
AI in MedTech Regulatory:
A fra m ework for na vig a ting  this 

g ene ra tiona l cha ng e



AI in MedTech is a hot topic right now
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I f it  fee ls like  you’re  hea ring  m ore  a bout it  recently, you’re  rig ht:
● Vendors a t  this show (includ ing  Reg Desk) a re  te lling  you how AI  

will cha ng e  your lives
● EU overwhe lm ing ly (523 to  46) pa ssed  the  AI  Act 13 Ma rch 2024  

with enforcem ent sta rt ing  1 Aug ust  2024 .
● Adva Med  re lea sed  it’s  AI  Policy Roa dm a p on 15 Ma y 2025
● FDA a nnounced tha t  it  is  in the  m idst  of a n “a g g ressive  a g ency-

wide  ro llout” of AI  by 30  J une  2025, fo llowing  a  successful p ilo t  
focused  on strea m lining  scientific review.
○ FDA Com m issioner Ma rtin Ma ka ry sa id  the   a g ency needs to  

"reduce the amount of non -productive busy work that has 
historically consumed much of the review process ."

https://natlawreview.com/article/ai-policy-roadmap-released-advamed-guide-regulators
https://www.fda.gov/news-events/press-announcements/fda-announces-completion-first-ai-assisted-scientific-review-pilot-and-aggressive-agency-wide-ai
https://www.fda.gov/news-events/press-announcements/fda-announces-completion-first-ai-assisted-scientific-review-pilot-and-aggressive-agency-wide-ai
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RegDesk cuts submission 
time from 8 months to 1 
week.

Case Study

RegDesk is thinking 
about A.I. as well

https://www.regdesk.co/case-studies/a-regulatory-leaders-initiative-to-streamline-submission-generation-using-ai/


There are many types of AI, but 
wha t m ost  of us think of is  LLM
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large language model noun

a language model that utilizes deep methods on an 
extremely large data set as a basis for predicting and 
constructing natural -sounding text
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The actress that played Rose in the 1997 film 
Titanic is named…

It seems magical, but it’s really just a math problem

Source: Georgetown University’s Center for Security and Emerging Technology

https://cset.georgetown.edu/article/the-surprising-power-of-next-word-prediction-large-language-models-explained-part-1/
https://cset.georgetown.edu/article/the-surprising-power-of-next-word-prediction-large-language-models-explained-part-1/
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[LLMs are] built on a foundation of words. Their goal 
is simply to predict which word will be the next in a 
sequence of words. For example, iPhones’ autocorrect 
feature in iOS 17 now uses an LLM to better predict which 
word you will most likely intend to type next.



LLMs are cutting edge tech, but 
they do ha ve  d ra wba cks



Large Language Models Aren’t a Silver Bullet
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AI suffers from Hallucinations & Fabrications
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10 of 15 books d idn’t  exist AI  m a de  ca ses “out of whole cloth ”



AI is Prone to Omit or Bias Results
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Models were  tra ined  on 10  yea rs 
of hea vily m a le  a pp lica nt CV da ta

Mid journey Im a g e  Crea tion Results 
a nd  the  p rom pts tha t  g ene ra ted  them



LLMs Can Produce Unexpected Results
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The  a lg orithm  lea rned  to  identify COVID 
risk ba sed  on the  pa t ient’s posit ion

The  m ode l lea rned  to  identify the  rule r a s a  
m a rke r of m a lig na ncy



Despite all of the shortcomings, 
LLMs a re  he re  a nd  in use , so  

how should  we  respond?



1.Acknowledge it’s happening
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Consider the growth of OpenAI as a Proxy
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OpenAI hit 1M users in 5 days
● Insta g ra m  took 2.5 m onths 

a nd  Ne tflix took 3.5 yea rs
● In April 2025, OpenAI  

surpa ssed  800M weekly use rs
● Even if it ’s  not  officia lly 

sa nctioned  by your 
org a niza tion, it ’s  like ly tha t  a  
pe rcenta g e  of your sta ff is  
using  it  pe rsona lly (a nd  
p rofessiona lly?)
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This is a time where it's really important for us to pay 
attention because the good news if we lean into these 
disruptive changes, we can leverage their superpower to 
be able to drive amazing organizations.  But if we ignore 
the speed and the size of chaotic change, which is 
where we are now, then I think there's some 
possibility that you could put yourself in a situation 
to fall behind .

