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eSTAR Basics

» The eSTAR is an interactive PDF

form that guides applicants through
the process of preparing a
comprehensive medical device
submission.

» Software and Operating System
Required: Adobe Acrobat Pro DC or
the latest Adobe Acrobat Pro
Windows versions or Foxit

michelle@leanraga.com
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This template contains:

" ORI QR

~

Automation (Form construction, autofill)

Content and structure complementary to
CDRH internal review templates

Integration of multiple resources
(ie, guidances and databases)

Guided construction for each section

Automatic verification!
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Advantages for FDA

» Facilitate FDA reviews by receiving information in templates
complementary to CDRH internal templates and enable more efficient and
consistent reviews.

» Improve overall productivity, enabling the agency’s review staff to put more
time and resources into evaluation applications for devices that pose the
highest potential risks to patients.

» Fulfills MDUFA IV commitment to streamline premarket notification review
process, part of FDA's ongoing effort to ensure patients more timely
access to safe, effective and high-quality medical devices.

michelle@leanraga.com 5
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When do | need to pay attention?...Now

» Starting October 1, 2023, all OCTOBER 2023
510(k) submissions (unless o b e e b i |
exempted) must be - 3 “ 5 Frinmes [
submitted as electronic
submissions using eSTAR.

aaaaaaaaaaaaaaaaaaaaaaa

Pre-Submissions, De Novo, and PMAs submitted using eSTAR remain voluntary
until further notice.

michelle@leanraga.com 6
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Why do | need to pay attention...Now

» Starting Feb 4, 2024, only

version 5 of the template will be

available (older versions retired)

Note: This link actually

downloads v5.1

]/§

michelle@leanraga.com
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Current eSTAR Versions?:

eSTAR PDF Templatel(you MUST
right-click and download)

Updated Version:
Non-In Vitro Diagnostic eSTAR Version 5

This eSTAR version will be retired on
February 4, 2024:
Non-In Vitro Diagnostic eSTAR Version 4

Updated Version:
In Vitro Diagnostic eSTAR Version 5

This eSTAR version will be retired on
February 4, 2024:
In Vitro Diagnostics eSTAR Version 4

Early Submission Requests eSTAR
(PreSTAR) Beta Version

This eSTAR template may be used to submit to
CDRH:

510(k), De Novo, and PMA#: medical device
submissions for Non-In Vitro Diagnostic devices

510(k) and De Novo medical device submissions for
Non-In Vitro Diagnostic devices

510(k), De Novo, and PMA medical device submissions
for In Vitro Diagnostic devices

510(k) and De Novo medical device submissions for In
Vitro Diagnostic devices

Pre-Submissions (a type of Q-Submission) for Non-In
Vitro and In Vitro Diagnostic devices.2
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Version 5 Updates

»Version 5 was released on
December 6, 2023 and
included some significant
changes:

— Increased cybersecurity details
— Biocompatibility improvements
— Clinical Investigation updates

michelle@leanraga.com
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Changing Strategy to Documentation Review

Sa 52

Prior to eSTAR With eSTAR
FDA would pull the documentation Manufacturers are expected to
out of manufacturers with provide all relevant information in
additional requests through the the eSTAR template

RTA and review processes.

michelle@leanraga.com 9
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Interactive Dynamic Format

(@ US FDA
(O Health Canada

Application Jurisdiction

If none of the attachments to a question are relevant to the question, or if an inaccurate response is
provided to any question, the submission may be put on an early Technical Screening hold, which
would request correction of these inadequacies. Examples of responses that would place the
submission on a Technical Screening hold include: stating "0" wireless functions are used, but wireless
functions are used by the device, improperly indicating device(s) changes are appropriate for a Special
510(k), improper citation of attachments or page numbers in text boxes, stating "N/A" in text boxes that are . . .
applicable. An example of an irrelevant attachment includes providing attachments to the software Selecti ng Ap p lication Pu rpose
description question none of which contains a software description. FDA may also put the submission on ;

hold if an English translation for any documentation provided is not included. un IOCkS Other appl ICabIe

sections to be completed

The content of this template complements the FDA reviewer's smart template used in reviewing
submissions, and therefore this template will provide the reviewers what they are expecting. This may
reduce the number of inconsistencies and omissions in your application/submission documents, and
therefore the number of additional information requests the FDA may send to you.

