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Regulatory Due Diligence: Why pay for information you can get for free?
presented by: Michael Drues, Ph.D.

It's staggering to see how many companies (and the people in them) embarrass themselves when
going to FDA unprepared, i.e., not knowing the most basic information. Not only is this unprofessional,
but it does not instill a high degree of confidence that the company and the people in it know what
they are doing. And when it comes to developing medical devices, this is not an image you want to
present to the FDA! Being well prepared, i.e., doing your homework a.k.a. regulatory due diligence, is
the best way to mitigate or even eliminate this risk. It's also your responsibility as a medical device
professional!

But what is regulatory due diligence and how do you do it? More importantly, how do you use it to
your strategic advantage? You can pay a regulatory consultant to do it for you but why do that when,
with the right skills, you can do it yourself — and use the money you saved for more important things
like to develop your regulatory strategy instead!

In his signature style, Dr. Michael Drues will use actual devices as case studies to discuss:

e What is regulatory due diligence? Why is it important?
e What tools are available and how do you use them?
e How can you use regulatory due diligence to your competitive advantage?

Regulatory due diligence is like a scalpel: when used in the hands of a skilled surgeon, it can be a very
useful tool. But when used by someone who doesn’t know what they are doing, it can cause a lot of
damage. So which group would you like to be in?

About the Presenter

Michael Drues, Ph.D., is a regulatory strategy consultant specializing in
5 designing novel regulatory strategies to bring new and innovative
Tips And Tactics A medical products to market and in developing effective communication
By Michael Drues, Ph.D. ; strategies between companies and regulatory agencies to minimize time
to market and avoid delays.

President, Vascular Sciences

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 Regulatory Affairs
and Clinical Trials, Product Development, Combination Products and Pathophysiology.

For additional information, contact Dr. Drues directly at (508) 887-9486, e-mail mdrues@vascularsci.com
or via LinkedIn at www.linkedin.com/in/michaeldrues.
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Regulatory Due Diligence:
Why Pay for Information You.Can Get for Free?

presented by:

Michael Drues, Ph.D.

President, Vascular Sciences, Carlsbad, California
and
Adjunct Professor of Regulatory Science, Medicine and Biomedical Engineering
Cornell University Graduate Dept. of BiomedicahEngineering

For questions or more information, contact me at
(508) 887 — 9486 or mdrues@vascularsci.com
Join me on LinkedIn at www.linkedin.com
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Additional Resources

What is Regulatory Due Diligence
for Medical Devices?

)

MEDICAL
DEVICE

Powered by greenlight gury

https://www.greenlight.guru/blog/what-is-regulatory-due-diligence-for-medical-devices
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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!

A
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Before we begin...

Polling Question

I always do my homework prior to meeting with FDA? [y/n]
I've been asked a question by FDA that I didn't anticipate/expect? [y/n]

I know everything there is to know about regulatory due diligence and
there is nothing new I need to learn. [y/n]

M
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*-"f‘%/\ Here’s what we'll talk about...

What is regulatory due diligence? Why is it important?

What tools are available and how do I use them?

How can you use regulatory due diligence to your competitive advantage?
Case studies and bonus questions... time permitting

Lots more tips and tricks... time permitting!

Final thoughts...
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What is
regulatory due diligence

Simple answer:
Being a responsible medical device professional,

i.e., doing your homework!

In other words...
BE PREPARED
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regulatory due diligence
important

Put another way...
How will you use this information?
Within your Company: Developing your regulatory strategy
Vs.
Dealing with FDA: Demonstrating you know what you're doing
VS.

Something else? (selling to investors, senior management, etc.)
Mike's Recommendation:
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How else can I use
regulatory due diligence

How about to create a regulatory strategy executive summary?
See podcast: (May, 2020)

How about to (Aug, 2022)?

M
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Additional Resources

How to Construct an Effective

MEDICAL
- DEVICE

President
Vascular Sciences Poweres by greenlight gury

JON SPEER MICHAEL DRUES,
ey t PH.D.

Founder & VI
QARA
Greenlight Guru

https://www.greenlight.guru/blog/how-to-construct-an-effective-regulatory-strategy
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Additional Resources

DESIGNING AN INTERNATIONAL REGULATORY STRATEGY:

WHY DO SO MANY GET IT
WRONG?

