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● Worked for Block for almost 15 years.
● My primary focus is on regulatory, FDA, and understanding the 

OEM obligation to 3rd parties and our customers.
● Co-Chair the Medical Device Servicing Community 

(MDSC)
Born out of the 2018 FDA meeting concerning Medica Device 

Servicing and Remanufacturing Activities.
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MDSC https://www.mdsc.online/
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We are a community of people who want to advance the safety, 
effectiveness and quality of medical device servicing in the U.S., 
together.

Comprised of OEM's, ISO's, HDO 's, Professional Org's, End Users

https://www.mdsc.online/


IMDRF International Medical Device Regulators Forum

https://www.fda.gov/medical-devices/cdrh-international-affairs/international-medical-device-
regulators-forum-imdrf

Discovering the Possibilities

• IMDRF is a voluntary group of medical device regulators from 
around the world who have come together to build on the 
strong foundational work of the Global Harmonization Task 
Force on Medical Devices (GHTF) and aims to accelerate 
international medical device regulatory harmonization and 
convergence.

• Established in October 2011

• Australia, Brazil, Canada, China, EU, Japan, Singapore, South 
Korea, United Kingdom, US.

https://www.fda.gov/medical-devices/cdrh-international-affairs/international-medical-device-regulators-forum-imdrf
https://www.fda.gov/medical-devices/cdrh-international-affairs/international-medical-device-regulators-forum-imdrf


TODAY’S TOPIC
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HOW TO MANAGE YOUR 
END OF SUPPORT 
IMAGING EQUIPMENT



EOL EXAMPLE
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What does End of Life mean?

END OF LIFE
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IMDRF International medical device regulators defines End of Life as

“Life cycle stage of a product starting when the manufacturer no longer sells the product beyond its useful 
life as defined by the manufacturer and the product has gone through a formal EOL process including 
notification to users”. (Draft Document April/May 2022, 3.16 )



FDA

USEFUL LIFE
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SUBCHAPTER H - MEDICAL DEVICES
PART 821 -- MEDICAL DEVICE TRACKING REQUIREMENTS
Subpart D - Records and Inspections

Sec. 821.60 Retention of records.

Persons required to maintain records under this part shall maintain such records for the useful life of 
each tracked device they manufacture or distribute. The useful life of a device is the time a device is in 
use or in distribution for use. For example, a record may be retired if the person maintaining the 
record becomes aware of the fact that the device is no longer in use, has been explanted, returned to 
the manufacturer, or the patient has died.

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=821
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You’ve received a letter that says your device is “End of Life”.

● You know your equipment will be EOS in the next 2-5 years most 
likely.

● You can start the planning process earlier.

You can start planning now
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EOS EXAMPLE
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You’ve received a letter that says your device is “End of Support”. 
What now?

Let’s break this down.

1) What does End of Support mean?

2) Could there be more devices approaching EOS that we don’t know about?

3) What options do you have?

OVERVIEW BREAKDOWN
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What does End of Support mean?

END OF SUPPORT
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IMDRF International medical device regulators defines End of Support as

"Life cycle stage of a product starting when the manufacturer terminates all service support activities and 
service support does not extend beyond a certain date." (Draft Document April/May 2022, 3.16 )



WHAT DOES THIS MEAN 
EXACTLY?
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• OEMs are running low on parts for the devices

• OEMs no longer have FSEs focused on these devices.

• Support will continue until the specified date with best efforts usually T&M type 

contract.

• No guaranteed uptime.

• No remote service.

• Won’t extend service on an EOS product especially if determined that the product is 

not safe. 



Sometimes an OEM will deem a device not safe if it falls into two categories

LEGACY MEDICAL DEVICE
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“Medical devices that cannot be reasonably protected against current cybersecurity threats” 
(3.22 Legacy Medical Device syn. Legacy Device)

- Not physically safe
- Cybersecurity threat 

These are referred to as Legacy Medical Devices



LEGACY CONT.
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The MDS2 provides a list of vulnerabilities so that you can 
monitor them closely.