(e Premarket Notification 510(k)

@DeNovo PMA functionality
(" Premarket Application PMA . .
added in version 5 on

6 Dec 2023!

Application Purpose

Application Type (e Traditional
(Choose Abbreviated if you are submitting a Safety & (" Abbreviated
Performance based submission.) " Special

Selecting Application Type

icati _ (@ New Application/Submission . . .
fbplication Sub- Type - further refines the application

(Modify the Original eSTAR when responding to Additional (" Additional Information
Information requests. See Help Text)

michelle@leanraga.com 10



lean RAQA g greenlight guru
Recommendations for Streamlining Attachments

» Consider combining attachments
so only one attachment is
provided to each question i
eSTAR.

Package Labeling
Please attach copies of packaging that demonstrate the labeling of any applicable
packaging used in the transportation of the device. This includes, but is not limited
to, the device packaging and sterile packaging.
» Bookmarks or Table of Contents packaging packaging
recommended. Package Insert / Instructions for Use
Please attach copies of the User Instructions, Inserts, Directions for Use and/or
Instructions for Use that are intended for use with your device. This includes
instructions that may be downloaded or viewed on a website.
» Use smart naming conventions QU2 el
s . . Choose the attachment type in the dropdown for each attachment. Click the help
tO faC| | |tate f| n d N g attaCh me ntS text button to the right for an explanation of each option.
— Sequential numbering Specific Labeling
. Please specifically cite the attachment and page number where
— Tltle that matCheS attaCh ment the Indications for Use exists in the labeling. ‘
descri ption in eSTAR Please specifically cite the attachment and page number where
the name and place of business of the manufacturer, packer, or
— Acceptable attachment formats: distributor is located.

PDF, Word, Excel, MP3, MP4 ...

michelle@leanraga.com 11
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Review all questions...carefully!

» Device Description included in template and in Attachment

ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DEVICE DESCRIPTION SUMMARY
TEXTBOX BELOW. CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S).

Device Description Text Box

_ Comprehensive Device Description and Principles of Operation Documentation .

Device Description Attachment

Proprietary Information
should not be included in

Text Box (but can be in
< Attachment)!

michelle@leanraga.com 12
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eSTAR vs. normal 510(k)

» Additional traceability information related to guidance(s) used

» Each section has a template to fill in applicable guidance(s)

Guidance and Special Controls Adherence

In the text box below, please address or provide information demonstrating compliance with any
applicable special controls, requirements in a device specific classification regulation, or adherence to

device specific guidance recommendations for the Device Description. For each specific special control,
regulation, or guidance recommendation applicable to your device: Please list the special control,

Please use the primary product code you will provide in the Classification section below to determine
whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance,
regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a
regulation, or a device specific guidance exists that requests information covered by this review section,
the time-line for review of your file may be affected.

If you 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 approach below.

michelle@leanraga.com 13
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eSTAR vs. normal 510(k)

» Ensure to attach all FDA Correspondence directly into the eSTAR application,

such as:
Warning: JavaScript Window -
— 513(9)s
— Pre_s u b m |SS|OnS @ During the product lifecycle, pre-submission correspondence, including teleconferences or
meetings, may be held between the regulator and the applicant. Further, the specific subject
— N S E or W|thd rawals device may have been subject to previous regulatory submissions to the regulator. The
contents should be limited to the subject device as similar devices are addressed in other
— E UAS areas of the submission. If applicable, answer Yes.

Are there prior related submissions or regulator interaction for the subject device(s)? m j oK

Please provide the submission number(s) of prior related submission(s) as defined
above, regardless of outcome. If none, type "N/A."

Submission Number _

Please upload copies of prior regulatory feedback (e.g., letter, meeting minutes,
submission feedback) regarding this device and/or data and/or information to support
this submission. Please specify the location in the current submission where
additional information requests in prior submissions were addressed, or provide a
rationale for not responding to those additional information requests.

