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Learning Objectives

Provide an overview of the 510(k) process

Describe predicate device and key factors to
consider when choosing a predicate

. Apply key factors and consideration for selecting a
predicate through a case study



Overview:
The 510(k) Process

Device Advice: Premarket Notification 510(k)



https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k

What is a 510(k)?

A type of premarket submission

Demonstrate safety and
effectiveness

Substantial equivalence (SE) to a
legally-marketed device



What is a Predicate Device?

* Predicate device Legally-marketed device
e A legally-marketed device:

— was legally marketed prior to May 28, 1976 (preamendments
device)

— has been reclassified from Class Ill to Class Il or |

— has been found substantially equivalent (SE) through the 510(k)
process (includes De Novo)

The 510(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [510(k)]



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k

Predicate Device Concepts ﬂ
Multiple Predicate:

— Combine features from two or more predicate devices with the same
intended use

— Market a device with more than one intended use
— More than one indication for use under the same intended use

Reference Device:

— Need to get through Decision Point 4 on the Flowchart using a single
predicate

— May be used to support scientific methodology or standard reference values
at Decision Point 5a.



What is the Purpose of a Predicate?

Lessen burden of proof of safety and effectiveness of device:

Safety Effectiveness

Biocompatibility Labeling




Substantial Equivalence

Your device is as safe and effective as the predicate
e Same intended use

AND

 Same or different technological characteristics

— Do not raise different questions of safety and effectiveness

— Information submitted to FDA demonstrates your device is as safe
and effective as the legally marketed device



Knowledge Check

Can | claim substantial equivalence to a device
that was granted marketing authorization via the
De Novo classification process?

a. Yes
No
c. ltdepends

Device Advice: De Novo Classification Request



https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request

How to Choose Your Predicate Device



Steps for Selecting Valid Predicate

ldentify Intended Use

Search Similar Products

4

Compare Technology

Compare Performance

12



Case Study:
Intervertebral Body Fusion Device



What are Intervertebral Body
Fusion Devices (IBFs/Cages)

A device that is inserted
into the intervertebral
body space of the cervical
thoracic, or lumbosacral
spine, and is intended for
intervertebral body
fusion.



‘lﬁ Intended Use

Intended Use Indications for use

The general purpose of the device or its || Describes the disease or condition the

function. This includes the indications device will diagnose, treat, prevent,

for use. cure or mitigate, including a description
of the patient population for which the
device is intended.

Example:

Indications for Use

The Bluestone Synergy cervical (Slate Lavaflow) implants are intervertebral body fusion devices

indicated for use with autograft and/or allogenic bone graft comprised of cancellous and/or
corticocancellous bone graft when used as an adjunct to fusion in patients with cervical disc disease... 15



Steps for Selecting Valid Predicate

ldentify Intended Use

Search Similar Products

4

Compare Technology

Compare Performance

16



5 Searching Similar Products

* Trade names of similar devices
 Manufacturer(s) of similar devices
* 510(k) numbers for similar devices
* Product codes

* Classification regulation

Medical Device Databases



https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases

w Device Advice

Webpages:

e C(Classify your Medical Device

e How to Find and Effectively Use Predicate Devices

CDRH Learn:
e How is My Medical Device Classified?

Device Advice: Comprehensive Regulatory Assistance



https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
http://fda.yorkcast.com/webcast/Play/17792840509f49f0875806b6e9a1be471d
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases

FOA

Product Classification
© FDAHome @ Medical Devices @& Databases

This database includes:
# alist of all medical devices with their associated classifications, product codes, FDA Premarket
Review organizations, and oifher regulatory information.
learn more. .

Search Database 8 Help ¥) Download Files

Device | | Product Code D

Review Panel | v Regulation Number :
Submission Type | | Third Party Elligible

Implanied Device Life-Sustain/Support Device Device Class | V|

Summary Malfunction Reporting
| Go to Quick Search | Clear Form
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/pcdsimplesearch.cfm
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Product Classiﬁcation .

