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Agenda

• Overview of the indexing 
process

• Eligibility for indexing
• Reconsideration of 

eligibility policy
• How we are moving 

forward



3

What is 
Indexing?

Three-step process
Determination 

of Eligibility
Outside Expert 

Panel
Addition to 
the Index

Provides legal marketing status, 
not an approval

Alternative to the approval 
process
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When a 
Drug is 
Indexed

• Post-Market Requirements
– Report Adverse Drug Events
– Annual Drug Experience Report

• Can promote and advertise in 
accordance with the Index listing

• If the same drug, in the same dosage 
form, for the same intended use is 
approved, the Index listing must be 
removed
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Eligibility 
for 

Indexing

“(A) new animal drugs intended for use in a 
minor species for which there is a 

reasonable certainty that the animal or 
edible products from the animal will not be 

consumed by humans or food-producing 
animals”

“(B) new animal drugs intended for use only 
in a hatchery, tank, pond, or other similar 

contained man-made structure in an early, 
non-food life stage of a food-producing 

minor species, where safety for humans is 
demonstrated in accordance with the 

standard of section 512(d) (including, for an 
anti-microbial new animal drug, with 
respect to antimicrobial resistance).” 
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Reasonable 
Certainty

Primary eligibility standard

Original interpretation:  there cannot 
be a reasonable certainty if a drug is 
intended for use in a member of a food-
producing minor species

Based on longstanding CVM policy used 
for drug approvals that considers an 
animal to be food-producing if any
member of that species is raised to be 
food for humans
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Non-food 
Early Life 

Stages

Exception to the reasonable 
certainty standard to address 
certain aquaculture species

Human Food Safety must be 
addressed because these animals 
will enter the human food supply

The early life stage must be non-
food (that stage of the animal is 
not consumed) and must be 
contained in a manmade 
structure 
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Feedback and 
Reconsideration

Received feedback from several 
stakeholder groups (aquaculture, 
research, drug companies) 

Based on this feedback we asked 
CVM leadership to let us 
re-examine our interpretation of 
MUMS Act 

Met with CVM regulatory counsel 
– no statutory change required
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Federal Register Notice 
for Public Comment

• Published: June 24, 2021
• Closed: September 22, 2021

• What are the reasons we should or should not 
expand eligibility for indexing to certain 
discrete subsets of food-producing minor 
species?

• If you support the expansion of indexing, 
please describe the information we should 
evaluate when determining which discrete 
subsets of food-producing minor species 
should be eligible.  

• Are there any discrete subsets of food-
producing minor species that you believe 
should be eligible for indexing because they are 
not intended for consumption by humans or 
food-producing animals? 
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Overview of 
Comments

• Total of 52 comments
• Three major categories:

– Laboratory animals
– Aquaculture
– “Other” (e.g.,

veterinary
associations,
individuals)
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What We 
Learned

• Vast majority of comments 
support expansion of eligibility 
for indexing

• Many commentors also 
mentioned:
– Non-food early life stages
– Endangered species
– Definition of ornamental 

fish
– Animals used in research
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How We 
Are 

Responding 

Updating Guidance for Industry 
#210 – labeling statements and 
eligibility

Provide clarity on non-food early 
life stages and the definition of 
ornamental fish

Explore options for endangered 
species

Determine if other animals used in 
research may be eligible for 
indexing
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In the 
Meantime

Please contact us with any 
questions:

Dorothy Bailey  
dorothy.bailey@fda.hhs.gov

Lucy Lee  
lucy.lee@fda.hhs.gov

We will make case-by-case 
determinations on eligibility for 
indexing (reasonable certainty 
and non-food early life stages)

mailto:dorothy.bailey@fda.hhs.gov
mailto:lucy.lee@fda.hhs.gov
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