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Before you stop reading because you think this topic is a no-brainer, think again!  If your device fits the CFR definition of a 

medical device, its regulated by FDA.  If it does not fit the CFR definition of a medical device, it is not regulated by FDA.  

Pretty straightforward… end of discussion, right?  Maybe not. 

A growing number of companies are getting warning letters from FDA for marketing devices without getting FDA’s 
“permission” first.  Other companies are wasting a lot of time and money taking devices to FDA that do not need to!  Most 

importantly, some companies are missing huge opportunities to have a device regulated by FDA even though they may not 

be required! 

In this workshop, we will explore the seemly simple question: what is a regulated medical device?  and how we can interpret 
the CFR definition of a device to our advantage.  Using the case study approach, these questions and others will be 

presented in an interactive fashion including: 

• What is and is not a regulated medical device? 

• Does it matter if your device is a mechanical widget? liquid? software? something else? 

• Can a video game be regulated by FDA? what about a potato chip bag or chewing gum? 

• What if your device never comes in contact with a patient?  

• What if there are non-medical device functions within a regulated medical device (i.e., a so-called multiple function 
device)? 

• If your device is not a regulated medical device, are there advantages of taking it to FDA anyway?  

• Can a medical device be regulated by FDA and not regulated by FDA at the same time? 

This is just the tip of the iceberg!  Bottom line: there are multiple interpretations of the CFR definition of a medical device 

and there are advantages and disadvantages to each interpretation.  So unless you understand all of the possibilities — not 

just the common ones – and the advantages and disadvantages to each – how can you decide which is best for you?  

What to know more? See: 

Podcast: What is a multiple function device? (Sept, 2020, GreenLight here) 

For a comprehensive list of columns, webinar, podcasts, etc., visit Global Medical Device Podcast (GreenLight.Guru) here, 

Mike on MedTech (Medical Product Outsourcing) here, Medical Design and Outsourcing here, Guerilla Regulatory Strategy 

(MED Device Online) here and Healthcare Packaging here, LinkedIn here. 

Speaker Biography 
Michael Drues, Ph.D., is a regulatory strategy consultant specializing in designing novel 

regulatory strategies to bring new and innovative medical products to market and in 
developing effective communication strategies between companies and regulatory agencies 

to minimize time to market and avoid delays. 

Dr. Drues received his B.S., M.S., and Ph.D. degrees in Biomedical Engineering from Iowa 

State University. He works with leading medical device, pharmaceutical and biotechnology 

companies ranging in size from start-ups to Fortune 100 companies. He also works on a 
regular basis for the U.S. Food and Drug Administration, Health Canada, the US and European Patent Offices, the Centers 

for Medicare and Medicaid Services and other regulatory and governmental agencies around the world. 

Dr. Drues is an internationally recognized expert and featured keynote speaker on cutting-edge medical technologies and 

regulatory affairs.  He conducts seminars and short-courses for medical device, pharmaceutical and biotechnology 

companies, the FDA, Health Canada, the US and European Patent Offices, CMS and other regulatory and governmental 

agencies around the world.  

Finally, Dr. Drues is an Adjunct Professor of Regulatory Affairs, Medicine and Biomedical Engineering at several universities 
and medical schools.  He regularly teaches graduate courses in Medical Device Regulatory Affairs and Product Development, 

Combination Products, Regulatory Affairs and Clinical Trials, Clinical Trial Design and Pathophysiology. 

https://www.greenlight.guru/blog/multiple-function-device
https://www.greenlight.guru/blog/topic/mike-drues
http://www.mpo-mag.com/contents/view_podcasts/
https://www.medicaldesignandoutsourcing.com/?s=drues
https://www.meddeviceonline.com/author/michael-drues
https://www.healthcarepackaging.com/
http://www.linkedin.com/in/michaeldrues
mailto:mdrues@vascularsci.com
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For questions or more information, contact me at
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Do you want more?

For columns, articles and podcasts… visit www.VascularSci.com

Global Med Dev Podcast (GreenLight.Guru) here

Mike on MedTech (Medical Product Outsourcing) here

Medical Design and Outsourcing here

Guerilla Regulatory Strategy (MED Device Online) here

Healthcare Packaging here

LinkedIn here
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First, an important disclaimer...