H REGISTER NOW —

https://regulations.greenlight.guru/talks/designing-an-international-regulatory-strategy/
Video (https://greenlight.wistia.com/medias/j1i40hh5a6?
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What tools are available
and how do I use them?

Remember,

Any tool is only as good as the
person using it!

::,
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Medical Device Databases

CDRH Databases

v 27 CDRH Databases
v Does not include other centers, i.e., CDER, CBER, etc. =
v Does not include general FDA databases, i.e., guidance docs |
v/ Some overlap but need to search multiple databases
v’ Each database serves a different purpose, i.e.,

> Regulatory vs. Quality
v Maybe we need Al-based tool for “intelligent” searching! ©

Let's highlight some of the more important / useful ones...

CDRH Database List

© Copyright by Michael Drues, Ph.D.
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CDRH
Databases

CDRH Database List

A
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Databases

CDRH Database List

A
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15

CDRH Database List
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*meuumuwunq This searchable database contains establishments (engaged in the manufacture.
preparation, propagat 1

CDRH
Databases

CDRH Database List
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Beyond CDRH... Search for FDA Guidance Documents

Guidance
Document
Database

v Not CDRH specific although...

you can limit to product type (i.e. device)... should you?
Ignorance is no excuse, i.e.,
there’s no excuse not to keep up.
This is your job... not FDAS!

Soarch

Product FDA Organization

e lsebste
e i Dratt o Final Open for Comment
Mike's Recommendation:
Bocument T amment Clesing Dale ga Draf
Put this in your QMS!
Guidance Document Database
A
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Don’t overlook the obvious!

Google

Google Search I'm Feeling Lucky
Get qualified for jobs in fast-growing industries at your own pace

https://www.google.com/
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FDA Databases

Let's apply a little George Orwell...
All animals are equal... but some animals are more equal than others,
Applied here:

M
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New Project — Where to start?

Mike’s Recommendations:
From the “master list” of CDRH Medical Device Databases is , start with:
Basic Regulatory Due Diligence:
e All devices: Product Code Database
e Class I/ II Non-Exempt Devices: 510k database / De novo database
e Class III Devices: PMA database / HDE database
e All Devices: Estab Reg & Device Listing database (especially Class I / II Exempt)
Engineering/Technical Due Diligence:
» CDRH Recognized Consensus Standards Database
Problems with Similar / Existing Devices Due Diligence:
e MAUDE (Manufacturer and User Facility Device Experience)
e MDR (Medical Device Reporting)
e MedSun Reports
Guidance Due Diligence
» Guidance Document Database
Wellness Devices:
» There is no wellness device database — but there should be!

"
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How about some
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What is a nystagmograph?
Where do I begin?

...after the biology and engineering of course!

Video: Vestibular Tests (1 min)

"
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Start with the Product Code but

What's an FDA Product Cod

Note:

Why Pay for Information You Can Get for Free?

S

Short answer: Think of a pie!

Each slice has a three-character name

CDRH Product Codes # CMS Reimbursement codes!

and Vascular Sciences. All rights reserved.
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Case Study: Nystagmograph

Google (or bookmark) FDA product code database

Product Code Classification Database

Pfoduct Classification

This database includes:

a list of all medical devices with their associated classifications, product codes, FDA Premarket
Review organizations, and other regulatory information.

ch the on-line product code database 2am more.

Search Database

Impiantad Device | Life-Sustein/Support Device
Summary Malfuncticn Reporting ~

Go to Quick Search

CDRH Product Code Database

Why Pay for Information You Can Get for Free?

Product Coda

Reguiation Number
v | Third Party Eligible

A Davioe Class

ClearForm | Search

and Vascular Sciences. All rights reserved.

"
Regulatory Due Diligence: g greenlight guru Vascular Sciences @ © Copyright by Michael Drues, Ph.D.
26

26 GreenLight.Guru Webinar (November 17, 2022)
www.greenlight.guru/webinar/regulatory-due-diligence-why-pay-for-information-you-can-get-for-free

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com 13

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


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?id=3807

Regulatory Due Diligence:
Why Pay for Information You Can Get for Free?

