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How Artificial Intelligence is Shaping FDA’s 
Thinking

5 Signs Your Medical Device Could Become a 
Target of FDA Scrutiny

Tale of Two Acquisitions

Natural Language Processing (NLP) as a Tool

The holidays are upon us, and with that the start of the New 
Year. From advancements in technology through artificial 
intelligence to news of notable mergers and acquisitions, let’s 
take a look at the most relevant industry news in less than 
15 minutes. I hope you have a safe and prosperous transition 
into 2019, and please let me know if there are future topics 

you would like discussed by contacting me here.

Rapid advancement in Artificial Intelligence (AI)  
is creating tremendous possibilities for 
innovation in the MedTech industry. As a  
result, the FDA is evolving its approach to the 
evaluation of new products for market approval.

Last month, the FDA issued a Medical 
Device Enforcement and Quality Report, 
providing important clues about factors 
that can land your medical device in FDA’s 
crosshairs. Here are 5 warning signs that can 
elevate your risk level.

Mergers and Acquisition (M&A) activity in 
MedTech remains strong as the big players 
look for options to grow. Investment in 
internal R&D remains flat and organic 
innovation is slowing down.

Medical data is expected to double every 73 days by 2020! There is an exponential increase 
in the quantity of data from Electronic Health Records, Medical Claims, Scientific Journals and 
Consumer Wearable Devices. Natural Language Processing (NLP) can be used to automate 
processing of this data and extraction of insights to accelerate product innovation and monitor 
product safety. This is a top priority for the FDA.

The question: Are you prepared to 
leverage AI in your organization?

The question: Could your device be 
on the FDA’s radar?

Download this 1-page overview of how NLP can be used in Healthcare

We hope your holiday season is filled with quality time 

with loved ones and we wish you the very best in 2019. 

The question: How you should evolve 
your M&A strategy?

– Naveen Agarwal, Ph.D
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