[bookmark: _GoBack]Note:  Certain sections aren’t needed depending on how certain questions are answered.  For example, the sterilization section, biocompatibility section, software section, etc aren’t necessary if the applicants indicate the device isn’t sterilized, doesn’t contact the patient, or doesn’t use software, respectively.  The Verification and Validation section on page 25 – 26 below is only needed for Special 510(k)s.  Other sections will also not be required depending on how certain questions are answered (e.g., labeling, performance testing, clinical testing, etc).
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() Device Description
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@ Preliminary Information | () Premarket Notification | City: [Silver Spring
) General ntroducion State, Province, or Tertitory:
) Document Type. =

Post Office or Zip Code:

200930001

Phone Numbers.

Telephone number:

(301) 796-6462 Ext

Faxnumber:

Reference Numbers (for the Establishment Name specified above)

FDAEstablishment Identifer (FEI):

Central File Number (CFN):

D8B D-U-N-S Number:

Registration Number:

‘OwneriOperator Number:

Help Finding Registration and Owner/Operator Numbers for Devices
Help Finding Blood Establishment Registration Numbers

Is there a consultant/ correspondent for this application?

7
‘

Is there a manufacturer, packager, or sterilzer at an address different from the above?

7
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J General Introduction
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2 510(K) Introduction
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‘le @

Contact
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Email Address: [Nelson Anderson@foa s gov
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City. [siiver Soring. =
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(¥J Document Type
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(¥J Consultant Information
54 Manufacturing, Packaging and Sterilization Sites.
() Related Submissions

) Standards

Otner Standards
() Device Description
() Indications for Use

@ J = ] = J o * ®
E Details of Selected Site:
State, Province, or Tertory: E
Colorado ~

Post Office or Zip Code:

21122

Phone Numbers.

Telephone number:

(240) 867-5309 Ext

Faxnumber:

Reference Numbers (for the Site Name specified above)

FDAEstablishment Identifer (FEI):

Central File Number (CFN):

D8B D-U-N-S Number:

Registration Number:

‘OwneriOperator Number:

Help Finding Blood Establishment Registration Numbers

Help Finding Registration and Owner/Operator Numbers for Devices
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Screen: Related Submissions

@ preliminary Information | ) Premarket Notification |

J General Introduction

(¥J Document Type

2 510(K) Introduction

(3 Administrative Information
() Cover Letter

(¥ Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
/) Related Submissions.
) Standards

Otner Standards
() Device Description

() Indications for Use

Are there prior related submissions for the subject device(s)? Prior related submissions of the subject device are submissions for which FDA

provided feedback related to the data or information needed to support substantial equivalence (e.g. submission numbers for Pre-Submission, IDE,

® [[ves =
prior not substantially equivalent (NSE) determination, prior submission that was deleted or withdrawn).

informaton related o Substaniial Equivalence was provided by FDA In any prior submission(s),please proide the pior submission number(s) regardiess of outcome). @
] sa]=j s [23]
k010001
010001
laot0002

30150 items inthe list (1 required)

Please upload copies of prior FDA feedback (e.g. letter, meefing minutes) regarding issues related to a determination of substantial equivalence. Please also
ensure the uploaded documentation identifies the location in the submission where these issues are addressed.

@/s[=Jaje]>

Title I Name. I
Animal Study 1.pdf

1 itemin the list

Date I

|Animal Study 1 1211312013 10:27:44 Al

Size. L
153KB CAUsers\PLADocuments\ProjectsleSubr <]

Ifthere were no prior related submissions for the subject device(s), please state this here.
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() Cover Letter
(¥ Applicant Information
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) Standards.

Otner Standards
() Device Description
() Indications for Use

ifthere were any deviations with the cited standards, please describe these deviations in the Details box below.

Please listthe FDA recognized standards used in your submission (f any). If only certain sections were used, Gite these in the Details box below per each standard. In addition,

3| =

0items inthe list

Title and Reference Number | Year

|_Category |

Organization. ]

‘Standards details

Were any Non-FDA recognized standards used (standards not found and added within the above list)?
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J General Introduction
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2 510(K) Introduction

(3 Administrative Information
() Cover Letter
() Applicant Information
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) Standards
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) Device Description
() Indications for Use

E Devices Included in Application

Devices by Model

2= e [3]

30110 items inthe list (1 required)

Trade Name I Model Version/Number

An example of a long trade name An example An example of along trade name An example of a long frade name.

333333333333333333333333333333333333 | 3333333333333333333333333333333333333333333333333333333333333333

Ell

General Device Characteristics.

s the device lfe supporting or lfe sustaining? o v
Are there any director indirect patient contacting components? Mo ~
* | Isthe device or a component an implant? ?
Does the device use sofwarefirmware? i No
* | Does the submission contain software that would be considered a Mobile Medical Application? ?
Does the device or a component need sterilization (by manufacturer or user)? o v
s the device or a component for single person use? Mo ~
s the patient contact component(s) reusable? No ~
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@ Preliminary Information | (3 Premarket Notification

J General Introduction

(¥J Document Type

2 510(K) Introduction

(3 Administrative Information
() Cover Letter
() Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions

) Standards

Otner Standards
) Device Description
() Indications for Use

Is the patient contact component(s) reusable?

o =)

* | Please identiy the device(s), andlor accessory(ies), andlor componeni(s) that are reusable.

* | Please specificaly cte the attachment(s) and page number(s) where the cleaning/disinfection instructions are located in the Iabeling, or provide a rationale for why

cleaning/disinfection instructions are not required.

g

The environment for use ofthe devicelsystem includes...(choose al that apply) @ | [ Hospital Environment
[vI Home Environment
[ Magnetic Resonance (R) Environment
[£] Transport (Ambulatory) Environment
[ Other Environment

Is the device a combination product? ?

product being submitied here was assigned to CDRH.

© | Please provide the Request for Designation (RFD) number that established that the device or combination @

Is the device electrcal (battery or wall powered)?

[No,the device s notetectrical  ~|

* | Does the devicelsystem include wireless technology?

| D WIS LSS U WSS gy

v
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@ preliminary Information | ) Premarket Notification |

tep

Step3 | Device Description

J General Introduction

(¥J Document Type

2 510(K) Introduction

(3 Administrative Information
() Cover Letter
() Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions

) Standards

Otner Standards
) Device Description
() Indications for Use

Please provide a Device Description Summary below, and ensure itincludes an explanation of how the device funciions, the scientific concepts that form the basis for
the device, and the significant physical and performance characteristics of the evice, such as device design, material used, and physical propertes. Ifyou choose to
have eSubmitter produce a 510K summary for you at the end of tis template (in the Administrative Documentation page), you mustinclude this information, in

‘accordance with 21 CFR 807.92(a)(4). Ifa 510(K) Summary will be produced, the information you enter below will be made publicly available on our website if your
device is cleared.

‘ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DEVICE DESCRIPTION SUMMARY BELOW.

Device Description Summary

Device Description Documentation
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Device Description Documentation

J General Introduction

(¥J Document Type
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(3 Administrative Information
() Cover Letter
() Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions

) Standards

Otner Standards
) Device Description
() Indications for Use

Title | Name. | Date.

IDevice Description Details Device Description Details._. 12/13/2013 10:27:44 AM

Device Pictures, llustrations, Schematics, andlor Diagrams. Attach a justiication ifthe device does not have a physical form.

@ s [=Ja] a3

Title | Name. | Date.

IDevice Pictures and Schematics 'Device Pictures and Schem... 12/13/2013 10:27:44 Al

Device Components/Accessories/System

Is the device intended to be marketed with muliple components or accessories?

« | Listall ofthe components and accessories to be marketed with the subject device.

