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The AI policy landscape is rapidly developing, before the full potential of digital health can 
be realized, several challenges and barriers must be overcome. Lilly supports the 
development of AI laws and regulations, recognizing there is a need for a multitude of 
stakeholders to be part of the AI legislative and rulemaking processes. Any AI requirements 
must ensure that constituents utilize AI in a responsible manner, and in particular for 
biopharmaceutical manufacturers, to bring the best medicines to patients in a safe and 
effective manner.  
  
Data Privacy and Security Policies Relating to AI  
Lilly supports targeted and sector-specific updates to existing privacy laws that reflect 
new opportunities and challenges posed by AI.  
In an era where AI technologies are becoming integrated into health care functions and 
operations, it will be important to consider how AI tools and technologies are covered 
under existing privacy laws, such as HIPAA, and any future privacy laws protecting the 
consented use of personal data. Any overly broad federal privacy laws could result in 
burdensome restrictions on data collection, use, and sharing for health care and research 
purposes have the potential to significantly disrupt ongoing research and development 
activities and compromise U.S. leadership in life sciences and development of medical AI 
technologies – and more importantly, it will diminish our ability to create treatments for 
patients who need them most.  
  
Lilly believes that the United States should have a comprehensive federal privacy law 
that preempts the existing and continuously expanding patchwork of state privacy 
laws. Any wide-reaching federal privacy law focused on the implications and broader 
use of AI technologies should account for the variability in the use of such technology 
and prevent a one-size-fits-all approach that could result in burdensome 
requirements. A patchwork of proposed and enacted data privacy legislation across the 
states, federal regulations, and varying privacy rules creates confusion and operational 
burdens that hinder coordination and collaboration amongst innovators. Current laws fail 
to consider technological improvements that now thwart simple notions of privacy-by-
obscurity: people, their activities, and health state can be gleamed from insignificant-
looking data captured by commercially available devices including cell phones and smart 
watches.  
  
AI Use in Intellectual Property  
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Lilly supports the use of AI technology in the development of innovative, patentable 
medicines, thereby encouraging the acceleration of medical innovation. As such, Lilly 
agrees with the proposed USPTO guidance position in that AI-assisted inventions are not 
categorically unpatentable for improper inventorship. Intellectual property protections for 
AI-assisted innovation should continue to appropriately reward human creativity that 
remains fundamental to AI-assisted medical innovation, thus promoting the progress of 
science and improving the lives of patients.  
  
Lilly supports clarifying criteria for IP protections for medicines using AI technology 
during discovery. IP protections for AI technology need clarity and should remain strong as 
intellectual property is the backbone of continued drug discovery and advancements into 
biomedical innovation. Without strong and sufficient protections for intellectual property, 
the biomedical industry could not continue at its historic pace of bringing treatments and 
cures to patients as quickly as possible.  
  
AI Use in Drug Discovery, Research, and Development  
Lilly supports continued growth in the use of AI technologies within drug development, 
clinical trials, and regulatory review and encourages regulators to continue to spur the 
use of innovative approaches to development while ensuring that new technologies are 
properly validated and monitored. Drugs discovered and developed leveraging AI 
technology should continue to meet the same safety and efficacy standards as drugs 
developed with traditional methods. As also described in the recent FDA Guidance 
“Considerations for the Use of Artificial Intelligence To Support Regulatory Decision-
Making for Drug and Biological Products” AI algorithms should be free from bias and avoid 
exacerbating health inequities. The integration of AI technology and good manufacturing 
processes into drug discovery, research, and development brings promising benefits to 
patients, yet its potential continues to emerge; therefore, any actions to regulate AI 
technology should consider the implications of jeopardizing innovation within the full drug 
lifecycle. Federal regulators should seek to provide regulatory certainty and adoption of 
standardized approaches for the use of AI technologies to maintain a gold standard of 
safety and efficacy as well as help to encourage the appropriate adoption of AI within the 
drug discovery, research, and development.  
  
Lilly supports innovative uses of AI technologies to decrease development costs and 
increase treatments for patients, especially for patients battling diseases with no 
treatment options and areas of unmet need. AI may have the ability to meaningfully 
advance medical discoveries for rare diseases and diseases with unmet need given the 
capabilities of AI to identify new targets in early drug discovery.  
  
AI Use in Clinical Trials  
Lilly believes AI algorithms used in clinical trials should be validated during the FDA 
regulatory review process to ensure that bias in data is mitigated. As drug developers 
continue to diversify trial data sets, AI tools can be used to mitigate algorithmic bias and 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-use-artificial-intelligence-support-regulatory-decision-making-drug-and-biological
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promote health equity if used appropriately. Lilly supports greater clarity and predictability 
regarding regulatory acceptance of the use of AI within clinical trials, including through 
updated guidance or regulatory frameworks. A challenging aspect to leveraging AI in clinical 
trials is understanding whether the data sets used by or to inform AI algorithms are 
comprehensive and non-biased. Additionally, developers need certainty from regulators 
regarding their acceptance of AI tools within clinical study, which ideally will include a 
recognition that regulators will remain flexible as the use of AI in clinical trials continues to 
evolve. 
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