Case Study: Nystagmograph

Product Classification

New Search

Device

Regulation Medical Specialty
Review Panel

Product Code

Premarket Review

Submission Type
Regulation Number
Device Class

Nystagmograph
Neurology

Neurology

GWN

Neurosurgical, Neurolnterventional and Neurodiagnos
Neurosurgical, Neurointerventional and Neurodiagno:
510(k)

882.1460

2

Total Product Life Cycle (TPLC) TPLC Product Code Report

GMP Exempt?

Summary Malfunction
Reporting

Implanted Device?
Life-Sustain/Support Device?

No

Eligible

No

Recognized Consensus Standard
4-185 ANSI ASA $3.45-2009 (Reaffirmed 2019)

American National
Third Party Review

d Procedures for Testing Basic Vestibular Function

Eligible for 510(k)_Third Party Review Program

Back to Search Results

stic Devices (DHTSA)
stic Devices (DHTSA)

Accredited Persons

Product code
Vascular Sciences @
7
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UNISEX OMPRESSION

c
1 ENERGY SOCKS

Case Study: Copper Fit
Energy Socks

==
COPPER ..
ENERGY a3

==

- ENERGIZE
~ LEGS & FEET!
* Reduce Swelling
* Increase Circulation
* Reduce Fatigue

Is this a regulated medical device?
Why or why not?

CFR Definition of Medical Device PEF inlusefi

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?

Copper Fit Energy Socks video available

. Vascular Scienc®
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file:///C:/Users/mdrue/Documents/Documents/Medical Applications/Videos and Animations/Medical Devices/Copperfit Energy Socks (1 min).mp4
001 What is a medical device - Overview and Introduction.pptx#14. PowerPoint Presentation
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se in the prevention of pooling of blood in the leg.

Class II , c c rmance standards). or
(510k or de novo)

matﬂ*lal and des:

l medical pur;
i 2 (2) c1
hlgher' subpart E of pa*t
o exempt from the

o the leg and
ention of pooling of blood in

I. The device is exempt from the premarket noti
of this 1 ations i
ent rements of tl”e
B sn ey sty s g =2
erning rds, and

CFR 880.5780 —r—r——
Product Codes general reguirements c

Product Classification =
FDA Home Medical Devices Databases =
1to 3 of 3 Results Results per Page 5 v
880.5780
New Search Mgyt to Excel £ Help
T
Product 4 | Device A | Regulation 4 | Device Y
Code L4 ¥ | Number ¥ | Class L
LLK Legging, Compression, Non-Inflatable Medical Support Stocking 880.5780 2
FaL Stocking, Medical Support (For General Medical Pur ... Medical Support Stocking 8805780 1
DWL Stocking, Medical Support (Te Prevent Pooling Of B Medical Support Stocking 880.5780 2

i pa . e . . A R Ao
Why Pay for Information You Can Get for Free? d and Vascular Sciences. All rights reserved.

510(k) Premarket Notification

11c 4 of 4 Resulls
ProductCode: | Decisin Date To:

Results per Fage| 10 v

Using
the 510k [P ST
Database

11/02/1830

12111/1687

Unna-Sleeve(Tm) Aci Medical, Inc

Tecnol Compression Knee Dressing

Tecnol New Jersey Wound Care, Inc

ression Legging Device A-T Surgical Mig. Co., Inc.

08/04/1987

510(k) Premarket Notification

110 6 of & Results Results per Page 10 v
Productcoce: FL Decision Cate To:

Product Code Database o

Mew Search M e xpor to Exce! | Dovminad Files | Mors About 510(5)
l FQL 9 6 Device Name N Applicant s Nswm N Decision s
jumber Date
510k Database Sipas e 121984
Elastic Compression Anklet Orthopaedic Resaurces Corp. 01107/1983
l ession Anklet Podiatry Products Corp. 12103/1982

510k Summary
U

Review Stats Lot ] Results per Fage | 500 =

New Search B e port o Excel | Download Files | More Ab

DWL = 65 pevice ame 4 Applicant a S10(K) & Du:l'.lwl "