14
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eSTAR vs. normal 510(k)

» Requirement in Secroiabar
eSTAR template: peciic —aneTne

Please specifically cite the attachment and page number where

_ AttaCh ment and the Indications for Use exists in the labeling.

Please specifically cite the attachment and page number where
page #S Where the name and place of business of the manufacturer, packer, or

Critical infO iS distributor is located.
located

g greenlight guru

General Labeling

If a symbols glossary was used, please specifically cite the
ttachment and page number where it is located in the labelin
(type "N/A" if not used). Be aware that if a glossary was not used,

the symbols should be described in adjacent text (if applicable,
see Help Text).

What is the Magnetic Resonance (MR) safety status for the device(s) in i
the submission?

If the device(s) contains a static/permanent magnet, please
specifically cite the attachment and page number where labeling
includes a statement and/or contraindication regarding the risk of
magnet use within 6 inches of other magnetically susceptible
medical devices. Type "N/A" if not applicable.

michelle@leanraga.com
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Some Sections are Different...

» eSTAR template incorporates some forms, which no longer need to be
filled out separately.

— Form 3514 (submission cover sheet)
— Form 3881 (indications for use)
» eSTAR template has also excluded some previously-required forms:

— Included in FDA Guidance: Format for Traditional and Abbreviated 510(k)s
(September 2019) as Required Sections

FDA Guidance (September 2019) - Required Sections In eSTAR template

Class lll Summary Statement Not Included

Financial Disclosure Not Included*

Declaration Summary Reports Separate Reports no longer
required to upload. These are
now generated for you!

michelle@leanraga.com  *Note: Financial disclosure statements are still required when using clinical data to support submission 16
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S.W.O.T. Analysis

STRENGTHS \WEAKNESSES OPPORTUNITIES THREATS

michelle@leanraga.com 18
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Strengths

» No Refuse to Accept (RTA) review
due to the use of automatic
verification

In theory, this could mean faster
substantive interaction...but some have

said they’ve seen no difference

One eSTAR review took TWO
WEEKS, no faster than RTA review

michelle@leanraga.com 19
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Strengths

> Aligns with FDA internal review templates pomil

Provideth * Advanced Analytics;
« Cloud Technology;

» Integration of guidance expectations R P |

« Software as a Medical Device; and

| I « Cybersecurity.

Is the device life-supporting  Resources [E

You indicated that the device/system uses Ave there any direct o ingir¢ | PealHealth websii | Yes |
wireless technology. However, you did not « Is the device or a compon [ ok ] Nes |
indicate above that .the device uses. ‘ Does the device use softwal  Waming: Javascript Window [E
software and has wireless communication. e p PETTEN ’—

s .2 . + |s the device, or does it contain, digital health technol vi
Be sure to indicate that the device uses g . =T

: R Pl he attributes that licable t

software and wireless communication de?,?:: Heck o s Bt o s DYy [7] Network connection (active of nof)
above. [] Wireless communication in any form

: /

Blue question marks link to helpful pop ups

Error message pops up if
responses do not make sense

michelle@leanraga.com 20
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Strengths, continued

» Option to automate the 510(k) Summary creation

michelle@leanraga.com

Would you like to attach a 510(k) Statement or Summary? If you do not attach a 510(k)
Statement or Summary, and you provided all of the data necessary to produce a 510(k)
Summary, then a 510(k) Summary will be produced by this form. If you choose to submit a
510(k) Summary instead of a 510(k) Statement, be aware that the data provided in the
510(k) Summary will be publicly available if your 510(k) is cleared. As a result, be sure no

confidential information is included in the 510(k) Summary. If you choose to submit a 510(k)
Statement, be aware that you must provide summary information to anyone who requests it.

_ 510(k) Summary or Statement

Yes

g greenlight guru

21




lean RAQA g greenlight guru
Automatic 510(k) Summary Generation

Substantial Equivalence Comparison Any tOpiC h ig hi ig hted in ye| low =
If the device has different indications for use in comparison to the predicate device(s), describe why
the differences do not constitute a new intended use. If the indications for use are the same, state this part Of 51 O(k) SU m mary

in the text box below.