@ N = @ 3

0.0f 10 items in the list

il
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Last Modified:  03/09/2016 08:59:8 AM

ReportType:  CDRH:510(K) Premarket Notifcations Date Packaged: 030912016 05:598 Al
@ Preliminary Information | (3 Premarket Notification * | Please include a description of each component or accessory (see help text for the information we request be included). Please also provide the submission [}

J General Introduction

(¥J Document Type

2 510(K) Introduction

(3 Administrative Information
() Cover Letter
() Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions

) Standards

Otner Standards
) Device Description
() Indications for Use

number f the component or accessory was previously cleared, granted or approved (or a statement that itwas not).

g

* | Component/ Accessory Pictures, lilustrations, Schematics, andlor Diagrams

@SN = @ 3

Title | Name. Date. Size

0items inthe list

Device Regulation Information

Primary Regulation and Associated Device Product Code(s)

#] =]

Product Code | Product Code Name. I
PR ‘STIMULATOR, MUSCLE, POWERED
NGX 'STIMULATOR, MUSCLE, POWERED, FOR MUSCLE

CONDITIONING.
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@ preliminary Information | ) Premarket Notification |

J General Introduction

(¥J Document Type

2 510(K) Introduction

(3 Administrative Information
() Cover Letter

() Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions
) Standards

Otner Standards
) Device Description

() Indications for Use

o Other Regulations cannot contain  Class Il product code unless also designated within the Primary Regulation.

Other Regulations and Associated Device Product Code(s)

e

#] =] teminthett

ProdudCote | Produc Code Nams _Devios Gass | Glasiicaon Panel_| crr

o EIECTROSURGIGAL CUTTING § COMGULATION S eI GeNERALAND FECTROSURGIGAL CUTTING
AcotssoRits PLASTIOSURGERY  AGGESSORIES.

< —

Reguiaton Documentaon

‘GEIis an 0dd one {0 add to IPF, but this is just a test you know.

Guidance or Special Controls Adherence

Ifyou choose to use an alfernative approach in comparison to whatis stated i the applicable guidance or special controls, please provide a rationale for this alterative
‘approach below.

>
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Screen: Indications for Use

@ Preliminary Information | () Premarket Notification |

J General Introduction

(¥J Document Type

2 510(K) Introduction

(3 Administrative Information
() Cover Letter
(¥ Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions

) Standards

Otner Standards
() Device Description
) Indications for Use

“The Indications for Use should include  general description of the diseases or conditions that the device wil diagnose, Ireat, prevent, cure, or mitigate, including a
description, where appropriate, of the patient population for which the device s infended. The information you enter below will be made publicly available on our
website f your device is cleared.

‘ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE INDICATIONS FOR USE BELOW.

Please provide your Indications for Use below.

Fhis s the naications fr use

Prescription (Rx) or Over-the-Counter (OTC) @2 |[Both Rx& OTC

Intended Population

71 Adults (areater than 21 vears of age) =





image20.png
EREIEICIE

Screen: Premarket Notification Type.

‘3 Preliminary Information @ Premarket Notification

) Premarket Notification Type|
2 Substantial Equivalence Comparison
52) Predicate and Reference Devices
() Substantial Equivalence Comparison
2 Labeling
() Labeling
2 Reprocessing, Sterilization and Sheff-Life
() Reprocessing Information
Sterization information
(2 ShelfLife
() Reprocessing, Sterilization and Shelf-Life Documental
Biocompatibilty
Patient Contact Materials
Biocompatibilty Reports and Documentation
Sofware/Fimuare
Software Description
Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
2 Performance Testing
() Performance Testing Summary
Bench Testing

Animal Testing

Clinical Testing
Valigation

Verification &

() References
References Documents

(¥ Administrative Documentation

Premarket Nofiication Type

Does this Abbreviated 510(k)rely on  guidance document andlor special controls, or does it rely on an FDA.
recognized standard?

‘There are three types of Premarket Notification 510(k)s that may be submitted to FDA: Traditional, Special, and Abbreviated. The Special and Abbreviated 510(k)
‘methods were developed under the "New 510(k) Paradigm" to help streamiine the 510(K) review process.

Traditional 510(k)

A Traditional Premarket Notification (510(K) i  type of premarket submission that is intended to demonstrate that the device to be marketed is at least as safe and
effective as a legally marketed device (21 CFR 807.92(a)(3)) that does not require PMA. Tn order to determine if a device is substantially equivalent (SE), FDA
‘considers intended use, design, energy used or delivered, materials, chemical composition, manufacturing process, performance, safety, effectiveness, labeling,
biocompatibility, standards, and other characteristics, as applicable.

‘The purpose and content of a Premarket Notification (510(k)) is described in 21 CFR 807 87. the guidance document "Format for Traditional and Abbreviated
510(k)s" and at the website entitled "Howw to Prepare a Traditional 510(k)"

Abbreviated 510(k)

An Abbreviated 510(K) is different from a Traditional S10(k) in that it relies more on the use of guidance documents, special controls, and recognized standards for
Substantial Equivalence determinations. An Abbreviated 510(k) submission must include the required elements identified in 21 CFR 807 87 (Information required in 2
premarket notification submission). Under certain conditions, you may not need to submit test data in an abbreviated 510(k).

Device manufacturers may choose to submit an Abbreviated 510(K) when:
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‘Submission Name: K167004 Last Modified:  03/18/2016 08:01:55 AM
Report Type: CDRH: 510(K) Premarket Notiications Date Packaged: 03/09/2016 08:59:8 AM
Outline Screen: Predicate and Reference Devices.

() Premarket Notification Type.

) Substantial Equivalence Comparison
&) Predicate and Reference Deices.
() Substantial Equivalence Comparison

2 Labeling
() Labeling
2 Reprocessing, Sterilization and Sheff-Life
() Reprocessing Information
Sterization information
(2 ShelfLife
() Reprocessing, Sterilization and Shelf-Life Documental
Biocompatibilty
Patient Contact Materials
Biocompatibilty Reports and Documentation
Sofware/Fimuare
Software Description
Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
2 Performance Testing
() Performance Testing Summary
Bench Testing
Anima Testing
Clinical Testing
Verifcation & Validation
() References
References Documents
() Administraive Documentation

2 | = | = J[ w

tem:1 | Details on the selected PredicateReference Device

Predicate Device

Is this a Preamendment or Exempt device without a submission number?

9o

Predicate Submission Number

@9 ([k150001

Predicate Device Trade Name

@ @ |[Predicate Trade Name

Predicate Product Code.

ProductCode |

Product Code Name
3

'STIMULATOR, MUSCLE, POWERED

=77 o
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‘Submission Name: K167004 Last Modified:  03/18/2016 08:01:55 AM

ReportType:  CDRH:510(K) Premarket Noifications Date Packaged: 0310912016 08:59:8 Al
9 prefiminary information | @ Premarket Notifcation Information on the Predicate Devices
() Premarket Notification Type.
) Substantial Equivalence Comparison o fthe device has diflerent ndications for use in comparison to the predicate device(s), provide a rafionale of why the difierences do not impac safety and
42 Precicate and Reference Devices effectiveness. In addition, descrine why the diflrences do not constitute a new intended use. ithe indications for use are the same, state this n the text box below.

o Eh::::hﬂ Exuhvalencs Comparison, Watthe end ofthis template (inthe Adminisirative Documentation page) you choose to have eSubmiter produce a 510K summary for you, and he Indications are

differentin comparions to your predicate device(s), you must include the information from 21 CFR 807.92(a)(5) n this rationale. If a 510(k) Summary will be.

(3 Laeling produced, the information you enter below wil be made publicly available on our website ifyour device is cleared.
(3 Reprocessing, Sterilization and Shelf-Life.
(¥ Reprocessing Information ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE RATIONALE BELOW.
Sterilzation Information
() ShelfLife Rationale for why the different indications for use in comparison to the predicate device(s) do notimpact safety and effectiveness.
) Reprocessing, Sterlization and Shelf-Life Documenta [Problem: Batteries are not being properly reviewed by reviewers, leading to adverse events caused by battery failure. These failures include, but are not |
i limitedto: unexpected battery depletion, battery leakage, battery explosion, early battery death.

et Soluon: A dynamic guide s beingproduced that elps  reviewer Know what deviceloatey featuresfo ook for o ensure the bater s negrated o he g
Biocompatibility Reports and Documentation device. This guide will also ensure the choice of battery, charging circuitry (if applicable), battery Iabeling, etc are optimal and safe for the intended use of the
SotvaroFmuare

device. This guide will be based on standards and experience ffrom battery reviewers, and will use adverse event reports for focusing the questions. E
‘Software Description
. fthe device has the same technological characteristics (e, design, material, chemical composition, principle of operation, energy source, etc.) as the predicate.
23 Elecomagnetic Compativilty and Electical, Wechanical device(s) identified above, include a summary in the memo box below of the technological characteristics of the new device in comparison to those of he predicate

device(s). Or,ifthe device has diferent technological characteristics from the predicate device(s), include a summary of how the technological characteristics of the.