¥ Lumber

510(k

Mediine Industries, Inc. K141127 | 08/21/2014
Bellavar/ Cuslom Seamless Soft (AKA Bsn Medical, Inc. K131498 | 07/10/2013
E heragy Stocking Encircle Medical Devices Ltd K122485 | 0412372013
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=880.5780
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?start_search=1&Center=&Panel=&ProductCode=llk&KNumber=&Applicant=&DeviceName=&Type=&ThirdPartyReviewed=&ClinicalTrials=&Decision=&DecisionDateFrom=&DecisionDateTo=05%2F16%2F2018&IVDProducts=&Redact510K=&CombinationProducts=&ZNumber=&PAGENUM=500
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?start_search=1&Center=&Panel=&ProductCode=fql&KNumber=&Applicant=&DeviceName=&Type=&ThirdPartyReviewed=&ClinicalTrials=&Decision=&DecisionDateFrom=&DecisionDateTo=05%2F16%2F2018&IVDProducts=&Redact510K=&CombinationProducts=&ZNumber=&PAGENUM=500
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?start_search=1&Center=&Panel=&ProductCode=DWL&KNumber=&Applicant=&DeviceName=&Type=&ThirdPartyReviewed=&ClinicalTrials=&Decision=&DecisionDateFrom=&DecisionDateTo=05%2F16%2F2018&IVDProducts=&Redact510K=&CombinationProducts=&ZNumber=&PAGENUM=500
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An example from

THE INFINITE

Sink or Swim.

SHARK TANK
A . 8

2 -

2 9 "5
32\

A
N '
s E

1:'

Shark Tank: Apolla Socks (S13/E18)

[watch from 30:40 - 41:45]

Regulatory Due Diligence: green’ighf gllﬂl

n Vascular Sciences
Why Pay for Information You Can Get for Free? 1

Beyond socks?

Other wearables with “similar” i.e., substantially equivalent claims? — pun intended!

<

APOLL[

ATTITUDE ® PERFORMANCE ® ART

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

Pharmaceutical & Medical / OTC: Pain Relief / Tommie Copper

Tommie Copper TV Spot, You're Not Yourself

wh

Video

Regulatory Due Diligence:
Why Pay for Information You Can Get for Free?

(2 min) =
greenlight guru

32

For additional information, www.linkedin.com/in/michaeldrues,
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en youre in pain

The brand offers

= -
© Copyright by Michael Drues, Ph.D.
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https://abc.com/shows/shark-tank/episode-guide/season-13/18-episode-18
https://www.ispot.tv/ad/oDOf/tommie-copper-youre-not-yourself
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Take a lesson from Hill Street Blues

Hill Street Blues is an American
television series that aired on NBC
from 1981 until 1987.

Rael Conrad Video: here (5 sec)

Regulatory Due Diligence: g green’ighf guru Vascular Sciences &\ Copyr\ght by Michael Drues, Ph.D.
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When making claims...

FDA may not be your onIy concern'

n"En lommic ( um\’ y Pay $1.35 Million to Settle FT( Deceptive ]
Its Copp fus Clothing Would Relieve Pa

Advertising ( |1u

Regulatory 101:
You can say (i.e., claim)
anything you want...

as long as you can
support it!

FTC Press Release (Dec, 2015) here.

Regulatory Due Diligence: greenlig ] guru Vascular Sqences | © Copyright by Michael Drues, Ph.D.
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https://www.youtube.com/watch?v=Jmg86CRBBtw
https://www.ftc.gov/news-events/news/press-releases/2015/12/tommie-copper-pay-135-million-settle-ftc-deceptive-advertising-charges
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Sometimes lessons learn can be expensive!

Tommie Copper Settles, Bringing Bill t

Baker & Hostetler LLP

f“" { > BakerHostetler

Not only are these

USA March 16 2018

roblems:preventable..

Keep Reaching for the Stars

Accoadingsto George Potzner's class action complaint, Tommie Copper vgsanaking glot of unggbstanggated
cla i 7 i | j y \I
pe T le U e

The company also touted speedy joint and muscle recovery, pain relief and, in what might perhaps be more
puffery than a measurable claim, helping people “overcome obstacles and achieve their dreams.” Sounds kind of
great, right?

ology (Mar, 2018) here.