If you choose to use the 510(k) summary produced for you at the end of this template (in the
Administrative Documentation page), and the Indications are different in comparison to your predicate
device(s), you must include the information from 21 CFR 807.92(a)(5) in this rationale. The contents of
the 510(k) Summary will be made publicly available on the FDA website if your device is cleared.

ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE RATIONALE TEXTBOX BELOW. i i
CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S). |nf0 InCIL.'Ided here WI” be
Indications for use are identical in comparison to the predicate device. aUtomatlca”y pOpU lated IntO
final 510(k) Summary if ‘No’ is
selected.

Would you like to attach a 510(k) Statement or Summary? If you do not attach a 510(k)

Statement or Summary, and you provided all of the data necessary to produce a 510(k)
Summary, then a 510(k) Summary will be produced by this form. If you choose to submit a
510(k) Summary instead of a 510(k) Statement, be aware that the data provided in the

510(k) Summary will be publicly available if your 510(k) is cleared. As a result, be sure no
confidential information is included in the 510(k) Summary. If you choose to submit a 510(k)
Statement, be aware that you must provide summary information to anyone who requests it.

» Tip: Do not include any proprietary information in text boxes for yellow
prompts!

michelle@leanraga.com 22
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Automatic 510(k) Summary: Example
» Naviswiss Knee (K223351)

K223351

Contact Details

21 CFR 807.92(a)(1)

Applicant Name

[ Naviswiss Ac

alignment axes to aid in the T pedic implant system Where a reference to a rigid structurecan
be identified. The system aids the surgeon in ing intra-operati f femoral and tibial alignment axes to assist in
executing the distal femoral and proximal tibial resections. The equipment is intended for use by trained surgeons in operating theaters.

21 CFR 807.92(a)(5)

Indications for Use Comparison

Applicant Address [ stanirain 2 Brugg 5200 Switzerlana

Applicant Contact Telephone [ +41617618537

Applicant Contact ‘ Mr. Domenico Romeo

Applicant Contact Email [ domenico.romeo@naviswiss.eu

Correspondent Name [ confinis Ac

Correspondent Address | Hauptstrasse 16 Dudingen 3186 Switzerland

Correspondent Contact Telephone | +4915201892430

The indications for use are similar in comparison to the primary predicate.

Technological Comparison 21 CFR 807.92(a)(6)

The Naviswiss Knee is using the same principle of operation compared to the primary predicate and the reference device: using image-
free surgical navigation with a camera and either NAVItags for the Naviswiss devices or Bone Tracker for the reference device.

The accuracy of measurement s as accuracte as the primary predicate Naviswiss Hip. =
The possibility of a connection to an external monitor via a Wifi module to display the same information as on the navigation unit has
been introduced to the Naviswiss Knee. In addition, a tablet can now be used with the Naviswiss Knee to display the same information as
on the igation unit.

Correspondent Contact I Mrs. Frederike Mandi

Correspondent Contact Email | frederike bruehschwein@confinis.com

I Device Name

21 CFR 807.92(a)(2)

Device Trade Name ‘ Naviswiss Knee

Common Name ‘ Orthopedic stereotaxic instrument

Classification Name ‘ Stereotaxic instrument

Non-Clinical and/or Clinical Tests Summary & Conclusions FR 807.

Benchtop Accuracy

The Naviswiss Knee's accuracy was verified using calibrated test fxtures. All requirements were met.
Anatomical Phantom Simulated Use and Clinical Accuracy \
Simulated use testing was performed on a metallic bone simulator by orthopedic surgeons in

THA procedures following a typical workflow. The test validated that the Naviswiss Knee Navigation System satisfies user needs,
intended use, and clinical accuracy requirements. | his was assessed b)’ comparing the measurements obtained In the simulated use with

Simulated use testing was performed in multiple cadaver wet labs to validate the Naviswiss Knee
igation System satisfies clinical use requirements and performed as intended on human specimans when used in an OR