) Performance Testing ‘device compare to a legally marketed device(s) identified above.

(3 Performance Testing Summary

Bencn Testng Ifatthe end of his tempite(inthe Admiistaive Documentaton page) you choass 1 have eSubmitr produce 3 510K summary for you, you must include the
Animal Testing information from 21 CFR 807.92(a)(6) in this description. If a 510(k) Summary will be produced, the information you enter below will be made publicly available on
Clinial Testig ourwebsit fyour device s clsared.
Verticaton & Valiaton
) References ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DESCRIPTION BELOW.

References Documents
(¥ Administrative Documentation

‘Summary of technological characteristics of the new device in comparison to those of the identified predicate evice(s) or legally marketed device(s).

Problem: Batteries are not being properly reviewed by reviewers, leading to adverse events caused by battery failure. These failures include, but are not =
limited to: unexpected battery depletion, battery leakage, battery explosion, early battery deat.
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3 Preliminary Information @ Premarket Notification device(s) identified above, include a summary in the memo box below of the technological characteristics of the new device in comparison to those of he predicate

device(s). Or, if the device has different technological characteristics from the predicate device(s), include a summary of how the technological characteristics of the
&) o o Gomaron P o
{32) Predicate and Reference Devices
/) Substantial Equivalence Comparison

Ifatthe end ofthis template (in the Administrative Documentation page) you choose to have eSubitter produce a 510K summary for you, you mustinclude the
information from 21 CFR 807.92(a)(6) n this description. If a 510(k) Summary will be produced, the information you enter below will be made publicly available on

23 Laeling our website f your device is cleared.
(¥ Labeling
(=) Reprocessing, Sterilization and ShelfLife ‘ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DESCRIPTION BELOW.

(¥ Reprocessing Information ‘Summary of technological characteristics of the new device in comparison to those of the identified predicate device(s) or legally marketed device(s).
Sterilzation Information

() ShelfLife Problem: Batteries are not being properly reviewed by reviewers, leading to adverse events caused by battery failure. These failures include, but are not 4]
limited to: unexpected battery depletion, battery leakage, battery explosion, early battery death.

(2J Reprocessing, Sterilization and Shelf-Life Documental

Biocompatibilty ‘Solution: A dynamic guide is being produced that helps a reviewer know what device/battery features to look for to ensure the batteryis integrated into the. g
Patient Contact Materials device. This guide will also ensure the choice of battery, charging circuitry (i applicable), battery labeling, etc are optimal and safe for the intended use of the
Biocompatibiity Reports and Documentation device. This guide will be based on standards and experience ffrom battery reviewers, and will use adverse event reports for focusing the questions. =

SomiareFrmuare
Softuare Descrption Substantial Equivalence Comparison
Softuare Documentaton

(%) Eleciromagnetic Compatibilty and Electrical, Mechanical

Please attach your Substantial Equivalence Comparison in tabular format. Microsoft Word and Excel documents, as well as Adobe PDF documents, are acceptale.

2 Performance Testing file types o attach. Please ensure the table(s) includes a comparison of the Indications for Use as well as a comparison of the pertinent technology charactefistics of
) Performance Testing Summary your eice and your predicate device(s).
o @ s [=Jaje]s 1 item in the st
Clinical Testing Title. L Name L Date L Size L Pat
Veriicaton & Validation 'S8E Comparison ‘S8E Comparison pd 12132013 1027.44A0 163KB CUsersPLADocuments Projecilesubri <]
() References

References Documents
(¥ Administrative Documentation
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‘3 Preliminary Information @ Premarket Notification

Labeling must conform to the requirements setforth in the Code of Federal Regulations Section 21 CFR 801. We also strongly recommend you consult standard E
S5 Promartatoticaton Type AAMI ANSI ESB0501-1:2005(R)2012 Section 7 for applicable labeling that may be necessaryfor your device it is slectical (consut IS0 14708-1 instead for

mplanatle components
) Substantial Equivelence Comparison >

) Predicate and Reference Devices =
21 Substantl Equivalence Comparisan T e
2 Labeling
= BT Are the instructions adequate for Over-the-Counter (OTC) use? 9
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
Sterilzation Information
(2 ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
Biocompatibility - Packaging and Shipping Labeling
Patient Contact Materials sz )
Biocompatibilty Reports and Documentation

7
‘

Are labeling symbols verbally described? 9

Whatis the MR safety status for the device(s) in the submission? 9

Please attach pictures that demonstrate the labeling on any applicable packaging used i the transportation of the device. Pictures in JPEG, PNG and PDF formats are @

Sofware/Firmware. ‘acceptable file types to attach. This includes, butis not limited to: the device packaging, sterile packaging, boxes, and shipping containers.
Software Description p
. e[ [=]a] e 2 1tem nhe st
Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical Title I Name I Date I Size I Pat
3 Pertormance Testing Packaging Packaging paf 2132013102748 A 153KB CilUsers\PLADocuments Projects\eSubr 4]

(3 Performance Testing Summary
Bench Testing

Animal Testing

Clinical Testing
Verification & Validation Complementary Labeling
() References

References Documents Please atiach electronic copies of the Manuals, User Instructions, Inserts, Directions for Use andlor Instructions for Use that are intended for use with your device. This

(¥ Administrative Documentation includes instructions that may be downloaded or viewed on a website. Adobe PDF and Microsoft Word documents are acceptable filetypes to attach.

elw[=fajaelo

1itemin thelist | |~
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Screen: Labeling

‘3 Preliminary Information @ Premarket Notification

() Premarket Notification Type.
) Substantial Equivalence Comparison
) Predicate and Reference Devices
() Substantial Equivalence Comparison
2 Labeling
) Labeling
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
Sterilzation Information
(2 ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
Biocompativilty
Patient Contact Materials
Biocompatibity Reports and Documentation
Software/Firmuare
Software Description
Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
() Performance Testing Summary
Bench Testing
Animal Testing
Clinical Testing
Verification & Validation
() References
References Documents
(¥J Administrative Documentation

Step3 | Complementary Labeling

Please atach electronic copies of the Manuals, User Instructions, Inserts, Directions for Use andor Instructions for Use that are intended for use with your device. This
includes instructions that may be downloaded or viewed on a website. Adobe PDF and Microsoft Word documents are acceptable filetypes to attach.

EXEY N EYENE Treminte st
Tite I Name I Date [ sz | Fat
User ianual 2 par 02202014 080130 A 1719KB CiUsers PLADocumenis Projecitesubr| <

(User Manual 2

=

Citation of Specific Labeling Requirements o

Please specifically cite the attachment and page number where the prescription statement or "Rx only” exstsinthe @ @ |[page’
labeling?

Please specifcally Gte the atiachment and page number where the Indications for Use exists in the Iabeling? @ |[qwa

Please specifically cite the attachment and page number where the labeling includes statements of all conditions, @ @ |[qwaaqw
purposes or uses for which the device is intended (e.g. hazards, warnings, precautions, contraindications)

Please specifically cite the attachment and page number where the name and place of business ofthe. @9 |[awa
manufacturer, packer,or distributor is located.

Please specificallycite the atiachment and page number where the device common o usual name is foundinthe @ @ |[qwdawd
Iabeling.

Guidance and Special Controls Adherence

=77 D

Ifyou choose to use an alfernative approach in comparison to whatis stated i the applicable guidance or special controls, please provide a rationale for this alterative
‘approach below.
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O Preliminary nformation | @ Premariet Notification
() Premarket Notification Type.

) Substantl Equialence Compsrisan
&2 Predicate and Reference Devices
) Substantl Equialence Compsrisan

£ Laveiing
@) Labsiing

(3 Reprocessing, Sterilization and Shelf-Life.

) Reprocessing Information
Sterilzation Information

(2 ShelfLife

() Reprocessing, Sterilization and Sheif-Life Documental

Biocompativilty

Patient Contact Materials

Biocompatibilty Reports and Documentation

Software/Firmuare
Software Description
Software Documentation

(%) Eleciromagnetic Compatibilty and Electrical, Mechanical

(3 Performance Testing.

() Performance Testing Summary
Bench Testing

Animal Testing

Ciinicaf

Testing

Verification & Validation

() References

References Documents
(¥ Administrative Documentation

If the device(s) requires reprocessing, please consult the Reprocessing Guidance. Reprocessing documentation can be attached at the end of the "Reprocessing,
Steriization and Shelf-Life" section.

