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April 10th, 2025: FDA Initiative to Reduce Animal Testing
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Media Attention: Nature Reviews Drug Discovery, WBUR On Point
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The industry trusts & uses NAMs
▪ Listening Tour
▪Speaking Tour
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FDA-NIH Workshop Day/Time
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FDA-NIH 
collaboration
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Why have we 
not made 
more 
progress at 
FDA?

▪ Largest manufacturers default to include 
animal testing for FDA

▪Communication with FDA prior to 
application submission can be a 
challenge

▪Sponsors worried about not including 
animal testing even when they do not 
think it adds value
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Why have we 
not made 
more 
progress at 
FDA? 2

• No incentive to include NAMs data in 
applications (proprietary, may be more 
sensitive to toxicity)

• Misunderstanding that NAMs must be pre-
qualified or pre-validated by FDA

• ISTAND program is slow
• Gives impression “qualification” is necessary to 

include NAMs data
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What are we doing to 
address these 

challenges?
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Why have we 
not made 
more 
progress?

• Largest manufacturers default to include 
animal testing for FDA

• Require NAMs submission instead of animal 
data when 

• NAMs data already accepted by the FDA
• Make prior drug applications searchable

• NAMS already recognized as validated by other US or 
international regulators

• Accompanying data provided to reviewers
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FDA list of Qualified Drug 
Development Tools
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Why have we 
not made 
more 
progress? 2

• Communication with FDA prior to 
application submission can be a challenge

• In CEO listening tour we learned communication 
is better with private HRECs (Australian IRBs) 
and this is attracting more Phase 1 applications 
and more NAMs data

• Held/are holding meetings with 
Australia/Australian HRECs to understand their 
process

• Low vs high risk application types?
• Making center directors aware so they can 

discuss with reviewers
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Why have we 
not made 
more 
progress? 3

• Sponsors worried about not including animal 
testing even when they do not think it adds 
value

• Speaking publicly about not needing to do so
• New regulations/guidance
• Encourage early communication of sponsors 

with centers when they believe they have clear 
rationale to not use/reduce animal testing

• Plan to publicize success cases
• Reviewer training in NAMs/NAMs hotline
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Why have we 
not made 
more 
progress? 4

• No incentive to include NAMs data in 
applications (proprietary, may be more 
sensitive to toxicity)

• Safe Harbour like EMA (met with congressional 
staffers)

• Priority Review?
• ? Ask to include NAMs when animal data are 

insufficient
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Why have we 
not made 
more 
progress? 5

• Misunderstanding that NAMs must be pre-
qualified or pre-validated by FDA

• ISTAND program is slow
• Streamlining or modifying the three-step submission 

process mandated by the 21st Century Cures Act
• Gives impression “qualification” is necessary 

to include NAMs data
• Communicating to sponsors (and reviewers) that 

qualification is not required
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Additional

• Ask Congress to amend Section 351(a) of the 
PHS Act for biologics, to include a pathway 
that mirrors the 505(b)(2) pathway for drugs 
under the FD&C Act.  This new pathway will 
substantially reduce use of NHPs by allowing 
the sponsors to rely on the safety 
information from the labels of approved 
products and/or from published articles

• Flexibility- does testing in 2 animals add 
useful or necessary information?
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Develop internal 
FDA model to 
predict toxicity 
Currently under development- ARPA-H, 
NIH, ? Private partnership/s
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A win-win 
initiative

• Improve toxicity and efficacy 
testing (better products for 
Americans)

• Save time and money
• Ethical treatment of animals

19


	Human-Based New Approach Methodologies for Biomedical Research
	Author Information and Presentation Title
	April 10th, 2025: FDA Initiative to Reduce Animal Testing
	Media Attention: Nature Reviews Drug Discovery, WBUR On Point
	The industry trusts & uses NAMs
	FDA-NIH Workshop Day/Time
	FDA-NIH collaboration
	Why have we not made more progress at FDA?
	Why have we not made more progress at FDA? 2

	What are we doing to address these challenges?
	Why have we not made more progress?
	FDA list of Qualified Drug Development Tools
	Why have we not made more progress? 2
	Why have we not made more progress? 3
	Why have we not made more progress? 4
	Why have we not made more progress? 5
	Additional
	Develop internal FDA model to predict toxicity
	A win-win initiative





Accessibility Report





		Filename: 

		3_Hoeg_SACATM2025_508.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 0



		Passed manually: 2



		Failed manually: 0



		Skipped: 1



		Passed: 29



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Passed manually		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Passed manually		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Skipped		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top



