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FDA Focuses on Technology  
Modernisation Efforts 

Under new leadership, the US Food and Drug Administration 
(FDA) is now focusing efforts on closing the gap between 
scientific advances and the computing solutions needed to 
translate advances into new therapies for patients, through 
the agency’s Technology Modernization Action Plan (TMAP).

“Data are the foundation of our most important work as a 
science-based regulatory agency – from reviewing medical products 
to identifying the source of a food-borne illness outbreak,” stated 
FDA Commissioner Stephen M. Hahn, MD, who began his term 
in December 2019. “Because data are so essential to what we do, 
we are committed to ensuring that our mechanisms for collecting, 
reviewing, and analyzing data are equally as sophisticated as the 
scientific advances that we are reviewing.”

Hahn stated that a main goal of his tenure would be to 
capitalise on scientific and technological innovation to speed 
product approval, while maintaining the FDA’s standards for 
safety and effectiveness. He aims to do this through continual 
modernisation of FDA information systems to provide reviewers 
and analysts with better data to accelerate assessments while 
ensuring information is accurate and high quality.

The TMAP1 encompasses three elements:

1.  Modernisation of the FDA’s technical infrastructure;

2.  Enhancement of the FDA’s capabilities to develop technology 
products to support its regulatory mission; and

3.  Communication and collaboration with stakeholders to drive 
technological progress that is interoperable across the system 
and delivers value to consumers and patients.

The FDA will combine its computing capability “with state-
of-the-art approaches in data management, analysis, and 
decision-making,” said FDA Principal Deputy Commissioner Amy 
Abernethy, MD, PhD. “We will work with internal and external 
experts on how to best approach important topics like data 
stewardship, strategy, standards, and more.” 

A public meeting was slated for late March on the topic of 
data modernisation and strategy, but the FDA postponed it due 
to the COVID-19 public health emergency. The agency is seeking 
public input on topics such as standards and policy – including 
how the FDA can best use policy and common data standards 
to help ensure the effective and efficient use of data – and data 
security, privacy, and management. The FDA is also weighing how 
to design its data strategy and policy development to facilitate 
appropriate data access and appropriate reuse and repurposing of 
data to advance regulatory science priorities.

The need to modernise the FDA and its approach to drug 
development was stated recently by the Pharmaceutical 
Research and Manufacturers of America (PhRMA), a nonprofit 
group that represents the biopharmaceutical industry in the 
US and worldwide and advocates policies to facilitate the 
development of new medicines and treatments. PhRMA released 
a statement on the need for modernisation at the FDA, “to keep 
pace with scientific discovery, including catalysing the agency’s 
acceptance of innovative drug development tools (DDTs) and 
real-world evidence (RWE) to drive greater efficiency. This 
will yield a more competitive, innovative and sustainable 
biopharmaceutical ecosystem that better reflects patient 
experience and perspective.”

PhRMA advocates for regulatory acceptance of innovative 
approaches that go beyond the traditional randomised, controlled 
clinical trial design cited by Hahn as “the gold standard” for 
receiving FDA approval. The group stated that regulatory decision-
making could be aided by appropriate use of RWE and the use of 
adaptive designs to increase clinical trial efficiency.
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In the TMAP, the FDA acknowledges that it will build the 
scientific and policy infrastructure to support increasing use of 
RWE2 to support regulatory decisions. The 21st Century Cures Act, 
enacted in 2016, highlighted the importance of RWE in the context 
of drug development. In late 2018, the FDA issued the Framework 
for FDA’s RWE Program3 for drugs and biologics. The FDA has 
also issued guidance4 on considerations related to the use of RWE 
in the context of regulatory decision-making for medical devices. 

But RWE is only one area in which new technologies will 
shape future medical product development, the FDA stated. 
Sophisticated data collection and analysis are also reshaping 
clinical trials, offering the ability to make clinical trials more 
efficient in the collection of data that is more representative 
of diverse patient populations. Novel and rapidly evolving 
technologies also promise to enhance the generation of evidence 
when the size of a clinical trial is limited – for instance, in the 
context of a rare disease, according to the TMAP.

The TMAP provides a foundation for the development of the 
FDA’s strategy around data in general. In the coming months, 
the agency plans to engage with stakeholders to develop an 
overarching strategy for data modernisation and determine 
common priorities.
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