Is any device type in this submission included in Appendix E of the Reprocessing Guidance?

?
Please atiach protocols and test reports for validating the reprocessing instructions, such as for cleaning validaion, disinfection validation, and sterilzation validation.
@SN = @ 3 0items inthe list
Title | Name. Date. Size
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23 Labeling

() Labeling

(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information

) Steiization nformation

() ShelfLife

() Reprocessing, Sterilization and Sheif-Life Documental

2 Biocompatibility
2y Patient Contact iaterials

) Biocompatibility Reports and Documentation
2 SoftwarefFirmware.

() Software Description
(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
32 Cliincal Testing

Verifcation &
() References

) References Documents

() Administrative Documentation

Valigation

E Sterilized Device/Component/Accessory

Step1 | Sterilized Part

Is the steriization based on a component/accessory or device(s)?

Sterilization based on a componentiaccessory

Selectthe component(s)accessory(s) this pertains to:

@ [=] a3

|Active Electrode

10f 10 items in the list (1 required)

Sterilization based on device(s)

Selectthe device(s)this pertains to:

@ | = @ 3

=77 i

D

0.0f 10 items in the list
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‘3 Preliminary Information @ Premarket Notification

() Premarket Notification Type.
) Substantial Equivalence Comparison

) Predicate and Reference Devices

() Substantial Equivalence Comparison
2 Labeling

() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.

() Reprocessing Information

o R

2 ShelfLife

() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility

2} Patient Contact Materials

) Biocompatibilty Reports and Documentation
) Software/Firmware

() Software Description

(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.

() Performance Testing Summary

44 Bench Testing

) Animal Testing

32 Cliincal Testing

Verifcation & Validation

() References

) References Documents
() Administrative Documentation

2 J & | = J = J

E Sterilized Device/Component/Accessory

Sterilizer

Step2

Is the sterilized part packaged as sterile?

[Yes ~|

* | For devices sterilized by the end user, please specificaly cite the attachment and page number where the steriization instructions are located for the end user.

For devices sterilized by the end user, please consult the Reprocessing Guidance for the documentation you should provide.

Sterilization Method and Validation

Steriization ethod @ || Radiation (rare for End User Sterilzation) (EstA) ¥
* | Dose (for radiation) @9 |[25kcy
© | Sterilantresiduals remaining on the device (for Ethylene Oxide) @

=77 D

* | Please clarity whether a Graviy or Dynamic-Air-Removal sterilzation method is used. Please also clarfy the temperature, exposure time, and drying fime thatis.
used?

D
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‘3 Preliminary Information @ Premarket Notification

() Premarket Notification Type.
) Substantial Equivalence Comparison
52) Predicate and Reference Devices
() Substantial Equivalence Comparison
2 Labeling
() Labeling
2 Reprocessing, Sterilization and Sheff-Life
() Reprocessing Information
22) Sterization Information
2 ShelfLife

2 Biocompatibility

2} Patient Contact Materials

) Biocompatibilty Reports and Documentation
) Software/Firmware

() Software Description

(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.

() Performance Testing Summary

44 Bench Testing

) Animal Testing

32 Cliincal Testing

Verifcation & Validation

() References

) References Documents
() Administrative Documentation
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() Reprocessing, Sterilization and Shelf-Life Documental

A2 J & | = [ = ]

E Sterilized Device/Component/Accessory

used?

Please clarify whether a Gravity or Dynamic-Air-Removal sterilization method is used. Please also clarifythe temperature, exposure ime, and drying time thatis

D

g

[ Please provide a description of the sterilization chamber.

g

V(A)(1)(<). This documentation can be attached at the end of the "Reprocessing, Sterilization and Shelf-Life" section

For Novel or Established Category B sterilization methods, be sure to provide the documentation described in the Sterilization Guidance document in Part

Please provide a description of the Validation Method for the sterilization cycle.

150 111351

&
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Outline Screen: Sterilization Information
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() Reprocessing Information
o R
2 ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility
2} Patient Contact Materials
) Biocompatibilty Reports and Documentation
) Software/Firmware
() Software Description
(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
32 Cliincal Testing
Verifcation & Validation
() References
) References Documents
() Administrative Documentation

Q
() Premarket Notification Type.
-

) sunsanta Equntence Comparson 2 | & | [ = J e J.» ]

) Predicate and Reference Devices -

Sterilized Device/ComponentiAccessor

() Substantial Equivalence Comparison ftem: 1 i
23 Labeling . =

() Labeling Please provide a description of the Validation Method for the sterilization cycle. e |
(3 Reprocessing, Sterilization and Shelf-Life. 180 111351

Sterility Assurance Level (SAL) °

106

Ifa device within the submission should be "Non-Pyrogenic,” or if you are asserting a device is 9
“Non-Pyrogenic," what s the pyrogenicity test method?

Rabbit Test

documentation can be attached at the end of the "Reprocessing, Sterilization and Shelf-Life" section.

For devices Iabeled "Non-Pyrogenic’, be sure to provide the documentation described in the Sterilization Guidance document in Part V(A)4). This

Please provide a e materials used. and a description of th

Raskads test

Tyvek
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Stepa | Guidance and Special Controls Adnerence
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() Substantial Equivalence Comparison
2 Labeling
() Labeling
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() Reprocessing Information
o R
2 ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility
2} Patient Contact Materials
) Biocompatibilty Reports and Documentation
) Software/Firmware
() Software Description
(¥J Software Documentation
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(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
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Verifcation & Validation
() References
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Outine Screen: Sterilization Information

‘3 Preliminary Information @ Premarket Notification 5

B oo o oamparatn 2 J & | = J = J \ ) ® |

E Sterilized Device/Component/Accessory

=77 D

“Non-Pyrogenic,” whatis the pyrogenicity test method?

2 device within the submission should be “Non-Pyrogenic,” or ifyou are asserting a device is

[RaootTest

D

For devices Iabeled "Non-Pyrogenic’, be sure to provide the documentation described in the Sterilization Guidance document in Part V(A)4). This
documentation can be attached at the end of the "Reprocessing, Sterilization and Shelf-Life" section.

Please provide a description of the packaging, the materials used, and a description of the package test methods.

Tyvek

Guidance and Special Controls Adherence

‘approach below.

Ifyou choose to use an alfernative approach in comparison to whatis stated i the applicable guidance or special controls, please provide a rationale for this alterative

No alternative approach was used.

&
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() Premarket Notification Type.
) Substantial Equivalence Comparison
) Predicate and Reference Devices
() Substantial Equivalence Comparison
2 Labeling
() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
) Sterlzation Information
) ShelfLife
() Reprocessing, Sterilization and Shelf-Life Documental
2 Biocompatibility
2} Patient Contact Materials
) Biocompatibilty Reports and Documentation
) Software/Firmware
() Software Description
(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
32 Cliincal Testing

Verticaton & valiaton
) References

54 References Documents
) Adminitative Documentstion

% Please either provide a rationale for why a shelfife is not needed, or provide a shelflife. Once one field is completed, the other will not be required.

Please summarize the methods used to establish that device performance is not adversely affected by aging and therefore device performance will remain substantially @
equivalent o that of the predicate, or include a rationale for why the storage conditions are not expectedto affect device safety or effectiveness.

fihe deice companents are sterilzed befors use, and were Gurabity lestec. The dewce Goss not use a batery, and no bteryALT s nseded.

®

Whatis the proposed shelf lfe?

