free International North America 

Humane Society Legislative Fund 
Humane Society Veterinary Medical Association 

National Anti-vivisection Society 
Physicians Committee for Responsible Medicine 
Rise for Animals 

Social Compassion in Legislation 

Oppose Unless Amended 

Advanced Medical Technology Association (ADVAMED) 
Biocom California 
California Biomedical Research Association 
California Life Sciences 

California Manufacturers and Technology Association 

 Analysis Prepared by:  Mary Soliman and Nicholas Liedtke/ JUD. / (916) 319-2334