I can’t make you an expert in a few minutes!

I’m not even going to try but…

Remember my philosophy of education:

To teach you how to think not what to think!

© Copyright 2020 by Michael Drues, Ph.D. 
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Polling Question

Are you working on an FDA regulated medical device?

Are you working on a non-FDA regulated medical device?

Does your device have functions or components of both?

Do you think know the difference? ☺

Before we begin…
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Here’s what we’ll talk about…

✓ What is and is not a regulated medical device?

✓ Does it matter if your device is a mechanical widget? liquid? software? something else?

✓ Can a video game be regulated by FDA? what about a potato chip bag or chewing gum?

✓ What if your device never comes in contact with a patient? 

✓ What if there are non-medical device functions within a regulated medical device (i.e., a 
so-called multiple function device)?

✓ If your device is not a regulated medical device, are there advantages of taking it to FDA 
anyway? 

✓ Can a medical device be regulated by FDA and not regulated by FDA at the same time?

✓ Lots more tips and tricks… time permitting!

✓ Final thoughts…

© Copyright 2020 by Michael Drues, Ph.D. 
and Vascular Sciences. All rights reserved.

What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not? 6

Vascular Sciences

Case Study: T1D1 App

Video: Local teen develops app to help young people with diabetes (Fox News, Nov 21, 2020) here.

Is this a regulated medical device?
Note: Regulatory challenges “substantially equivalent” to 3DP (pun intended!) ☺

5
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Can a video game be a 
regulated medical device

The answer may not be what you think!

© Copyright 2020 by Michael Drues, Ph.D. 
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Case Study: EndeavorRx Video Game for ADHD

“The first game-based therapeutic granted marketing authorization by the FDA for any type 
of condition.  Available to patients without a prescription in April under FDA’s enforcement 

discretion policy for digital health devices for treating psychiatric disorders during the 
coronavirus disease (COVID-19) public health emergency.”

First video game-based treatment gets go ahead from FDA (RAPS, June, 2020) here.

EUA → De novo

EndeavorRX Trailer (30 sec) here

EndeavorRx (DEN200026)
FDA Press release here

Product website here

7
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What is a medical device

Short answer: wrong question… to simple!
Better question:

What is a FDA non-regulated medical device? 

vs. 

What is a FDA regulated medical device?

Must they be the same? Must they be different?

© Copyright 2020 by Michael Drues, Ph.D. 
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Case Study: 
Chip bag to prevent 

drunk driving

Before answering…

>100 ‘cleared’ devices for alcohol 
detection including breath tests!

Is this chip bag any different? 

Is this a medical device?

510k list on cleared alcohol detection devices here (Jan, 2017)

Video: Chip bag to prevent drunk driving (Jan, 2017) (1 min)
Another video here.
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Case Study: Cancer Detecting Chewing Gum

Video: Cancer detecting chewing gum (ABC News, April 11, 2017) (2 min)

Can chewing gum be a medical device?

Why a medical device?

What kind of device? 

What is the precedent?

and now…

Boring! Let’s get creative!

Chewing gum can be food… can be drug or even combination product…

i.e., nicotine replacement therapy (NRT): nicotine gum, transdermal nicotine patch & nicotine lozenge

Can gum be a medical device?

© Copyright 2020 by Michael Drues, Ph.D. 
and Vascular Sciences. All rights reserved.12
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How do we 
view the 
world?

Discovery is seeing what everyone else has seen 

and thinking what no one else has thought.

– Albert Szent-Gyorgi, 1937 Nobel Prize in Physiology and Medicine

Or put another way…

It's not what you look at that matters, it's what you see.

– Henry David Thoreau (1817–1862), American author, poet and philosopher

So what do you see?

11
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What is a non-FDA 
regulated medical device

Short answer: 

Something that does not fit the CFR definition 
of a medical device

What do we call it?