Regulatory Due Diligence: g green’ighf guru Vascular Sciences g\ © Copyright by Michael Drues, Ph.D.
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Is underwear a regulated medical device?

What matters more... what it does or what it says?
Hint: this is a trick guestion!

Don't think so... how do you explain this?
Question:

How would you bring this to market?

"
Regulatory Due Diligence: g greenlight guru Vascular Sciences g\ © Copyright by Michael Drues, Ph.D.
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https://www.lexology.com/library/detail.aspx?g=f4ce423d-0734-4ba1-8ee8-0a9dc5300b19

Regulatory Due Diligence:

Why Pay for Information You Can Get for Free?
Case Study: Underwear

(April, 2022) Product Code

Device
Regulation Medical Specialty
Review Panel

Product Code

Premarket Review

Device Classification Name barrie
510(k) Number 1
Device Name

Applicant

Submission Type
Regulation Number

Applicant Contact
Correspondent

Device Class 2
Total Product Life Cycle (TPLC) TPLC Product Code Re

2C port
GMP Exempt? No Correspondent Contact
Summary Malfunction S ate Regulation Number
Reporting Classification Product Code MS

2 No
Implanted Device? No Date Received

Decision Date
Decision S
Regulation Medical Specialty Obstetr
510k Review Panel t

Life-Sustain/Support Device? N
Recognized Consensus Standard

Third Party Review
Eligible 510(k

Third P:

Pe

Reviewed by Third Party
Combination Product

510k Summary | FDA Gets Down with Vanilla-Flavored STI Undies (MDDI, May, 2022)

Question:

What's your predicate? What's your product code?
Is underwear substantially equivalent to a congom? i e code

Regulatory Due Diligence: green’ig t guru Vascular Sciences g\ © Copyright by Michael Drues, Ph.D.
37
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37

Product Code and CFR

CFR - Code of Federal Regulations Title 21

A The information on this page is current as of Mar 29, 2022.

For the most up-to-date version of CFR Title 21, go to the Electronic Code of Federal Regulations (eCFR)

New Search

Product Code
1

)
CFR 884.5300

Note:
Label reduction!

Why C|aSS 117 SpeC/a/ CO”[TO/SI [see special controls webinar 1

Regulatory Due Diligence: g greenlight guru Vascular Sciences g\ © Copyright by Michael Drues, Ph.D.
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https://www.accessdata.fda.gov/cdrh_docs/pdf21/K212928.pdf
https://www.mddionline.com/regulatory-quality/fda-gets-down-vanilla-flavored-sti-undies
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?id=4194
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=K212928
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?id=4194
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm?id=4194
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=884.5300
https://www.greenlight.guru/webinar/advantages-of-special-controls

Regulatory Due Diligence:

Why Pay for Information You Can

Get for Free?

Additional Resources

Free Live Webinar by greenlight guru + S

May 19th @
REGISTER NOW » 1:00p ET / 10:00a PT

https://www.greenlight.guru/webinar/advantages-of-special-controls

M

Regulatory Due Diligence: g green’ighf guru Vascular Sciences @ © Copyright by Michael Drues, Ph.D.
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Case Study: Underwear

Question:
WHICH COMES

F IRST? te or the product code?

510(k) Premarket Notification
FDA Home Medical Devices Databases

;::d?n::ci?:s/?i‘;? Decision Date To: D) Page
11/16/2022
New Search iiExport to Excel | Download Files | More About 510(k)
Device Name s Applicant s hf:gtgr 4 D‘-‘;iaii;’" 4
Lorals Brazen Goods Inc. Dba Lorals K212928 | 04/22/2022
Sancdam Latex Oral Dam Sanctuary Health Sdn. Bhd. N K2120387 | 03/28/2022
Harmony Latex Dam, Harmony Non-Latex Dam Pamco Distributing Inc. K208727 | 08/05/2021
Trust Dam LINE ONE LABORATORIES, INC K091769 02/05/2010
Sheer Glyde Dams LOUISE C. MYERS K990067 | 02/19/1999
Glyde Dam Lollyes GLYDE USA, INC KQ970577 | 01/08/1998

List of 510k’s — note the URL trick!

