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Gaining confidence in NAMs

Instead of relying on direct comparisons between animal-derived and non-
animal data, agencies should ensure that NAMs fulfill their intended purposes 
and provide technically reliable and human relevant information.

Van der Zalm et al. 2022. A framework for establishing scientific confidence in new approach methodologies. Submitted.
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Increasing the uptake of NAMs

• Update ICCVAM member 
agency educational 
resources

• Incentivize the use of 
NAMs, such as increased 
funding, collaborative 
opportunities, and 
research exposure

• Increase communication 
among ICCVAM member 
agencies and other 
stakeholders
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1995 –
publication of 
the Anticaries 
Drug Products 
Monograph

2001 – FDA 
requests 
comments on 
the use of the 
non-animal IOA 
model. No 
response has 
been issued.  

2009 – Procter 
& Gamble 
citizen petition 
(pH cycling 
model). Petition 
is open.

2015 – Colgate 
citizen petition 
(IOA model). 
Petition is open.

2020 –
grBiosystems 
citizen petition 
(pH cycling 
model). Petition 
is open.

2021 – Intertek 
citizen petition 
(pH cycling 
model). Petition 
is open.

Need for increase in communication – caries example  



Establish baseline animal use, 
including well defined rules for 
inclusion/exclusion that can ensure 
consistency in future assessments. 
Methods used to establish annual animal 
use numbers may monitor animal orders 
or animals placed on study in-house.
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Establish metrics for animal savings 
from in silico, in chemico, and in vitro 
methods; study waivers; and intelligent 
design based on data use and level of 
certainty. In some cases, a NAM make 
completely replace animal use, resulting 
in animal savings equal to all animals 
used in a study. In other instances, NAM 
data may partially fulfill information 
generated by animal-based guideline 
studies; in which case, the animal 
equivalent number for the NAM is a 
subset of the animal-based guideline 
study. 
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Identify goals. These goals will differ 
among industry, government agencies, 

and other entities, and they may shift 
over time, for example, as companies’ 

product portfolios change. Some 
companies may have a goal of a  

percentage decrease in animal use. 
Others adhere to a goal to conduct tests 

on animals only to comply with 
regulatory requirements.
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Define what is in scope, 
starting with the definition of ‘animal’ 

(e.g., mammals, vertebrates, animals 
born during reproductive studies) and 
applicable studies (e.g., animals used 
for ‘in house’ experiments, at contract 

research organizations, as part of 
consortia, in funded studies at 

universities). 
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Measure impact 
using the absolute number of 

animal savings due to NAM use or 
the percent reduction in animal 

use due to the application of 
NAMs.
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To monitor reduction in animal use and progress 
implementing NAMs, metrics can be developed to track 
animal savings based on the utility of NAM data. 

Scope

Baseline

Impact

Goals

Metrics

The paper “Animal Metrics: 
Tracking Contributions of New 
Approach Methods to Reduced 
Animal Use” (ALTEX
2022;39(1):95–112) outlines one 
company’s approach to measuring 
animal use reductions due to NAM 
use. For each endpoint assessed 
by a NAM, information is provided 
on the corresponding in vivo test, 
the number of animals used in that 
study design, the proportion of 
equivalent animal savings relative 
to the in vivo study, a rationale to 
support the value assigned, and 
the default number of equivalent 
animal savings by employing the 
NAM approach.



7

Contact
Katherine Groff, MS
Senior Scientist
Regulatory Testing Department
KatherineG@peta.org
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