Regulation Number [882.4560
Product Code [oro known values
I Legally Marketed Predicate Devices 21 CER 807.92(a)(3) Cadaver Simulated Use
Predicate # Predicate Trade Name (Primary Predicate is listed first) Product Code
[k193004 | [ Naviswiss Hip | [oro ]
] K191507 ‘ ‘ Intelljoint Navigation System ‘ ‘ oLo ‘ by trained surgeons.
Device Description Summary 21 CFR 807.92(a)(4) Clinical Testing
assists ificial kr
It conssts of egister Not
Intended U for Use 21 CFR 807.92(a)(5)
Wuse:
The N |

michelle@leanraga.com

The testing demonstrated that the Naviswiss Knee is substantially equivalent to the legally marketed predicate devices for its intended

greenlight guru

May include some info
the manufacturer may
not typically provide
to the public

Format is more
standardized but
can be clunky

Easy to tell this is generated straight from

eSTAR — same format as template

23



https://www.accessdata.fda.gov/cdrh_docs/pdf22/K223351.pdf
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Strengths, continued

» Automated completeness verification

The following sections are complete: e following sections are incomplete:
Application/Submission Type Cover Letter / Letters of Reference
Administrative Information
Device Description
Indications for Use
Classification
Predicates and Substantial Equivalence
Labeling
Reprocessing, Sterility, and Shelf-Life
Biocompatibility
Software/Firmware & Cybersecurity/Interoperability
EMC, Wireless, Electrical, Mechanical, and Thermal Safety
Performance Testing

References
\ Administrative Documentation /

» Tip: Always make sure all sections are flagged green (not red) to
confirm completeness

michelle@leanraga.com 24
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Strengths, continued

» No more messing with Standards Forms
— Auto-populates FDA recognition number AND title

michelle@leanraga.com

Please list the standards used in your submission (if any). If only certain sections were
used, or there were deviations, cite these in an attachment. A recognition number is
only applicable to certain regulators, see help text. Instead of typing in information,
some regulators request standards information be attached.

ASTM | | F2083-21 -l [11-377

Standard Specification for Knee Replacement Prosthesis

Are you using this standard for general use, or are you

declaring conformity to it? General Use -

25
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Strengths, continued

» Standards: General Use v Declaration of Conformity

JavaScript Window

If you will declare conformity to the standard, a Declaration of Conformity (DOC) will be made for you near the end of this template, according to 1SO 17050-1.

A DOC to a consensus standard may be used when a submitter certifies that its device conforms to all of the requirements of a consensus standard that FDA has
recognized or decided to recognize. In a DOC, the submitter may not deviate from the consensus standard that FDA has recognized or decided to recognize.

If you use a Declaration of Conformity to a recognized consensus standard, attach the appropriate supporting documentation as described in 1SO 17050-2 in
the relevant eSTAR sections (e.g. Bench Testing, Biocompatibility, EMC), which may include a summary test report or complete test report. See the
"Appropriate Use of Voluntary Consensus Standards Guidance" for more detail.

General use of a consensus standard in premarket submissions refers to situations where a submitter chooses to conform to a consensus standard, in part or in
whole, but does not submit a DOC. A submitter may not submit a DOC if the submitter chose to rely on a consensus standard that FDA has not recognized

or decided to recognize, or the submitter has deviated from an FDA-recognized consensus standard. If you choose General Use, attach the complete test report
to the relevant section (e.g. bench testing).

Supporting documentation is typically needed if the standard does not include both acceptance criteria and test method(s) or procedures(s).

Attach supporting documentation (e.g. summary test reports and/or full test reports as needed) to the relevant eSTAR sections (e.g. Bench Testing,
Biocompatibility, EMC).

If you were provided ASCA (Accreditation Scheme for Conformity Assessment) Summary Test Reports from an ASCA-accredited testing laboratory, select
Declaration of Conformity with ASCA from the drop-down. Please attach them to the relevant eSTAR sections (e.g. Bench Testing, Biocompatibility, EMC).

Resources

Appropriate Use of Voluntary Consensus Standards Guidance

The Accreditation Scheme for Conformity Assessment (ASCA) Program Website

OK

Warning: JavaScript Window

michelle@leanraga.com 26
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Strengths, continued

» Automatically generate applicable guidance documents based on
Product Code

Add a primary product code and any associated product codes below. You may type in the primary

product code directly (only the product code field is required) or you may filter down by choosing first a

medical specialty, regulation, then product code. If a device specific guidance is available for the . ’ .

product code, the guidance name and web link will be displayed. Use the Product Classification Website Ca UtIOn ' DOﬂ t rely on th IS

resource in the help text to obtain information about your product code and check the regulation text for . .

any special controls that need to be considered (e.g, PAE and 21 CFR 890.3450). fe atu re tO fu |f| | I al I I’eq ulrem entS .