© FDAHome @ Med vices © [Databases s
I ;o:'ohlmmms I m[lli_g,lu Results per page 10 v
New Search X Export To Excal ¥ Hep
gl b | R | e
Target. Fusion And Stereascopic 805 886 1
MAX Intervernts Intervertebeal Body Fusion Device 888 3080 2
‘ NKB Thoracolumbosacral | Thoracolumbosacral Pedicle Screw System 888 3070 2 |

NKG Postenor Cemical Screw System Postenor Cervical Screw System 888.3075 2
NQP Posterior MetalPolymer Spmal System, £ Thoracolumbesacral Pedicle Screw System 8883070 2
NVE Intervedtebeal Fusion Device With Bone Graft, Solid-Sphere, Lumbar Unclassified
QDpP plervertebeal Fusion Device With Bone G Intervertebeal Body Fusion Davice 888.3080 2
Q) Besochable Spinal Intervedebeal Body £1 Spnal Intervertebral Body Fixaton Orth 888 3060
QM Resohatie Spinal Intervenebeal Body £ Spnal Inervertedral Body Fixation Orth 8688.3060 2
OQR nervertehral Bogy Graft Containment Devece 888.3085 2
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‘é Intervertebral Fusion Device oA

Product Classification Device Intervertebral Fusion Device With Eone Graft, Lumbar
Regulation Description Interveriebral body fusion device.

s Sewich Ak 4g Sewch Nasut Definition
Intended to stabilize spinal segment to promote fusion in order to restrict
Devace tervarietrsl Fusion Dewce Wi Bane Graf Lumita motion and decrease pain using bone graft.

Regulation Descriphion

Definmon

Physical State
Technical Mettisd
Targot Area

Raguution Meacal Spwcaty

Revirw Panel Submission Type 510(K)
SRSkl Regulation Number 88 30280
Device Class 2

Promanse! Reverw MRoned Devions (OMT ¢

Sutirression Type
Ragubatios Nurmibes L} ]
Device Class

Total Proguct Life Cycle (TPLC) TPLC Praduct Code Reoart
GNP Exermpt?

Symrmaty Mathnchon

Reporting

Irglantad Device? ve

Lite Sawl

—p Recognized Consensus Standards
S M AEDE S 0 B Bk 11-185 ASTM F2267-04 (Reapproved 2018)
g ot Corrwoss Siandard Test Method for Measuring Load Induced Subsidence of Intervertebral Body Fusion Device
YO IR 40 NI Under Static Axial Compression
' 11-197 ASTW F933-86 (Reapproved 2013)

Third Party Review

FDA Guidance Document Database 22



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/refuse-accept-policy-510ks

‘4 Code of Federal Regulation (CFR)

Mew Search Help | More About 21CFR

= .o Related
@ Information

dewvices that

ntervertebral body fusion

lude any

dewices

b 4

Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program 23



https://www.fda.gov/media/114034/download
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510(k) Premarket Notification

2 FDAHome & Medical Devices & Databases

A ST0K) is a premarket submission made to FDA to demonstrate that the device to be marketed is as safe
and effective, that is, substantially equivalent, to a legally marketed device {(section 5130){1)(A) FD&C Act)
that is not subject to premarket approval.

Learmnm more. ..

Search Database 8 Help * Download Files
Center il | Combination Products |

Device Mame | Redacted FOIA 510(k) [

|

Applicant MName | | Cleared/spproved In Vitro Products [
|
|

Panel il | Third Party Reviewed [
Decision e |

Decision Date | | to | | Clinical Trials [
Sorl by | Decision Date (descending) V|

Cuick Search Clear Form
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510(k) Premarket Notification

© FDAHome © Medical Devices @ Databases
1to 10 of 500 Resulis * 1 v

_oneznreie ] e DDEEEEDEEEIE Revsroroe )
05/03/2021
New Search EExpon fo Excel | Download Files | More About 510(k)
Device Name s Applicant . 510(K) B Decision
Number Date

Prolift Latera! Helo Fixated Life Spine, Inc. K210061 04/30/2021
Expandable Titanium Plf/Tlif System Spectrum Spine, LLC K201024 04/29/2021
1dys Alif 3dti CLARIANCE K200919 | 04/12/2021
Blustone Synergy Interbody Fusion System Blustone Synergy, LLC K203520 04/07/2021
1dys LIif 3dti Clariance, SAS K202032 | 04/01/2021
Lucent 3d Spinal System Spinal Elements. Inc. K203254 03/26/2021
Tore-L Interbody Fusion System Integrity Implants inc K203038 03/26/2021
Prolift Wedge Expandable Spacer System Life Spine, Inc. K203361 03/17/2021
Hexanium TIif SpineVision SAS K210359 03/10/2021
Forza Ti Spacer System Orthofix Inc. K203576 | 03/03/2021
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|