Meet with your IT team to devise a plan moving forward.

March 2023: HSCC Health Sector Council – Supplement to 
Health Industry Cybersecurity- Managing Legacy Technology 
Security (HIC-MaLTS)

https://healthsectorcouncil.org/wp-content/uploads/2023/07/HIC-
MaLTS-Quick-Reference-Guide.pdf

Principles and Practices for the Cybersecurity of Legacy Medical 
Devices- IMDRF

https://www.imdrf.org/documents/principles-and-practices-
cybersecurity-legacy-medical-devices

Cybersecurity in Medical Devices: Quality System Considerations 
and content of Premarket Submissions

https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/cybersecurity-medical-devices-quality-system-
considerations-and-content-premarket-submissions

https://healthsectorcouncil.org/wp-content/uploads/2023/07/HIC-MaLTS-Quick-Reference-Guide.pdf
https://healthsectorcouncil.org/wp-content/uploads/2023/07/HIC-MaLTS-Quick-Reference-Guide.pdf
https://www.imdrf.org/documents/principles-and-practices-cybersecurity-legacy-medical-devices
https://www.imdrf.org/documents/principles-and-practices-cybersecurity-legacy-medical-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cybersecurity-medical-devices-quality-system-considerations-and-content-premarket-submissions


What is an MDS2 Form?

MDS2 FORM
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The Manufacturer Disclosure Statement for Medical Device Security, generally abbreviated MDS2 (or MDS²), 

is manufacturer-completed and provided upon request. 

Answers questions like:

- How can the device be patched? 

- Does it require physical access, or can updates be provided remotely? 

- Can the operator install patches on their own, or does everything have to go through the vendor?

- Does the device store or transmit Protected Health Information (PHI)? 

- Does the device have anti-malware software?



COULD THERE BE MORE DEVICES 
APPROACHING EOS?
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Tracking your equipment internally and with the OEM is vital.

Different ways to do this:

• Site ID and Serial Numbers tracking

• ECRI- recalls

• Inventory management company or internal role

Do you know about everything you have?



Customers are usually told about EOS anywhere from 12-24 months prior to EOS. Don’t 
put the letter aside get started! 

OEMs know at least 2 years before EOS. Ask!

If you pre-paid have the contracted pro-rated and refunded – go ahead and start 
getting that refund.

YOUR EQUIPMENT IS EOS: WHAT 
SHOULD YOU DO NEXT?
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Don’t procrastinate.



INTERNAL EVALUATION
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• Where are we with Preventative Maintenance?

• Is the system still meeting our expectations and requirements?

• What do we want to be doing in a couple of years that you can’t do now?

• Current Budget? Future Budget? Cuts?

QUESTIONS TO ASK:



THIRD PARTY EVALUATION

3RD PARTY EVALUATION
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Having a trusted 3rd party company evaluate the parts and service availability 
left for your system can potentially help your budget. On average you can save 
you 30-40% of what you were spending.



THIRD PARTY EVALUATION

3RD PARTY EVAL CONT.
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An evaluation will shed light on:

• If the equipment is dead? (Some equipment is so old that used parts vendors have abandoned 
the last few bits and pieces based on space constraints).

• Are there parts on the market to support it?

• Is there service to support it?

• How much longer do we have?



Do you know how many EOL & 
EOS pieces of equipment you have 
right now in inventory?
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QUESTION:



REAL LIFE EXAMPLE
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• Hospital receives EOS letter on XYZ Cath Lab

• Entire system cost: $1,000,000

• Used for Years

• Received a letter

• Assumed upgrading to the latest and greatest was the only option

• Quote from OEM offered a very low trade in value and a very expensive piece of equipment

• They called a third party to sell the system told them about the EOS letter

• They expressed that they loved their system worked great

• The third party was able to provide an evaluation of parts and service and offer a service contract for the system

• They saved tons of money and was able to keep using the system they loved for several more years.



QUESTIONS?
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