© Copyright by Michael Drues, Ph.D.
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Most people do this backwards! — Whﬁ??
9

and Vascular Sciences. All rights reserved.
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm?start_search=1&Center=&Panel=&ProductCode=msc&KNumber=&Applicant=&DeviceName=&Type=&ThirdPartyReviewed=&ClinicalTrials=&Decision=&DecisionDateFrom=&DecisionDateTo=11%2F16%2F2022&IVDProducts=&Redact510K=&CombinationProducts=&ZNumber=&PAGENUM=500

Regulatory Due Diligence:
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Would this be a
510k or De novo

Short answer:

Take your pick! @

Slightly longer answer... Governing Equation of the 510k:

see webinar: The 510k and Substantial Equivalence: Why do so many get it wrong?

M
Regulatory Due Diligence: g green’ighf guru Vascular Sciences g\ © Copyright by Michael Drues, Ph.D.
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Labeling

What are the claims?

DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2023
Indications for Use See PRA Statement below.
510(k) Number (if known)
K212928
Device Name
Lorals

N

Indications for Use (Describe)
Lorals are used as a barrier when engaging in oral/vaginal and oral/anal sex to help reduce the transmission of bodily
fluids, harmful pathogens, and sexually transmitted infections.

from 510k Summary
Question:
Is underwear substantially equivalent to a condom?

::,

Regulatory Due Diligence: g greenlight guru Vascular Sciences @ © Copyright by Michael Drues, Ph.D.
42

Why Pay for Information You Can Get for Free?

42 GreenLight.Guru Webinar (November 17, 2022)

www.greenlight.guru/webinar/regulatory-due-diligence-why-pay-for-information-you-can-get-for-free

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

and Vascular Sciences. All rights reserved.

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com 21


https://www.greenlight.guru/webinar/510k-substantial-equivalence
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm?ID=K212928
https://www.accessdata.fda.gov/cdrh_docs/pdf21/K212928.pdf
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Why are 510k’s more
“challenging” today
than in the past

Consider this:

substantially
equivalent to a |

CT: MOA = X-ray MRI: MOA = Magnet

In the past, absolutely... today, good luck!

Regulatory Due Diligen g greenlight guru Vascular Sciences g\ © Copyright by Michae! S
Why Pay for Ifrmat y Can Get for Fre 43 s. All rights. eserved.

How can I use
regulatory due diligence
to my competitive
advantage?

Short answer:
Think competitive regulatory strategy!

e
Regulatory Due Diligen ggreenlightguru . Vascular Sciences @ . Copyrigit by vichael [
and Vasci
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Check it out!

AUGUST2015 VOLUME 12(3)

Competitive Regulatory Inghisis

* Guest Editorak: Competitive

Strategy — using regulation regubtory ey i

to your tactical advantage o

* Wratis the potentis | immct of the
new General Data Protection

Journal of Medical Device Regulation Regubtion (GDPR) on clinial
(August, 2015) research in the medical device

sector?

* Implementing a robust complaint
handling s ystem for a corporate
campany group

& the framework for the regubstion
of medical devices in Europe
fundamentally flawed?

 News updates from Europe, North
America, Centm | & South America,
Asia, Africa & the Middle Fast, and
ghbal interest

s Country overview: Turkey

T,

155K 1759- 148X

Regulatory Due Diligence: g green’ighf guru Vascular Sciences [if © Copyright by Michael Drues, Ph.D
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Competitive Regulatory Strategy

Article:

Competitive Regulatory Strategy: Using regulation to your tactical advantage

Journal of Medical Device Regulation, August, 2015 available

Podcast:

. JMDR abstract

Selecting The Best Regulatory Path For Your Medical Device

Column:

Is Your Boring Regulatory Strategy Costing You Business. available

Podcast:

An Introduction To Competitive Regulatory Strategy available

Article:

“How to Sharpen Your Regulatory Sword”

MDDI (February, 2014) available

::,

Regulatory Due Diligence: g greenlight guru Vascular Sciences @ © Copyright by Michael Drues, Ph.D.
46

Why Pay for Information You Can Get for Free?

and Vascular Sciences. All rights reserved.