Device Classification Name  Interveriebral Fusion Device Vith Bone Grzfl, Cevical

310{K) Number K203520
Device Name Blustone Synergy Inferbody Fusion Sysiem
Applicaat Blustone Synesgy, LLC
5520 Veniana Ct
Puegio, CO 81005
Applicant Contact Tom Gen¥y
Correspondent MRC Global, LLC

9085 E Mineral Cir, Sute 110
Centenniai, CO 80112

Corespondent Comtact  ChrisEing Sofer

FUA

Re: K203520

Trade/Device Name: Blustone Synergy Interbody Fusion System
Regulation Number: 21 CFR 888.3080

Regulation Name: Intervertebral Body Fusion Device

Regulatory Class: Class I1

Product Code: MAX, ODP

Dated: February 5, 2021

Received: February 10, 2021

Dear Christine Scifert:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced

Regiuﬁm mmw 8%3080 mPMTME?;:F:&L‘;km SERVICES Z:mwm m:momzo
Classification Product Code 0DP Indications for Use Swe PRA Statununt ek
Subsequent Product Code  MAX :'1%(;:( [:m-v W xomm) K203520
Date Received 1201200 Page of 2
Decision Date 14072021

Decision SubstanSely Equivaient (SESE

Reguiati@ Medical Specialty Ommw:c 510(k) Summary

510k Review Panel Orinapedic i Blustone Synergy Interbody Fusion System

Summary = April 6, 2021

Type radihona

Reviewed By Third Party ~ No
Combination Product No
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Company:

Company Contact:

Official Correspondent:

Trade Name:

Common Name:

Classification:
Regulation Number:
Panel:

Product Code:

K203520
Page 10of 3
510(k) Summary
Blustone Synergy Interbody Fusion System
April 6, 2021

Blustone Synergy, LLC.
5520 Ventana Ct.
Pueblo, CO 81005
Phone: (800) 232-9108

Tom Gentry

Admin Manager - Blustone Synergy, LLC
admin@blustonsynergy.com
760-992-6118

Christine Scifert ~ MRC Global, LLC
Christine, scifert@askmrcglobal.com
901-831-8053

Blustone Synergy Interbody Fusion System

Intervertebral Fusion Device With Bone Graft, Cervical
Intervertebral Fusion Device With Bone Graft, Lumbar

Class I
21 CFR 888.3080 (Intervertebral body fusion device)
Orthopedic

0DP, MAX

FUA

Device Description:

The Blustone Synergy Interbody Fusion System is composed of cervical and lumbar interbody fusion
devices. The BluStone Synergy Slate Lavaflow System is a Titanium Plasma Coated cervical interbody
fusion system comprised of parallel and 6° lordotic cages in two footprints with varying heights designed
to accommodate patient anatomy, and may be implanted as a single device via an anterior approach. The
Blustone Synergy Lumbar Interbody Lavaflow System is a Titanium Plasma Coated lumbar interbody fusion

Indications for Use:

BluStone Synergy Lumbar Interbody Lavaflow System (Basalt LAVAFLOW, Magma LAVAFLOW, Obsidian
LAVAFLOW):

The Blustone Synergy lumbar (Lavaflow) implants are intervertebral body fusion devices indicated for use
with autograft and/or allogenic bone graft comprised of cancellous and/or corticocancellous bone graft
when used as an adjunct to fusion in patients with degenerative disc disease (DDD) at one level or two

Substantial Equivalence:
The subject Blustone Synergy Interbody Fusion System is substantially equivalent to the following
predicate devices:

Primary Predicate:
. Blustone Synergy Interbody Fusion (K171893; S.E. 09/08/2017)

Performance Testing:

Mechanical testing, including expulsion, dynamic compression per ASTM F2077, and wear debris
analysis per ASTM F1877 have been performed on the subject Blustone Synergy cervical interbody
devices and the results have shown them to be substantially equivalent to the predicate interbody
devices.
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MFreedom of Information Act (FOIA).