Nicholas Webb
Author & Healthcare Futurist



2. Similar Advancements Have Occurred
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What happened when technology was introduced
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● Livestock a s food  vs. la bor
● Less la bor wa s needed  on the  

fa rm s
● Urba niza tion beca m e  popula r
● Lower costs for fa rm ing  

equipm ent due  to  m a ss 
p roduction

● Yie ld  pe r a cre  increa sed
● Support  industrie s sp ra ng  up

Technolog y cha ng ed  the  wa y the  fa rm er worked , but it  d id  not a utom a te  
a wa y or e lim ina te  the  fie ld  of a g riculture



But not everyone is comfortable with new tech
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People have mixed feelings about our AI Future
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55% fee l op tim ist ic a bout the  future  im pa ct  of AI  on 
the  MedTech industry

71%
sa y they know com pa nies will need  to  a dop t AI  
to  be  com pe tit ive

84% see  e ithe r a  posit ive  im pa ct  (37%) or a  ne t-
neutra l im pa ct  (47%) on the ir ca ree rs.

Source: GreenLight Guru’s “2024 State of the MedTech Industry” report



2 Quotes Sum Up the Promise and Trepidation

21Source: GreenLight Guru’s “2024 State of the MedTech Industry” report

I am hopeful that AI can automate some of the more 
simple, mundane and routine tasks , so that I can focus 
on tasks that truly require and utilize my expertise. 

I feel like there is a probability that use of AI will devalue 
the knowledge and skills brought by the individuals to 
an organization.



We’ve faced similar 
disruptions before
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3. As AI is more prevalent, you’ll hear less about 
it



Providers put “AI” everywhere to appear innovative
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Innovative Technologies Don’t Always Age Well
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Tra nsistors



AI will soon be a ubiquitous 
ena b ling  technolog y tha t  will be  
integ ra ted  into  your workflows
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What we have to do is combine artificial intelligence with 
human intelligence, and this is a thoughtful strategy that 
organizations have to build out in order to make this work. 
When we do that, we actually create cooperative 
intelligence, and cooperative intelligence is us 
collaborating with the machine by getting better 
insights and making better decisions .

Nichola s Webb
Author & Hea lthca re  Futurist



Enabling Tech with a Human In the Loop
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J ust  like  the  I ron Ma n suit , the  technolog y is wha t ta kes 
the  hum a n’s intuit ion, wisdom  a nd  insig hts a nd  super 
cha rg es those .

AI  (LLM) is currently a n ena b ling  tech for low accuracy 
jobs :
● Grea t for Idea tion
● Grea t for non-technica l writ ing
● Grea t for Sta rt ing  thing s

Big Idea
Toda y’s AI  is  a  technolog y tha t  works a t  the  behest  of 
the  use r…a nd  is not a  rep la cem ent for the  use r.



Enabling Technology Got me to Europe
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Enabling Technology in Your Daily Life
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Assisted Driving Smart Home Robotics



Final thoughts



Wrapping Up
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AI is a n incred ib le  ena b ling  technolog y tha t  is  ta king  the  world  by 
storm .
● I t’s  not  a  silve r bulle t :
○ Ha llucina tions a re  som etim es toug h to  ca tch
○ Om issions a re  possib le  
○ Unexpected  Results  should  be  reviewed  a nd  va lida ted

How should  we  rea ct  to  AI  in Reg ula tory Affa irs
● I t’s  he re  now so  le t’s not  bury our hea ds in the  sa nd
● We a re  living  throug h a nothe r technica l revolution
● As it  becom es m ore  ub iquitous, it  will be  le ss of a  buzzword
● There  should  a lwa ys be  a  hum a n a t  the  la st  m ile  



AI with humans in the loop is the future
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Thank you!
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