Please include a summary of the methods used to establish that device sterilityiperformance will remain substantially equivalent to that of the predicate through the proposed

shelfife, or a rationale for why testing to establish shefffe is not applicable.
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‘Substantial Equivalence Comparison
32 Predicate and Reference Devices
() Substantial Equivalence Comparison
Laveling
(¥ Labeling

Reprocessing, Sterilization and Sheff-Life
() Reprocessing Information
) Sterlzation Information
(2 ShelfLife
/) Reprocessing, Sterilization and Shelf-Life Documentation|
Biocompatibiity
2 Patient Contact Materials
22) Biocompatibilty Reports and Documentation
‘Software/Fimware
(%) Software Description
() Software Documentation

Electromagnetic Compativility and Electrical, Mechanical and|
Performance Testing
() Performance Testing Summary
34 Bench Testing
(3 Animal Testing
) Ciinical Testing

Verifcation & Validation
References
(32 References Documents
Administrative Documentation

Report Type: CDRH: 510(K) Premarket Notiications Date Packaged: 03/08/2016 05:13:43 PM,
9 Preliminary nformation | @ Premarket Notification Please attach any Sterility, Cleaning, Shelf-Life and Reuse documentation that you believe is pertinentto the review of your device. ?
Premarket Notiication Type

AR EY R E

Title. I
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Patient Contact Material
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) Labeling Step1 | Patient Contact aterials Part
2 Reprocessing, Sterilization and Sheff-Life
23 Reprocessing Information s the patient contact matertal located on a componentaccessory of device(s)? Y
) Sterlzation Information - -
() ShelfLife Patient contact material based on a componentiaccessory
() Repracessing, Sterilization and Shelf-Lite Documental * | setecttne component(syaccessory(s)this pertains to: °
2 Biocompatibility
'+2) Patient Contact Materials @ [=] a3 1 0110 items inthe ist (1 required)
() Biocompatibiity Reports and Documentation |Acte Electrode
2 SoftwarefFirmware.
(3 Software Description
(¥J Software Documentation

(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
2 Performance Testing

) Performance Testng Summary patient,

4 Bencn Testing

0y Anima Testing

24 CinicaiTesting
Verfcation &

) References

44y References Documents
) Agministatie Documentation

contact material based on device(s)

Selectthe device(s)this pertains to:

@ | = @ 3
Valigation

0.0f 10 items in the list
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) Sterlzation Information
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2 Biocompatibility

521 Patient Contact Materials

%) Biocompatibility Reports and Documentation
) Software/Firmware

() Software Description

(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.

() Performance Testing Summary

44 Bench Testing

) Animal Testing

32 Cliincal Testing
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() References

) References Documents
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ReportType:  CDRH:510(K) Premarket Noifications Date Packaged: 031082016 05'13.43PM
Outine Screen: Patient Contact Materials
O Preliminary nformation | @ Premariet Notification pationt Contact Materials ?
() Premarket Notification Type. E
-
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52) Predicate and Reference Devices - -

Patient Contact aterial

() Substantial Equivalence Comparison ftem: 1
23 Labeling + [ Selectine device(s) s perains o: E

23 Labeling -
2 Reprocessing, Striizaion and ShelfLile e =) 29 CRAD E )

Patient Contact Materials Information

Please state the exactname and any identitable information for the particular material used.

f color additves are included, please identiy them here.

Choose intended contact of the particular material. °

Please provide the submission number (e.g., K010001)if you are aware of a previous device using the same material
with similar body contact

fyou are aware of a previous device using the same material with similar body contact, please provide any pertinent information you deem necessary in our comparison
‘of your material 1o the predicate material. I the use of your material is identical o the predicate material. and your material is identical o the final sterilzed predicate
material in formulation, processing, steriization, and geometry and no ofher chemicals have been added (e g, piasticizers, filers, color additives, cleaning agents, mold
release agents, etc), then no biocompatibiliy testing is necessary.
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() Substantial Equivalence Comparison
2 Labeling

() Labeling
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() Reprocessing Information
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) ShelfLife

() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility

521 Patient Contact Materials

%) Biocompatibility Reports and Documentation
) Software/Firmware

() Software Description
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() Performance Testing Summary

44 Bench Testing
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Verifcation & Validation
() References

) References Documents
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Outiine Screen: Patient Contact Materials

O Preliminary Information | @ Premarket Notification Patient Contact Materials ?
() Premarket Notification Type.
) Subsanta Evilence Gomparison @ | & J = | = J o @ B

Item:1 | Patient Contact Material

(¥ Administrative Documentation
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material in formulation, processing, sterilization, and geometry and no other chemicals have been added (e.., plasticizers, fillrs, color additives, cleaning agents, mold
release agents, etc), then no biocompatibiliy testing is necessary.

D

g

Choose the type oftissue contact of your patient contact material.

Duration of Contact ~
Is there a potential for repeat exposure? @9 |[yes v
Ifthere is potential for repeat exposure, please describe the circumstances here. ® | =

The device can be used multiple times in a single procedure.

‘Consult his table using the type of tissue contact and duration of contact to determine the types of biocompatibiliy tests that wil be needed. Using the result of
this table, consult the appropriate ISO 10993 standards to use in testing. The most common standards to use are ISO 10993-5 (Cytotoxicity Testing) and ISO
10993-10 (Irritation and Sensitization Testing).
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2 Biocompatibility
&2 Patient Contact Materials
) Biocompatibility Reports and Documentation
) Software/Firmware
() Software Description
(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
32 Cliincal Testing
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() References
) References Documents
() Administrative Documentation

% Please either attach biocompatibiliy test reports, or provide a rationale. Once one field is completed, the other will not be required.

Please attach any documentation (e.g., test reports) pertaining to the biocompatibilty of your device. Ifno documents were attached, please provide a rationale inthe space @
below.

AR EY YR Oitems inthe st
Title I Name Date Size. Path

This is my rationale for not providing documentation.





image38.png
S] esubrmitter - TEST SR R R——— e T TSSO, =l

File Edit View Table Output Tools Help

AEEEESERIE

EIREIEICIE)

‘Submission Name: K167001
Report Type: CDRH: 510(K) Premarket Notiications

Last Modified:  03/09/2016 02:29:6 Pl
Date Packaged: 03/08/2016 05:13:43 PM,

Screen: Software Description

‘3 Preliminary Information @ Premarket Notification

Software Level of Concern Determination ?

() Premarket Notification Type.
) Substantial Equivalence Comparison

) Predicate and Reference Devices

() Substantial Equivalence Comparison
2 Labeling

() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.

() Reprocessing Information

) Sterlzation Information

) ShelfLife

() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility

2} Patient Contact Materials

) Biocompatibilty Reports and Documentation
) Software/Firmware

) Software Description

() Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.

() Performance Testing Summary

44 Bench Testing

) Animal Testing

32 Cliincal Testing

Verifcation & Validation

() References

) References Documents
() Administrative Documentation

Does the Software Device qualify as Blood Establishment Computer Software?

Is the Software Device intended to be used in combination with a drug or biologic?

Is the Software Device an accessory to a medical evice that has a Major Level of Concem?

Prior to miigation of hazards, could a failure of the Software Device resultin death or serious injury, either to a patient or to a user of the device? Examples of 1@
this include the following:

2) Does the Software Device control alfe supporting orlfe sustaining function?

b) Does the Software Device control the delivery of potentially harmful energy that could resultin death or serious injury, such s radiation treatment
systems, defibrillators, and ablation generators?.

©) Does the Software Device control the delivery of treatment or therapy such that an error or malfunction could resultin death or serious injury?

) Does the Software Device provide diagnostic information that directy drives  decision regarding treatment or therapy, such that if misapplied it could
resultin serious injury or death?

€) Does the Software Device provide vital signs monitoring and alarms for potentially ife threatening situations in which medical intervention is necessary?

15 the Software Device an accessory to a medical device that has a Moderate Level of Concemn? Mo ~
Priorto mitigation of hazards, could a falure of the Software Device resultin Minor Injury, eithr to a patient o to 3 user of e device? Mo ~
‘Could a malfuncion of,or a latent design flaw n, the Software Device lea 1o an erfoneous diagnosis or a delay in delivery o appropriate medical care that Yes
would kel ead to Minor Injury?

Based on the questions answered above, your Level of Concern (LOC) is determined o be: Moderate
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) Software/Firmware
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() Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.

() Performance Testing Summary

44 Bench Testing

) Animal Testing

32 Cliincal Testing

Verifcation & Validation

() References

) References Documents
() Administrative Documentation

resultin serious injury or death?

) Does the Software Device provide diagnostic information that directy drives  decision regarding treatment or therapy, such that if misapplied it could

€) Does the Software Device provide vital signs monitoring and alarms for potentially ife threatening situations in which medical intervention is necessary?
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“or senous ] F

Is the Software Device an accessory to a medical evice that has a Moderate Level of Concem?

Prior to miigation of hazards, could a failure of the Software Device resultin Minor Injury, either to a patient or to a user of the device?

would likely lead to Minor Injury?

‘Could a malfunction o, or a latent design flaw in, the Software Device lead to an erroneous diagnosis or a delay in delivery of appropriate medical care that |

Based on the questions answered above, your Level of Concer (LOC) is determined to be:

Software Description

parameters (user inputs), and the output parameters (device actions).