* FDA's Freedom of Information Homepage

* CDRH FOIA: How to Get Records from CDRH
 CDRH FOI Reference Sheet

* How to Make a FOIA Request

 CDRH FOIA Electronic Reading Room

* FOIA Fees



https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/about-center-devices-and-radiological-health/cdrh-foia-how-get-records-cdrh
https://www.fda.gov/medical-devices/overview-device-regulation/cdrh-freedom-information-foi-reference-sheet
https://www.fda.gov/regulatory-information/freedom-information/how-make-foia-request
https://www.accessdata.fda.gov/scripts/cdrh/devicesatfda/readingroom.cfm
https://www.fda.gov/regulatory-information/freedom-information/foia-fees

Search Registration and Listing Database |[&

({ Department of Health & Humano Services

Folow FOA | En Espeficd

02y U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation Emitting Products | Vaccines, Blood & Biologics | Animad & Vetermary | Cosenetion | Tobacco Products

Establishment Registration & Device Listing

.1 %0 10 of 160 Resuns \i Product Coge : MAX m -:: EJ :-] li LGJ ‘_,. LE] _9-] w I:-] Resits per Paga | 10 v
i New Search

Establishment Current
i moer
Name ’ Regtstration N Registration Yy
IDMEDICAL SAS FRANCE 016460850 2021

Fusign Davcs Seam AL-T Contract Nomfactiper
Fyson Davea 818 T Contract Marfactures
Fysion Daycs hpare T Contract NMarfactiver
Fusien Davce With Booe Graf] Lumpar - Scanst AL-T Sacured Lumbar

= Contract Manufactures
Caga

10 SYSTEMS - LAYERWISE BELGIUM 3010705204 2021

Contract Warmfactiesr
Contract Maresfactives
Contract Marfactuves

Contract Manufactieer

ALbusion Deyice Contract Mamfactueer

w all 7 \atings Fos 34

AWEBEUBY NETHERLANDS 0111275687 2021

Establishment Registration & Device Listing Database 29



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm

FUA

Steps for Selecting Valid Predicate

Search Similar Products

ldentify Intended Use

Compare Technology

Compare Performance

30




5 Technological Characteristics ™

* Materials

* Design

* Energy Source
* Other Features



. FOA
V Compare Technological Features .
| MNewDevice | PredicateDevice

T LS
Device Image EP e
»q-,‘-% ~
i 30x26mm, 6° 30x25mm, 5°
12€ 30x26mm, 10° 30x25mm, 10°

PEEK, Ti-6Al-4V PEEK, Ti-6Al-4V

Material

Unique 4 screws, coverplate 3 screws
Features

32
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Steps for Selecting Valid Predicate

Search Similar Products

ldentify Intended Use

Compare Technology

Compare Performance

33




i Performance Characteristics

e Well-established scientific methods
— Guidance Documents
— Standards

e Safety and Performance Based Pathway

* Expected performance
— Medical Device Reporting (MDRs)

 Manufacturer and User Facility Device Experience (MAUDE) database
— Recalls, Market Withdrawals, & Safety Alerts



https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts

Knowledge Check ﬂ

Which database is NOT useful for determining
your predicate device?

a. Premarket Notification 510(k)
b. Registration & Listing
c. Standards

d. Product Classification



Summary

Discussed the 510(k) process and substantial
equivalence.

Described what is a predicate device and key factors
to consider when choosing a predicate.

. Applied the resources available to determine your
predicate through a case study example.



Resource Type Resource Title

FDA Guidance

FDA Guidance

Database

Video Training
Modules

FDA Webpage

Device Advice
Webpage

Device Advice
Webpage

Device Advice
Webpage

Resources

The 510(k) Program: Evaluating
Substantial Equivalence in Premarket
Notification [510(k)]

Requests for Feedback and Meetings for

URL

www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-
program-evaluating-substantial-equivalence-premarket-notifications-510k

www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-

Medical Device Submissions: The Q-
Submission Program

Medical Device Databases

CDRH Learn

FDA's Freedom of Information Homepage

feedback-and-meetings-medical-device-submissions-g-submission-program

www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

www.fda.gov/training-and-continuing-education/cdrh-learn

www.fda.gov/regulatory-information/freedom-information

Premarket Notification 510(k)

Classify your Medical Device

Device Advice: De Novo Classification
Request

www.fda.gov/medical-devices/premarket-submissions/premarket-notification-
510k

www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-
device

www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-
request



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k
https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request
https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request

Questions
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