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Why a Metrics Report?
• In 2019, the U.S. Government Accountability Office (GAO) published a 

report on Animal Use in Research in Federal Government.

• This report found that federal agencies actively promote the use of 
alternative methods in a variety of ways but didn’t have metrics that 
demonstrate how their efforts affect animal use. 

• ICCVAM formed a Metrics Workgroup (MWG) to provide guidance that will 
assist federal agencies in assessing and monitoring progress toward the 
implementation of alternatives to live animal use in toxicity testing. 
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MWG Findings
• Regulated industries can and do take steps to replace, reduce, or refine animal use in 

the early stages of product development (e.g., discovery, candidate selection, 
biomaterial screening). 

• U.S. federal agencies encourage the use of alternatives to animal testing, but do not 
have the authority to ban the use of animal test methods.

• Because U.S. agencies ask for all available data, the companies would still send their 
animal data to the U.S. agency.
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MWG Findings
• In vitro and in silico testing approaches can characterize or predict specific aspects of 

toxicity, and have been successfully applied to predicting toxicity for acute endpoints 
such as eye irritation or skin sensitization. 

• However, few alternatives are currently capable of completely replacing an animal test 
directly on a one-to-one basis.

• This is especially true for animal tests that include repeated dosing, implantation (e.g., 
medical devices, where biological response may be a result of device function as well 
as chemistry), and multiple endpoints
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MWG Conclusions
• The MWG found that no one set of metrics can be used by all ICCVAM member 

agencies. 

• The MWG instead recommends that each agency develop its own metrics that are 
relevant and practical to their unique situation.

• The MWG recommends that agencies use quantitative and qualitative metrics 
separately or together to assess progress in implementing alternatives in toxicity 
testing. 

• The MWG encourages that the metrics used by each federal agency be communicated 
to the public through both the NICEATM website and, if available, the websites of 
individual federal agencies.
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Recommended Metrics
• Quantitative metrics could include 

– Counting the number of animals used in toxicity testing

• However, as stated above, a company may still provide animal data even if not used for regulatory action

• The number of animals used depends on the indication, etc. so it would be difficult to assess a true movement 
toward alternatives from year to year

– Recording the number of educational opportunities (e.g., training, webinars, and publications) 
provided.

• Qualitative metrics could include 
– Development or implementation of alternatives

– The provision of educational opportunities that raise awareness regarding alternatives. Educational 
opportunities include training, publications, and presentations given by agency scientists.
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Here now
• FDA now has an external 

webpage entitled Advancing 
Alternative Methods at FDA

• Essentially a webpage for the 
Alternatives Methods Working 
Group
– Objectives

• Information on the FDA 
Webinar Series on Alternative 
Methods

• Page will be updated 
periodically

• Contact information: 
alternatives@fda.hhs.gov

mailto:alternatives@fda.hhs.gov
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FDA’s Alternative Report

Released January 5, 2021
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