
 
 
Naviga�ng the Future: The Impact of FDA Regula�on of LDTs on Digital Pathology 
 
As President of the Digital Pathology Associa�on, I find us at the forefront of an evolving 
landscape of technology and healthcare. The recently published final rule regarding the Food 
and Drug Administra�on's (FDA) regula�on of Laboratory Developed Tests (LDTs) represents a 
significant pivot point for the field of digital pathology. It is a moment filled with both 
opportunity and challenge, one that requires a nuanced understanding of the poten�al impacts. 
 
Ensuring Pa�ent Safety and Efficacy 
 
At the heart of the FDA's regulatory oversight is the commitment to ensuring that products 
entering the market are both safe and effec�ve for public use. This is a principle that aligns 
closely with our values in the Digital Pathology community. The regula�on of LDTs can play a 
cri�cal role in maintaining high standards of quality and reliability in diagnos�cs. For pa�ents 
and healthcare providers alike, this means greater confidence in the diagnos�c tests that guide 
treatment decisions. 
 
Several DPA member organiza�ons have worked closely with the FDA at considerable 
investment to bring validated whole slide imaging, image management, image viewing, and AI 
algorithms to market to improve laboratory workflows and impact pa�ent care. 
 
In addi�on, standardized regulatory frameworks can foster a level playing field in the industry. 
By adhering to a set of clear, consistent guidelines, all players, from established companies to 
innova�ve startups, know the benchmarks they need to meet. This can help mi�gate the risks 
associated with products that have not undergone rigorous evalua�on, ul�mately protec�ng 
pa�ent health and well-being. 
 
The Risk of S�fling Innova�on 
 
However, while the benefits of regula�on are clear, there is also a genuine concern that overly 
stringent rules would s�fle innova�on within Digital Pathology. The field is inherently dynamic 
and characterized by rapid technological advancements. Excessive regulatory burdens could 
slow the pace of innova�on, making it harder for new and poten�ally life-saving technologies to 
reach the market. 
 
Small companies and startups, o�en the engines of innova�on in our field, find the regulatory 
process par�cularly daun�ng. The cost, complexity, and �me required to navigate these 
requirements deter investment in new ideas, limi�ng the development of innova�ve diagnos�c 
solu�ons that can revolu�onize pa�ent care. Placing this burden on clinical laboratories 
promises to be even more challenging and can decrease access to these important diagnos�c 
tools. 
 
 



 
Striking the Right Balance 
 
With these coming regulatory changes, it is impera�ve that we advocate for a balanced 
approach. We must work closely with the FDA and other stakeholders to ensure that the 
regulatory framework for LDTs supports both safety and innova�on. This means crea�ng 
pathways that expedite the review of promising technologies, providing guidance and support 
to developers, and con�nuously evalua�ng the impact of regula�ons to ensure they do not 
become barriers to progress. 
 
It is also essen�al that we foster open dialogue within our community and with regulators to 
share insights, concerns, and recommenda�ons. Collabora�on will be key to naviga�ng the 
challenges ahead, ensuring that regula�ons serve their intended purpose without dampening 
the spirit of innova�on that drives Digital Pathology forward. Our member forum, DPA 
Collaborate, is your opportunity to engage with peers and share your voice. Click here to join 
the conversa�on.   
 
Next Steps: Focus on Educa�on and Engagement 
 
We are also hos�ng addi�onal opportuni�es for educa�on and engagement in our community 
including: 
 

• DPA Webinar: Regulatory Changes Unpacked – Expert Insights into FDA’s oversight of 
LDTs in Digital Pathology. May 23, 3-4 PM EST  
 

• DPA Podcast: Beyond the Scope, June 14 
 

• DPA Response to Senator Bill Cassidy: Request for informa�on regarding FDA’s oversight 
of LDT’s from the DPA Regulatory & Standards Task Force  

 
The Digital Pathology Associa�on is dedicated to working with all stakeholders to ensure that 
digital pathology can con�nue to grow, innovate, and improve pa�ent care. Together, we can 
ensure that our field remains at the cu�ng edge of healthcare, delivering solu�ons that are 
both safe and transforma�ve. 
 
Michael Quick 
President, Digital Pathology Associa�on 
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