Please attach a description of the software /firmware that includes: a textual description of the software / frmware, the version number of the software / firmware, the input @

@/s=Jaje]>

1 itemin the list
Title | Name. | Date. | Size I Pat
|Software Description Software Description.pd  12/13/20131027:44 AM  153KB. CAUsers\PLADocuments\ProjectsleSubr <]





image40.png
S] esubrmitter - TEST SR R R——— e T TSSO, =l

File Edit View Table Output Tools Help

FEE

OB REEIOIE

‘Submission Name: K167001
Report Type: CDRH: 510(K) Premarket Notiications

Last Modified:  03/09/2016 02:29:6 Pl
Date Packaged: 03/08/2016 05:13:43 PM,

Screen: Software Documentation

‘3 Preliminary Information @ Premarket Notification

() Premarket Notification Type.
) Substantial Equivalence Comparison
) Predicate and Reference Devices
() Substantial Equivalence Comparison
2 Labeling
() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
) Sterlzation Information
) ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
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) References

54 References Documents
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‘The following software documentation is necessary for the level of concern specified. Click on the hinticons for details about what s necessary in the documentation
for each.

Step3 | Software Documentation Checkiist

Device Hazard Analysis ?
2]sf=Jaje]s Tieminti st
Tite I Name I Date [ sz | Fat
|Device Hazard Analysis Device Hazard Analysis.pdf  12/13/2013 10:27:44 AM 153 KB (C:Wsers\PLADocuments\Projects\eSubr

Software Requrements Spectcatons
#2]sf=Jaje]>

Title | Name. | Date. | Size
SRS SRS paf 12132013 1027:44 AN 153KB.

Arcntecture Design Chat
#2]sf=Jaje]> Tieminti st
Tite I Name I Date [ sz | Fat

|Arch Design Chart ‘Arch Design Chart pdt 12132013 1027:44 AN 153KB. CAUsers\PLADocuments\ProjectsleSubr
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) Software Documentation Traceabilly Analysis/Marix

(%) Eleciromagnetic Compatibilty and Electrical, Mechanical

3 Performance Testing IR EYEYE
{1 Pertormance Testing Summary — ’ e I = 1 =
41 Bench Testing Traceasilty Traceabilty.pof 12132013 102744 A 153KB CUsersiPLADocuments Projects\eSubr
2 Animal Testing
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() References
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() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility

2} Patient Contact Materials

) Biocompatibilty Reports and Documentation
) Software/Firmware
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(¥ Administrative Documentation
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En [ = L oz L I B2t
'soeD SDED pat 123203 02744 AN 163KB CUsersiPLADocuments Projecilesur
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DR ENEYERE eminthett
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‘3 Preliminary Information @ Premarket Notification

() Premarket Notification Type.
) Substantial Equivalence Comparison
) Predicate and Reference Devices
() Substantial Equivalence Comparison
23 Labeling
() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
) Sterlzation Information
() ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility
2} Patient Contact Materials
) Biocompatibilty Reports and Documentation
) Software/Firmware
() Software Description
(¥J Software Documentation
¥ Elecromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
32 Cliincal Testing
Verifcation & Validation
() References
) References Documents
() Administrative Documentation

Certain electrical devices that sither emit EM radiation or that are by nature of the design or environment of use susceptible to EM interference will require EMC testing.
Please see standard IEC 60601-1-2:2007 for the applicable tests to consider.

EMC & EMT Summary ?

Please summarize the Electromagnetic Compatibility Testing, Safeguards, and Electrical, Mechanical and Thermal Testing of your evice, or summarize why testing was not @
needed. Please ensure any standards cited are cited in the Standards node in the first Tab.

i i the ENC summary secton txt.

®

ENC & ENIT Documentation

Please attach the documentation pertaining to the Electromagnetic Compatibility Testing, Safeguards, and Electrical, Mechanical and Thermal Testing of your device.

#2]sf=Jaje]>
Tite ]

1 itemin the list
Name. | Date. | Size | Path.
CUsersPLADocuments\ProjectsleSubmis

[EMC Testing EMC Testing pdt 12132013 1027:44 AN 153KB.
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Screen: Performance Testing Summary

O Prefiminary Information | @ Premarket Notification
() Premarket Notification Type.
) Substantial Equivalence Comparison
) Predicate and Reference Devices
() Substantial Equivalence Comparison
2 Labeling
() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
) Sterlzation Information
) ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility
2} Patient Contact Materials
) Biocompatibilty Reports and Documentation
) Software/Firmware
() Software Description
(¥J Software Documentation
(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.
) Performance Testing Summary
44 Bench Testing
) Animal Testing
32 Cliincal Testing
Verifcation & Validation
() References
) References Documents
() Administrative Documentation

General Performance Testing Information

Was Bench Testing required in order to demonstrate safety andlor effectiveness? Yos
Was Animal Testing required in order to demonstrate safety andlor effectiveness? Yos v
Was Clinical Testing required in order to demonstrate safety andior effectiveness? Yos v

Performance Testing Summary

fthe determination of substantial equivalence is also based on an assessment of performance data, please describe the following in the respective text boxes
below. Ifno testing was necessary, state this in the respective field below. If at the end of this template (in the Administrative Documentation page) you choose to
have eSubmitter produce a 510K summary for you, you must include the information from 21 CFR 807.92(0) in the summary below. Ifa §10(k) Summary will be
produced, the information you enter below will be made publicly available on our website if your device is cleared.

‘ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE SUMMARIES BELOW.

Provide a brief discussion of the nonclinical tests submitted, referenced, of relied on in the 510(k)for a determination of substantial equivalence. If any guidance.
‘documents or FDA recognized consensus standards were usedreferenced for testing, cite these here.

“This is the non-clinical summary.

Provide a summary discussion of the clinical tests submitted, referenced, or relied on in the 510(k)for a determination of substantial equivalence. This discussion
‘shall include, where applicable, a description of the subjects upon whom the device was tested, a discussion of the safety or effectiveness data obtained from the.
testing, with specific reference to adverse effects and complications, and any other information from the clinical testing relevantto  determination of substantial
equivalence. Refer o the help text for a lst of the details we recommend be included regarding the clinical evidence. (There can not be any patient identifer information
inthe summary.)
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Screen: Performance Testing Summary
T
Prefiminary on| @ Premarket Notifcation
9, nformation Provide a summary discussion of the clinicaltests submitted, referenced, o relied on in the 510(k) or a determination of substantial equivalence. This discussion
() Premarket Notification Type: ‘shall include, where applicable, a description of the subjects upon whom the device was tested, a discussion of the safety o effectiveness data obtained from the
= Substaniial Equivalence Gomparison testing, with specifcreference fo adverse effects and complications, and any other information rom the clinicaltesting relevant o a determination of substaniial
‘52 Predicate and Reference Devices equivalence. Referto the help text for a st of the defails we recommend be incuded regarding the cinical evidence. (There can not be any patent dentier information
(¥) Substantial Equivalence Comparison CCRETIE )
() Labeling. This is the dlinical summary.
(¥ Labeling

) Reprocessing, Sterilization and ShelfLife
(2 Reprocessing Information

32 Sterization Informaton
21 sneifLite
) Rearossesing, Sterization and ShelfLife Dacumental | | | State the conclusions drawn from tne nonclinical and dlinicaltets that demansirate thathe device s as safe, as efecive, and performs atleast as safely and
=) Blocompatinty effecively 25 the legally marketed device dentifed above. L
32 Patient Contact aterials These are the conclusions of e testing.
23 Biocompatibilty Reports and Documentation

) Software/Firmware g
() Software Description
(¥J Software Documentation

(%) Eleciromagnetic Compatibilty and Electrical, Mechanical
(3 Performance Testing.

) Performance Testing Summary

44 Bench Testing

Ifyou choose to use an alternative approach in comparison to what is stated in the applicable guidance or special controls, please provide a rationale for this alternative
oy soimaiTesing e
32 Cliincal Testing

Guidance or Special Controls Adherence

Vertcaton & Valdsion
21 Refrences

‘&) Reterences Docurmens ®
21 Administave Dorumentaton
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Screen: General Introduction

@ Preliminary Information | (3 Premarket Nofification |

_J General Introduction’
(¥J Document Type
2 510(K) Introduction
(3 Administrative Information
() Cover Letter
(¥ Applicant Information
(¥J Consultant Information
) Manufacturing, Packaging and Sterilzation Sites
() Related Submissions
) Standards

() Device Description
(2 Indications for Use.