Wellness Device (consumer product)

© Copyright 2020 by Michael Drues, Ph.D. 
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What is a general 
wellness product

Mike’s Definition:

A device with 1) “weak” medical claims, 2) “well 
established” technology and 3) “very low” risk

Regarding claims…

You can’t make “direct” medical claims… 

but you can infer/imply them!
Note: Nothing new here… this has always been the case!

13

14



What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not?

8

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com

Taken from: Designing Medical Products Seminar Series
Copyright 2020, Michael Drues, Ph.D.

GreenLight.Guru Webinar (November 24, 2020)

www.greenlight.guru/webinar/when-do-we-need-fda-permission-to-market-device

© Copyright 2020 by Michael Drues, Ph.D. 
and Vascular Sciences. All rights reserved.

What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not? 15

Vascular Sciences

Want More?

www.greenlight.guru/webinar/general-wellness-devices
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What is a FDA regulated 
medical device

Short answer: 

Something that does fit the CFR definition of a medical device

More specifically,

What are the pathways to market options?

Short answer: a lot!

15
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Medical 
Device 

Pyramid

Class “0”
Wellness Device

Class I/II Exempt
No 510k or De novo

Class I/II 
Non-Exempt

510k or De novo

Class
III

PMA/HDE

FDA Regulated

Not 
FDA Regulated

Putting things in perspective…

© Copyright 2020 by Michael Drues, Ph.D. 
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How many ways (i.e., 
pathways) are there to get 
medical devices on to the 

market in the United States?
Not so short list:

1. Wellness Exemption

2. Class I Exempt / Class II Exempt

3. Pre-Market Notification a.k.a. 510k

4. De Novo

5. Pre-Market Approval (PMA)

6. Humanitarian Device Exemption (HDE)

7. Custom Device Exemption (CDE)

8. Expanded Access Pathway

9. Emergency Use Authorization (EAU)

Plus:

Breakthrough Devices Program (BDP) and Safer Technologies Program (STeP)

BDP and STeP are not pathways per se but certainly worth considering

…and you can even mix and match!

Combination products?

Combination Regulatory Strategy

17
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Pathways to Market Webinar

www.greenlight.guru/webinar/are-you-sure-you-know-the-best-regulatory-pathway-for-your-new-medical-device
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What is a medical device?

19

20



What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not?

11

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com

Taken from: Designing Medical Products Seminar Series
Copyright 2020, Michael Drues, Ph.D.

GreenLight.Guru Webinar (November 24, 2020)

www.greenlight.guru/webinar/when-do-we-need-fda-permission-to-market-device

© Copyright 2020 by Michael Drues, Ph.D. 
and Vascular Sciences. All rights reserved.

What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not? 21

Vascular Sciences

How about some regulatory
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Medical devices range from simple tongue depressors and bedpans to complex programmable pacemakers with micro-chip technology and laser surgical 

devices. In addition, medical devices include in vitro diagnostic products, such as general purpose lab equipment, reagents, and test kits, which may include 

monoclonal antibody technology. Certain electronic radiation emitting products with medical application and claims meet the definition of medical device. 

Examples include diagnostic ultrasound products, x-ray machines and medical lasers. If a product is labeled, promoted or 

used in a manner that meets the following definition in section 201(h) of the Federal Food Drug & Cosmetic (FD&C) Act

it will be regulated by the Food and Drug Administration (FDA) as a medical device and 

is subject to premarketing and postmarketing regulatory controls. 

A device is an instrument, apparatus, implement, machine, contrivance, implant, in 

vitro reagent, or other similar or related article, including a component part, or accessory which is:

• recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them,

• intended for use in the diagnosis of disease or other conditions, or in the cure, 

mitigation, treatment, or prevention of disease, in man or other animals, or

• intended to affect the structure or any function of the body of man or other animals, 

and which does not achieve any of it's primary intended purposes through chemical 

action within or on the body of man or other animals and which is not dependent 

upon being metabolized for the achievement of any of its primary intended purposes.
This definition provides a clear distinction between a medical device and other FDA regulated products such as drugs. If the primary intended use of the 

product is achieved through chemical action or by being metabolized by the body, the product is usually a drug. Human drugs are regulated by FDA's Center 

for Drug Evaluation and Research (CDER). Biological products which include blood and blood products, and blood banking equipment are regulated by FDA's 

Center for Biologics Evaluation and Research (CBER). FDA's Center for Veterinary Medicine (CVM) regulates products used with animals.