46 GreenLight.Guru Webinar (November 17, 2022)
www.greenlight.guru/webinar/regulatory-due-diligence-why-pay-for-information-you-can-get-for-free

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com 23

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


../../Drues Articles/Journal of Medical Device Regulation/Competitive Regulatory Strategy (August, 2015)/Competitive Regulatory Strategy (J Med Dev Reg, August, 2015).pdf
http://www.globalregulatorypress.com/features/browse_issues_aug15en.shtml
http://www.meddeviceonline.com/doc/selecting-the-best-regulatory-path-for-your-medical-device-0001
http://www.meddeviceonline.com/doc/is-your-boring-regulatory-strategy-costing-you-business-0001
http://www.meddeviceonline.com/doc/an-introduction-to-competitive-regulatory-strategy-0001
http://www.mddionline.com/article/how-sharpen-your-regulatory-sword#comment-9173
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BONUS QUESTIONS

"
Regulatory Due Diligen g i \'/ lar Scien CD‘/thbth el Drues, Ph.D.
greenlight guru _ Vascular Sciences g\ !

Why Pay for If'rma[ Y Can Get for Fre s. All rights eserved.

How much does it cost
and how much time
does it take to get my
device to market

Short answer:

There is no short or simple answer!

e
Regulatory Due Diligen ggreenlightguru .5 Vascular Sciences @ . Copyrigit by vichael [
and Vasci
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Average Time & Cost to Market: 510k & De novo
FDA 510(k) Average Cost: Concept > Clearance
Average = $6.1M[Range: $200K > $41M
Half clearances $1.2M > $6.8M [Median = $3.1M]

FDA 510(k) Average Clearance Times: Concept > Clearance
Average = 33 months [Range: 2 months - 132 months (11 years)
Half clearances 18 > 43 months [Median =31 months]

FDA De Novo Cost: Concept 2 Granting
Average = $17.8M [Range = $800K > $90M]

Half Granted $2M > $21M [Median = $5M]

FDA De Novo Time: Concept 2> Granting
Average = 80 months [Range: 18 months to 240 months (20 years)
Half Granted 45 - 99 months [Median = 66 months]

from How much time and money does it take for FDA 510(k) clearance versus De Novo classification? (Med Design and Outsourcing (March 21, 2022)

Important caveat:

MDUFA Performance Reports . 510k Database De novo Database

M
Regulatory Due Diligence: g green’ighf guru Vascular Sciences g\ © Copyright by Michael Drues, Ph.D.
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The problem with being average...

most of you are average.

Remember,

If you're average... than 50% of the world is better than you!

Think about it this way:
Average folks do average things to keep averagely running!.
This is a very low place to set the bar... would you agree?

Video: OK Surgeon - just OK isn't OK (30 5ec) n

"
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https://www.medicaldesignandoutsourcing.com/fda-510k-clearance-de-novo-classification-cost-time-new-medical-product/
https://www.fda.gov/industry/medical-device-user-fee-amendments-mdufa/mdufa-reports
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/denovo.cfm
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MDUFA Statistics Deceptive if not Meaningless

MDUFA Annual Reports

+ MDUFA Performance Reports
» MDUFA Financial Reports

Useful but non-specific!

data.

MDUFA IV

MDUFA Reports

# shae in Werat | & P
The FDA provides annual and quarterly reports on its progress towards meeting
performance goals and commitments set under MDUFMA to its stakeholders and
Congress.

The FDA also provides an annual financial report to Congress to help ensure transparency
and accountability of its use of the additional resources provided by MDUFMA.

MDUFA Quarterly Performance Reports

Each report includes the agenda for the quarterly meeting and the quarferly performance

« September 7, 2022 MDUFA IV Performance Report

« June 2, 2022 MDUFA IV Performance Report

«» February 25, 2022 MDUFA IV Performance Report
MDUFA Statistics + November 16, 2021 MDUFA IV Performance Report

MDUFA User Fees + August 3, 2021 MDUFA IV Performance Report

"
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What is a better i.e., more specific approach?

Average 510k Clearance Time by Product Code

Rl M S culal D

Mechanics:
After signing up for an account (free), click on:
1. RESOURCES (left side of home page) then
2. TOOLS (under resources) then
3. GET STARTED (under 510 (K) Review Time Calculator) then
4 Click on the SEARCH BY 3-LETTER PRODUCT CODE button
Note: You can also change the date range to search over a particular period of time.