‘This electronic application s divided into a Preliminary Information section, which applies to all applications, and a specific application section. The specific
‘application section is completed after the Preliminary Information section, and will become visible only after an Application Type is chosen (510(k) by default for
now). Instructions and advice pertinent to that specific application are provided in the respective Introduction section.

‘Before completing this application, we highly recommend you acquaint yourself with this software by closing this submission and reading the information provided
in the Tabs across the eSubmitter home screen (e.g., Helpful Tips). These contain answers to questions such as "What does the blue question mark on the folder
icon mean?”" and "What file types can be attached?” In addition, we highly recommend that you read through our Device Advice, links of which are provided in the
feft-hand cofum of the Device Advice webpage. The information contained here is vital for medical device industries at any stage of the device development and
‘marketing process.

‘This electronic application incorporates information present in device advice and provides links to relevant guidance documents, regulations, legislation, forms and
‘webpages that may be relevant for your particular device. Much of this helpful information is found by clicking on the yellow light bulb heip icons. FDA believes that
these aids, if properly followed and consulted, will reduce the number of mistakes and oversights commonly seen in applications that increase the review time. In
addition, submission of future changes to the device would be simpiified, since you will have the previous template to start from, and wouldn't need to reenter data
that wasn't changed. This electronic application is meant to act, not only as an application, but as an 2id in understanding the requirements of the FDA

‘An agency may not conduct o sponsor, and a person s not required to respond to, a collection of information unless it displays a currently valid OMB control
‘number. The OMB control number for this information collection is OMB # 0910-0120 (expires January, 31 2017).

Blue dots indicate required fields.

Frequently Asked Questions

Q: How can T contact the FDA to ask questions and convey suggestions or concerns about the software interface?
A: Please provide questions, concerns and suggestions to the following email address: eSubPilot@fda hhs.gov. General comments should be made to the FR
docket located at http://wivww.regulations.gov.
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() Premarket Notification Type: -
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&2 Predicate and Reference Devices

22 Supstantal Equvaence Compatscn ([temt )
() Labeling.

() Laveling

(23 Repracassing terizaion and ShetLe v o ame 11061

() Reprocessing Information

(34 Sterilization Information Please atiach documentation that includes details of the bench testing performed with your device. A full st report includes: objective of the test, description of the test

) ShelfLife methods and procedures, study endpoint(s), pre- defined passfail criteia, results summary, conclusions, and an explanation of how the data generated from the test

(] Reprocessing, Sterilization and Shelf-Life Documental ‘supports afinding of substantial equivalence. Adobe PDF and Microsoft Word documents are acceptable filetypes to attach.

() Biocompatibility .
2 PatintContact sterls #2]sf=Jaje]> Tieminti st

() Biocompatibity Reports and Documentation Tille [ Name [ Date sz | Pai

3 Software/Firmware: [Bench Testing Bench Testing pdf 1211312013 1027:44 A 153 KB C\Users\PLADocuments\ProjectsleSubrf =

() Software Description

(¥J Software Documentation

(%) Eleciromagnetic Compatibilty and Electrical, Mechanical

() Performance Testing

() Performance Testing Summary

&) BenchTesing

) Animal Testing

32 Cliincal Testing

Verifcation & Validation

() References

) References Documents

() Administrative Documentation
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Choose the predicate device thats the best comparator for th testing atiached below.
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(34 Sterilization Information Please atiach documentation that includes details of the animal testing performed with your evice. A fulltest reportincludes: objecive of he test, description of the
(] ShelfLife. test methods and procedures, study endpoint(s), pre- defined passffail criteria, results summary, conclusions, and an explanation of how the data generated from the-
(¥ Reprocessing, Sterilization and Shelf-Life Documental test supports a finding of substantial equivalence. Adobe PDF and Microsoft Word documents are acceptable filetypes to attach.
2 Biocompatibility
-
2 st Contac sterss #2]sf=Jaje]>
() Biocompatibity Reports and Documentation Title | Name [ Date [ Size
3 Software/Firmware: \Animal Study 1 ‘Animal Study 1.pdf 1211312013 102744 A 153KB.
(3 Software Description
(¥J Software Documentation
(¥) Electomagnetic Compativilty and Electical, Hechanical =
(3 Performance Testing
(¥J Performance Testing Summary Please include a study protocol which includes all elements as outlined in 21 CFR 58.120.
) Bench Testing
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Verifcation & Validation |Animal Study 2 Animal Study 2 pdf 12132013 1027:44 A 153KB
() References
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this webpage.

A Special 510(k) requires Verification and Validation of the changes made to the previously cleared device. The requirements of this Design Verification and
Validation Summary (DVVS) are four in number, a summary of which is requested below. For more information about the content of a Special S10(K), please see

Please summarize the design modifications you made to your device since itwas previously cleared.

Please atiach any files relatedto the Design Modifications.

@SN = @ 3

0items inthe list

Title. I

Risk Assessment

Please summarize the risks associated with each modification made to your device.
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Risk Assessment

Please summarize the risks associated with each modification made to your device.

Please attach any files relatedto the Risk Assessment.

BEYEYE

0items inthe list

Title | Name.

Testing

Please summarize the test method/protocol and acceptance criteria used to veriy mitigation of the risks.

Please atiach any files related o the testing.
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Please state whether the acceptance criteria were met.
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2 Reprocessing, Sterilization and Sheff-Life
‘applicant company it cannot be signed by a consultant to the appiicant. If you are a responsible party of the 510(k) owner, this statement will be

(2 Reprocessing Information

) Sterlzation Information automatically produced and signed with the signature you use to sign this application during the packaging process. Ensure the signature you use to

() SheffLite sign this application is for the owner of the 510(K), or, if you are not the a responsible party of the 510(k) owner, attach a Truthful and Accurate

() Reprocessing, Sterlization and Shelf-Lite Documental statement below. The submitter of this application, which is verified via the WebTrader account used to submit via the Electronic Submission Gateway,
23 Biocompativity is legally responsible for the authenticity of the signature.

2} Patient Contact Materials

(¥J Biocompatibility Reports and Documentation ‘Weblink: Truthful and Accurate Statement.

23 Software/Firmware.

e o Are you a responsible partyofhe owner fo this 510(K) Premarket Noifcation, and willyou be packaging this application for submission? Nes 3]

) Software Documentation Please use the link above 1o access the Trufhful and Accurate statement. Please have a responsible party of he 510(k) owner sign this document. Then prit, sign, scan
3 Electromagnetic Compatiilt and Electical Wechanical e
3 Performance Testing

(23 Performance Testing Summary FileAtachment | ¢ | = | @ Y |l

34 Bench Testing

g Animal Testing Financial Certiication and Disclosure Statement (Form FDA-3454)

Giincal Testing

Verifcation & Vaidation FieAtachment | @ | = | @ | 3§ |[Form 3454 (C1UsersPLADocuments ProjectsleSubmissiontPiot 1Test Atachments Form 3454 pat)
() References
DD References Documents Clinical Trials Certification Form (Form FDA-3674)

Administratve Documentation
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‘3 Preliminary Information @ Premarket Notification

‘Are you a responsible party of the owner forthis 510(k) Premarket Notiication, and wil you be packaging this application for submission?

Yes v

() Premarket Notification Type.
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() Substantial Equivalence Comparison
2 Labeling
() Labeling
(3 Reprocessing, Sterilization and Shelf-Life.
() Reprocessing Information
) Sterlzation Information
) ShelfLife
() Reprocessing, Sterilization and Sheif-Life Documental
2 Biocompatibility
2} Patient Contact Materials
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(3 Performance Testing.
() Performance Testing Summary
44 Bench Testing
) Animal Testing
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() References
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Please use the link above to access the Truthiul and Accurate statement. Please have a responsible party of the 510(k) owner sign this document. Then print sign, scan

‘and upload this document here.