So is this a good response to the question ‘what is a medical device?’  Why or why not?

Taken from http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/ucm051512.htm. 
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What’s the essence of 
the CFR definition of a 

medical device

Something… anything, other than a drug, 
intended to (meaning you say) prevent, diagnose or treat 

a disease, injury or condition.
Bottom line:

If you meet this definition, you are a regulated medical device…

If you don’t meet this definition, you are not a regulated medical device.

It’s that simple… or is it?

© Copyright 2020 by Michael Drues, Ph.D. 
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What is the true essence of regulation?

Regulation is all about the interpretation of words… 

and your ability to defend your interpretation!

and why assume FDA’s interpretation is the only one or the best one???

Happens in regulatory and quality all the time!

Most important…

Understand the spirit of the law 
not just the letter of the law

23
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What is the international view?
Global Harmonization Task Force definition of a medical device:

‘Medical device’ means any instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro 
use, software, material or other similar or related article, intended by the manufacturer to be used, alone or in 
combination, for human beings, for one or more of the specific medical purpose(s) of:

• diagnosis, prevention, monitoring, treatment or alleviation of disease
• diagnosis, monitoring, treatment, alleviation of or compensation for an injury
• investigation, replacement, modification, or support of the anatomy or of a physiological process
• supporting or sustaining life
• control of conception
• disinfection of medical devices
• providing information by means of in vitro examination of specimens derived from the human body

and does not achieve its primary intended action by pharmacological, immunological or metabolic 
means, in or on the human body, but which may be assisted in its intended function by such means.

Note: Products which may be considered to be medical devices in some jurisdictions but not in others include:

• disinfection substances,
• aids for persons with disabilities,
• devices incorporating animal and/or human tissues,
• devices for in vitro fertilization or assisted reproduction technologies.

GHTF, May, 2012

Is the above not ‘substantially equivalent’ to the CFR?
Note: pun intended! ☺
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Definition of Medical Device
1. Primary mode of action (PMOA) is mechanical or electrical

2. Broad range of examples from wheel chairs and EKG 
monitors thru the totally implantable artificial heart!

Source: US FDA CDRH 2005 Strategic Plan
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Definition of Medical Device
1. Primary mode of action (PMOA) is mechanical or electrical

2. Broad range of examples from wheel chairs and EKG 
monitors thru the totally implantable artificial heart!
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Examples of Medical Devices…
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Hey, wait a minute…

Maybe life isn’t quite so simple!
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What if your device has 
functions of regulated 

medical devices and
functions of non-regulated 

devices in one package

“Multiple Function Device Products” – not a great name!

The lines are getting blurry and many more of these in the future!
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Multiple Function Device Products

CDRH Guidance (July, 2020) here.

Podcast (Sept, 2020) here.
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Multiple Function Device Products

Podcast (Sept, 2020) here.

Key takeaways:

✓ A multiple function device is a product that has at least one function 
that meets CFR’s definition of a medical device, and one non-device 
function that does not meet CFR’s definition of a medical device.

✓ A combination product is not a multiple function device. However, 
the device portion of the combination product could offer multiple 
functions that meet CFR’s medical device definition. 

✓ Examples of multiple function devices include smartphones with 
camera apps to detect skin cancer, while other functions could but 
should not impact the safety, effectiveness, and performance of the 
regulated version of the product. 

✓ FDA Assessment: Direct or indirect regulatory review of multiple 
function devices is confusing and complex. It’s not an excuse for not 
prudent engineering. 

✓ FDA Flowchart: Is there an impact on the safety or effectiveness of 
the device function under review as a result of the other function?

✓ Regulatory Strategy Recommendation: Decouple technologies and 
functions to consider each separately, then recombine and rebuild 
as a system.

