
Abiomed secures FDA 510(k)
approval for Low Profile
Sheath
This sheath just got FDA clearance 
and will help with the smooth 
insertion and removal of Abiomed's 
Impella device.
Read more
Source: Medical Device Network

BioIntelliSense Adds
AlertWatch to Remote Patient
Monitoring Arsenal
BioIntelliSense acquires Ann Arbor 
based Alertwatch, which is a f irm 
that develops patient alert systems 
for hospitals.
Read more
Source: MD+DI Online

FDA seeks feedback on plans 
to draft  and finalize medical 
device guidance in 2023
The FDA has revealed their plans to 
draft guidance on risk categorization 
for software as a medical device, 
along with other documents.
Read more
Source: MedTech Dive

3D Printing Is the Future of
Medtech
3D printing is a technology that has 
been around for a while, but it is 
increasingly popular in the medical 
world. Check out some of the cases 
where 3D printing has saved lives.
Read more
Source: MD+DI Online

Lucid enters OTC hearing aid
market, undercutting rivals
with devices starting at $200
Description Due to a White House 
ruling in August 2022, hearing aids 
are able to be sold over the counter. 
Lucid aims to join the market with 
low cost devices.
Read more
Source: MedTech Dive

The Biden Move to Allow
Hearing Aids to Be Sold Over-
the-Counter is Now Saving
Americans Thousands
Speaking of hearing aids, 
Americans will have an easier time 
accessing hearing aids for much 
cheaper thanks to this bill.
Read more
Source: Good News Network

Cancer vaccine may be ready
by 2030, say founders of COVID
vaccine-makers BioNTech
We may be closer than ever to a 
vaccine that treats cancer. 
BioNTech says their experience 
developing the Covid vaccine could 
help them in developing one that 
treats cancer.
Read more
Source: ABC News
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Good morning and happy Friday!
This week was full of interesting news and events. Check out 
some of the stories we found worthwhile, and what our team 
was up to in Boston!

Industry News

Feel Good Stories
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Annex 11 & Part 11: What’s the Difference?
When it comes to electronic record keeping, medical device 
manufacturers need to be in the know. Both Europe and the US have their 
own regulations, so don't skip this blog and stay up to date on how they 
affect you.
Read more

Prime Path News

Special thanks to M2D2 for having us!
Our team had the opportunity to hold a lunch and learn at the 
Massachusetts Medical Device Development Center and meet with 
some great industry professionals! We look forward to doing more 
events like this in the future so follow us to stay updated!
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