File Atachment | p | = | @

Financial Certfication and Disclosure Statement (Form FDA-3454)

File Atachment || &b | == H Q H ) ||[Form 3454 (C:AUsersPLADocuments ProjectsleSubmission!Pilot 1\Test Attachments\Form 3454.paf)

Clinical Trals Cerification Form (Form FDA-3674)

File Atachment || &b | == H Q H ) ||[Form 3674 (C:AUsersPLADocuments ProjectsleSubmission!Pilot 1\Test Attachments\Form 3674.paf)

Executive Summary

File Atachment | @ | = | @

Would youlike to attach a 510(k) Statement? Ifyou do not attach a 510(K) Statement, a 510(k) Summary will be produced for you. If you choose to have a 510(k)
‘Summary produced instead of attaching a 510(K) Statement, be aware that the data provided in the 510(<) Summary wil be publicly available if your 510(K) s cleared.
As aresult, be sure no confidential information is included in the 510(k) Summary. Once you complete this template and package it the 510(k) Summary can be
found within the resulting packaged zip file found under the Package folder location (specified within the user preferences).

510(K) Statement

FileAtachment | @ | = | @ | ©

) Administrative Documentation

Are all of the attachments included i this submission in English, or have an English translation accompanying them?
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Registration and Listing

‘Owners or operators of places of business (also called establishments or faciites) that are involved in the production and distribution of medical devices intended for
use in the United States (U.S.) are required to register annually with the FDA. This process is known as establishment registration.

‘Congress has authorized FDA to collect an annual establishment registration fee for device establishment registrations. A detailed lit of all those establishment types
that have to pay the registration fee can be found at "Who Must Register. List and Pay the Fee". Thete are no reductions in annual establishment registration fees for
‘smal businesses or any other group.

‘The schedule of registration fees for fiscal years as follows:

Vear |[Fv2013 |[[FY2014 |[Fy2015 |[Fv2016 |[FY 2017
JFee |J52.575 3313 $3.750 3872 |[s3872

Most establishments that are required to register with the FDA are also required to lst the devices that are made there and the activites that are performed on those
devices. If a device requires premarket approval or notification before being marketed in the U_S., then the owner/operator should also submit the FDA premarket
submission number (510(k). PMA, PDP, HDE).

‘The amendments to the Medical Device User Fee Modernization Act require that after Septemiber 30th, 2007, allregistration and listing information be submitted
electronically. unless a waiver has been granted.

Registration and listing provides FDA with the location of medical device establishments and the devices manufactured at those establishments. Knowing where
devices are made increases the nation's abiliy to prepare for and respond to public health emergencies.

For details about registering and listing your device, please see the "Device Registration and Listing” webpage. If you encounter an issue or wish to contact us
regarding the Electronic Registration and Listing System (FURLS), please send an email to reglist@cdrh fda gov.

St T
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Most establishments that are required to register with the FDA are also required to lst the devices that are made there and the activites that are performed on those
devices. If a device requires premarket approval or notification before being marketed in the U_S., then the owner/operator should also submit the FDA premarket
submission number (510(k). PMA, PDP, HDE).

‘The amendments to the Medical Device User Fee Modernization Act require that after Septemiber 30th, 2007, allregistration and listing information be submitted
electronically. unless a waiver has been granted.

Registration and listing provides FDA with the location of medical device establishments and the devices manufactured at those establishments. Knowing where
devices are made increases the nation's abiliy to prepare for and respond to public health emergencies.

For details about registering and listing your device, please see the "Device Registration and Listing” webpage. If you encounter an issue or wish to contact us
regarding the Electronic Registration and Listing System (FURLS), please send an email to reglist@cdrh fda gov.

Submission Fees

‘The standard and small business fees for a Premarket Notification (510(k)) are are updated annually on o about August Ist. To pay this user fee, please complete
the MDUFA User Fee Cover Sheet Directions on completing can be found at "MDUFMA User Fees Cover Sheet"

Please atiach your MDUFA User Fee Cover Shest here. °

File Atachment || _aga

| = | > ] 0 ]|/N0urkUserFes (o UsersPLADomments PraadstesubmsionPiot Tast AtachmertsWDUFA User Fes 5

Please enter in the User Fee PaymentIdentiication Number

MD1234567-891011

Please feel free to provide feedback in regards to your experience completing this electronic application to eSubPilot@fda hins gov. We are particular interested in
optimizing the process by which data and documents are obtained, and knowing whether you had any issues in using electronic signatures.
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ReportType:  CDRH:510(K) Premarket Notfications 0310912016 08:59:8 AM
Outiine Screen: 510(k) Introduction
@ Preliminary Information ||/ Premarket Nofification | A Premarket Notification (S10(k)) is required for each person who wants to market in the U.S . a Class I, IL, and IIT device intended for human use, except =
ZJ General Introduction when: a) a Premarket Approval (PMA) is required, o b) the device is exempt from 510(k) requirements of the Federal Food, Drug, and Cosmetic Act (the Act) and
(3 Document Type. does not exceed the limitations of exemptions in 21 CFR XXX.9, where XXX refers to Parts 862-892, of the device classification regulation chapters (e.g., 21 CER
2 510(6) Introduction 862.9. 21 CFR 864.9). There is n0 510(k) form, however, 21 CER 807.87 describes requirements for a 510(k) submission. Before marketing a device, each
() Agministrative Information ‘submitter must receive an order, in the form of a letter, from FDA which finds the device to be substantially equivalent (SE) and states that the device can be
() Cover Letter ‘marketed in the U.S. This order "clears" the device for commercial distribution.
(¥ Applicant Information
(¥) Consuttant Information Submitters must compare their device to one or more similar legally marketed devices and make and support their substantial equivalency claims. A legally marketed
32) Manufacturing, Packaging and Sterilzation Sites device, as described in 21 CFR 807.92(a)(3). is 2 device that was legally marketed prior to May 28, 1976 (preamendments device), for which a PMA is not required,
() Related Submissions o a device which has been reclassified from Class I to Class IT or I, or a device which has been found SE through the 510(k) process. The legally marketed
B ) Standards device(s) to which equivalence is drawn is commonly known as the "predicate.” Although devices recently cleared under S10(k) are often selected as the predicate

er Stan to which equivalence is claimed, any legally marketed device may be used s a predicate. Legally marketed also means that the predicate cannot be one that is in
(¥) Device Description ‘violation of the Act

() Indications for Use
Until the submittr receives an order declaring a device SE, the submitter may not proceed to market the device. Once the device is determined to be SE, it can then
be marketed in the U.S. The SE determination is usually made within 90 days and is made based on the information submitted by the submitter

Please note that FDA does not perform 510(k) pre-clearance facilty inspections. The submitter may market the device immediately after 510(k) clearance is granted.
‘The manufacturer should be prepared for an FDA Qualtiy system (21 CFR 820) inspection at any time after 510(k) clearance.

If you made a change to a device you own, and you are unsure whether the change necessitates a new premarket notification, please consult the following
document entitied "Deciding When to Submit a 510(K) for a Change to an Existing Device". If the change does require a new premarket nofification, but you will not
‘be changing the cleared indications for se or making a significant technology change, submitting a Special 510(k) may be appropriate. An example of 2 significant
technology change is 2 change that would require new performance testing: most changes that require bench, animal, or clinical data to ensure safety and.
effectiveness are not appropriate for a Special 510(k). Only in very rare circumstances will animal and/or clinical data be permitted in a Special 510(k). Please
‘consult the above guidance document entitied "Deciding When to Submit a 510(K) for a Change to an Existing Device" for the definition and examples of
"significant technology change". A Special 510(k) brings many benefits, such as a shorter review time and fewer data requirements. For guidance on determining
‘whether a Special 510(k) is appropriate, please consult the guidance document entitled "The New 510(k) Paradigm Alternate Approaches to Demonstrating
Substantial Equivalence in Premarket Notifications". Please take note that submitting a Special 510(k) when a Traditional 510(k) is required will delay the review of | |<|
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Using the Contact and Address books found under the Tools menu, and the “Copy to... and "Copy from.. options to the right of the question will simpliy the data

entry of often used contact and address information.

‘Submitter, Applicant or Sponsor Information

‘le @

Contact
Title (e.g. M. His.): o

FirstiGiven Name: [patick

Middie Name: Langaon

TastName: el

Oceupation Title: ester

Email Address: patick axtell@fdahhs gov

Address

Establishment Name: [Foa’

Division Name: [Division Name

Country: ® United States of America () Oter (select below)
Adress -Line 1. [y offce ine 1

Address -Line 2. iy ofice fine 2

City. [siiver Soring. =