31

32

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/multiple-function-device-products-policy-and-considerations
https://www.greenlight.guru/blog/multiple-function-device
https://www.greenlight.guru/blog/multiple-function-device


What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not?

17

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com

Taken from: Designing Medical Products Seminar Series
Copyright 2020, Michael Drues, Ph.D.

GreenLight.Guru Webinar (November 24, 2020)

www.greenlight.guru/webinar/when-do-we-need-fda-permission-to-market-device

© Copyright 2020 by Michael Drues, Ph.D. 
and Vascular Sciences. All rights reserved.

What is a Regulated Medical Device: 
When do we need FDA’s permission to market our device and when do we not? 33

Vascular Sciences

How can you determine 
if your device is FDA 

regulated or not

Short answer: its not always straight forward!
Two Options:

1. 513g

2. Device determination mailbox
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Request for 
Information

• Also known as the 513(g) but remember…

This is a process not a form!

• FDA has 60 days to respond (in theory)

• Note: User fees apply!

“Typical” 513(g) inquiries to date:

• Is device subject to FDA regulation?

• Is device exempt from 510(k) 
requirements (Class 0?)

• Does modification of existing marketed 
device require new 510(k)? [i.e., ‘special’ 510(k)]

• If new device introduces new 
technology/new intended use, what is 
regulatory pathway?

See CDRH on-line presentation here for more.

What about a 

Request for RE-Classification?
FDA does it (occasionally)… you can to!

CDRH Guidance: 513(g) Requests for Information (2019) here
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What does FDA Recommend?

From here

Does this answer your question?
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Another option: 

Device Determination “Pathway”

From here

Simple, quick, free… but non-binding.
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Is this a medical device?
Short answer: it depends!

What’s the intended use?

If we use it this way…

it’s a medical device

But if we use it this way…

it’s not!

So is this a distinction without a real difference?

Same shape?

Same size?

Same materials?

Same part of the body?

i.e., don’t both go 
inside the mouth?

Case Study: Intended Use vs Indications for Use
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Case Study: 
Intended Use vs. Indications for Use

Are they the same?

i.e., are the substantially equivalent, are they bioequivalent?
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Intended Use vs. Indications for Use
• Many use synonymously but not the same – although there often overlap

• Both ‘high-level’ labeling

Indications for Use:

• Focus on patient, i.e., what diseases, injuries, conditions, etc. does product 
diagnose, treat, etc.

• Indications for Use (IFU) ≠ Instructions for Use (IFU) = Directions for Use (DFU)

Intended Use:

• Focus on product, i.e., what does device/drug actually do (i.e., how does it work?)

Labeling Recommendations

• Start broadly – can narrow if necessary – be prepared to negotiate

• Stated vs. inferred/implied label claims

• Design high-level labeling just like design product

• Take advantage of label expansions

• Think outside the regulatory box – reimbursement, product liability, etc.

• Consider contraindications only as last resort

This is not rocket science – but it is a poker game – strategy is key!
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Is this a

medical device?
No? Perhaps not but… could it be?

Hint: look at the label
Note: Similar to a nutraceutical claims.

Remember,

It’s not simply what you say 
that matters…

it’s how you say it!
So…

We don’t need to change the 
product to create a medical 

device… simply what we say!
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Case Study: Mirrors
Is a mirror a regulated medical device?

It depends… what kind of mirror?

Five FDA product codes for mirrors:
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Is a computer keyboard a medical device?

The FDA has cleared the Vioguard self-sanitizing computer keyboard for use in hospitals and clinics.

Computers are becoming more common in hospitals because of electronic medical records, and shared keyboards are one of the major ways that disease
can spread. The Ultraviolet “Class C” light used by the Vioguard keyboard is a well-known germicide. Vioguard cites outside lab tests showing the

effectiveness of its system, which it claims can rid highly contaminated keyboards of bacteria related
to the deadly MRSA infection and other diseases in as little as 10 seconds. Vioguard was

awarded a patent in December, and the keyboard went through a clinical trial. The results were recently
published in the American Journal of Infection.
“We’re very pleased with the FDA clearance, which substantiates our medical claims and allows hospitals and clinics to make use of this new tool,” Larry

Ranta, president and CEO of Vioguard, said in a statement Tuesday. “Conventional computer keyboards have been
identified as a key point of transmission of viruses and bacteria, especially within the medical
setting. The Vioguard keyboard takes the guesswork out of sanitization efforts, reduces labor
costs, and helps fight the spread of harmful and often deadly superbugs.” DEN100013 (2011)

Puget Sound Business Journal, Jan. 3, 2012

Wait, not so fast…

What if it’s self-sanitizing?