Important Points to Remember:

Michoe! Drues + MB

Emergo Group %510k Calculator”

v' Uses publicly available information - saves doing the arithmetic yourself!

v" Much more specific (i.e., realistic) estimates of clearance times!

e
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https://www.fda.gov/industry/medical-device-user-fee-amendments-mdufa/mdufa-reports
https://www.fda.gov/industry/fda-user-fee-programs/medical-device-user-fee-amendments-mdufa
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How do I find out-about clinical trials

m )5, ary of Madicine
ClinicalTrials.gov

ClinicalTrials.gov is a database of privately and publicly funded clinical studies
conducted around the world.

Find a study e s

https://clinicaltrials.gov/

How can I use this information?
v' Clinical trial design and justification — valuable but obvious!
v' Reverse engineer your competitions regulatory strategy — my favotite! ©
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What is the true essence of regulation?

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

WE ALLOW WORDS TO
Happens in regulatory and quality all the time! OBSCURE THE

INTERPRETATION OF THE
DEEPER MEANING
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Most important...
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Why-is this important?

Updated Definitions of Face-to-Face Format for
Formal Meetings with FDA

f in = & poat

The PDUFA VII and BsUFA III commitment letters provide an update to the definition of

face-to-face formal meetings with Industry. This update clarifies that 2

FDA s in the
process of updating our formal meetings guidance documents to reflect this revised
definition. In the interim, we are highlighting this change on our public website to help

reduce uncertainties on this point.

, as communicated in our
guidance Effects of the COVID-19 Public Health Emergency on Formal Meetings and
User Fee Applications—Questions and Ansiwe

Once FD,

Sponsors; applicants will be notilied of that of

Strongly NOT
Recommended!

Updated Definitions of Face-to-Face Format for Formal Meetings with FDA (10/27/22)
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What's the

v Do your homework and be prepared!

v Begin early and update/revise/reevaluate often

v Know the right tool(s) to use for the right job

v" Continue to expand your toolbox and keep your tools sharp

"
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There are many regulatory consultants out there...

A MANWHO WANTS TO LEAD THE ORCHESTRA
MUST TURN HIS BACK ON THE CROWD.

MAX LUCADO

Regulatory Due Diligen ., & greenlight guru Vascular Sciences LJ © Copyight by Michae| Y
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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.”
"’%’{i/ﬁ Albert Einstein

IF YOU CAN THINK IT, WECAN DO IT.

| “Logic will get you from
| Ato B. Imaginationiwill
take you anywhere.”

H— — Ty . ;;. Albert Einstein
Regulatory Due Diigen ., & greenlight guru  _ Vascular Sciences 0 S Coprightby Michac) S

Why Pay for Inforn t Y Can Get for Free lar Sciences. All rights re se rved.

58 GreenLight.Guru Webinar (November 17, 2022)

www.greenlight.guru/webinar/regulatory-due-diligence-why-pay-for-information-you-can-get-for-free

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

For additional information, www.linkedin.com/in/michaeldrues,
call (508) 887-9486 or e-mail mdrues@vascularsci.com 29



Regulatory Due Diligence:
Why Pay for Information You Can Get for Free?

Taking inspiration from one of best...

“Here's to the crazy. ones. The misfits. The rebels. The
troublemakers. The round-pegs in the square holes. The ones
who see things differently. They're not fond of rules. And they
have no respect for the status quo.. You can quote them, disagree
with them, glorify or vilify them. About the only thing you can't do
is ignore them. Because they change things. They push the
human race forward. And while some may-see them as the crazy
ones, we see genius. Because the people who areicrazy enough
to think they can change the world, are the ones who do:*

Steve Jobs (1955 — 2011), entrepreneur, marketer and inventor, the co-founder of Apple Inc. and widely recognized as a piGneer
of the personal computer revolution.

Steve Jobs Heres To The Crazy Ones (1 min) n

More importantly...

“Imagine where we could be if discontent for the
status quo was the norm rather than the exception.”
Can you guess who said this?
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Questions?

Comments?

Suggestions?

Criticisms?

- FECHIYIn yuiu vasiuial JUICived [ R e
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