What if it’s used in hospitals?
Therefore,

A computer keyboard can be 
a regulated medical device!
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Case Study: Copper Fit 
Energy Socks

Copper Fit Energy Socks video available here.

Is this a regulated medical device?

Why or why not?
CFR Definition of Medical Device here

If not a regulated device, could it be?
Hint: what would we have to change?

If a regulated device, what are the options?
Wellness → Class I Exempt → Class II (510k or de novo) → higher?
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Its all about what you say!

CFR 880.5780 here
Product Codes here

Pathway options:

Wellness

↓ 

Class I Exempt 

↓ 

Class II 

(510k or de novo) 

↓ 

higher?

or

Why do I have to choose…

Can you say label expansion?
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Using 
the 510k 
Database

LLK → 4

FQL → 6

DWL → 65

LLK: here.
FQL:  here.
DWL: here.

Product Code Database

↓ 

510k Database

↓ 

510k Summary

↓ 

Review Stats
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Is this leg 
brace a 

regulated 
medical 
device?

www.beactivebrace.com

Why?

Description

K151476 (Jan, 2016)
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Bringing Devices to Market: 
Three Step Process

1. Not PMA, 510k, de Novo, HDE or CDE but…

Is it a regulated medical device?

2. What classification?

– Class I, Class II, Class III

– Depends on level of “risk”

3. Select appropriate marketing application, i.e., 

regulatory pathway
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Is a heated back wrap a medical device?

Warm Buddy Receives Green Light from Health Canada (October 24, 2011)

After more than a year of dealing with regulatory hoops, the Warm Buddy Company has 
announced that its products have now been classified by Health Canada as an official medical 
device.

[Why bother?]

“We are thrilled that as a result of our new medical device designation, we are not only back in 
business full steam, [because] now [we] have the ability to make medical claims for our 
products," says McKee, a former registered nurse who worked with chronic pain patients.

October 24, 2011

http://www.warmbuddy.com/
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What about a leech?

It’s a medical device… not a biologic!

Why… what is the regulatory justification?

Hint: How is primary task accomplished… biological or mechanical?

Or maybe leeches should be considered 
combination products?

Why?

Hint: Primary action is mechanical

Secondary action is secretion of 
anticoagulant-like proteins

Sound familiar… 

can you say Drug-Eluting Stent?
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How do we view the world?

Or put another way…

Average regulatory professionals see a leech and think a leech…

better regulatory professionals see a leech and think a syringe…

the best regulatory professionals see a leech and think a pre-loaded syringe!

So what do you see?

“Discovery is seeing what everyone 
else has seen and thinking what no 

one else has thought.”

Albert Szent-Gyorgi, 
1937 Nobel Prize in Physiology and Medicine
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Think I’m kidding?

FDA Consumer Magazine (September-October, 2004)
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There are many regulatory consultants out there… 

but there are surprisingly few good ones!

So how do you become a good one?

Learn when to follow and 
more importantly… 

when to lead!
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Don’t just follow the 
rules… think!

Rules are mostly made to be broken 

and are too often for the lazy to hide behind.
General Douglas MacArthur (1880 –1964) was an American general in the US Army during the 

1930s and played a prominent role in the Pacific theater during World War II. He was one of only 
five men ever to rise to the rank of General of the Army in the U.S.
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“Imagination is more 
important than 

knowledge, for while 
knowledge points to all 
there is, imagination 

points to all that can be.”
Albert Einstein

“Logic will get you from 
A to B.  Imagination will 

take you anywhere.”
Albert Einstein
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