Medical Specialty IGeneraI Hospital & Personal Use

eSTAR templates only
recommend Final Guidances
that are broadly applicable.
‘ Does not include:
- Draft Guidance documents
e comerahoie Submission. Tha dosumont onied nfocion Bumpe Total Braduet Lo - Highly specific guidances for
Cycle - Guidance for Industry and FDA Staff" is available at the link below. If you have any questions about

applicability of this guidance, please contact the CDRH review Office. as peC|f| C p rOd u Ct or
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/infusion-pumps-total-product- \ te C h no | Og | ca I fe at ure /

Regulation |880.5725 - Infusion pump

o O

Product Code |FRN (Class 2) - Pump, Infusion

life-cycle
Associated Product Code(s)I |l

michelle@leanraga.com 27
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And the Template Continues to Improve — 5.0 and beyond

’BIOCOmpatlblllty Template |mprOvementS T ey |
. Older VerSiOnS Of template requir_ed the user tO Based on the answer provided in the Device Description section, bi ibility i ion is needed.

Tissue Contacting Products/Components/Materials

Cl i C k th ro u g h i n d iV i d u a | ta b S p e r te St ( re g a rd | e S S ’(“Soev; r:::}’;'lesjrulef mu/tlple. ma?ena/s share the samejus!/’ﬂ‘catr:l:efg:ir:’.t’esﬁng) L
N Tissue Contacting Material 1
if unnecessary) P ——" .

ry(i that directly or indirectly contacts the tissue.

Medical Device 1]

Please state the exact name and any identifiable information for the particular material used.
P001

If color additives are included, please identify them here. If no color additives are included, state "N/A." l
(:Zhoose the type of tlssye contact of your Implant Device: Tissue/Bone N/A
tissue contacting material.
I Duration of Contact > 30 days (ie., permanent) IEI‘. Choose intended contact of the particular material.

The type of tissue contact and duration of contact will determine the types of Biocompatibility endpoints that
we recommend be assessed, based on the Biocompatibility Guidance Document. These endpoints will
display as tabs below, and FDA recommends that complete test reports be provided for biocompatibility

Please provide the FDA submission number (e.g., K210001) if you are aware of a
previously submitted device using the same material with similar nature of contact.

q " . N Are the listed ts i tact with intact ski ly AND Il th it
tests performed for these endpoints. If you used an alternative test method than the options provided, or mr:te,iem;si:d:::ﬂz'f;ad':nﬁﬂ Z' g:_.di::,aa O?J,r;?DyA Bio;,',f;ﬁb"ﬁy"g'ﬂ{z‘;’:ﬁ,’;? Yes
you did not conduct the test, please provide an explanation or justification (e.g., the device component is .
identical in materials/formulation and processing to a legally marketed device) in the Comments section for Is there a potential for repeat exposure?
each test method. If you select an item that includes a star (*) in any of the drop down menus below, Choose the type of issue contact of your [g e b ie oo
provide supporting evidence or justification for the selection in the comments box at the bottom of tissue contacting material. g
each test. A starred (*) selection within the Accreditation Scheme for Conformity Assessment (ASCA) Pilot " - "
N . ) ) Duration of Contact <24 h ludes Tr t Contact
indicates a deviation. Per the ASCA guidance, for ASCA testing, the complete test report should be ration of “ontac ours (includes Transient Contact) El
provided in addition to the ASCA summary test report. Please see the help text above for the question regarding Attachment G, Section B of the FDA

. i ibili i to which you indicated "Yes." Please provide all the recommended

and in the question below.

If a precautionary statement was needed in the labeling, please specifically cite the attachment and page
number where this statement was included in your labeling. If a precautionary statement was not needed,
please state this in your attached documentation below.

Biocompatibility Reports and Documentation
Please attach any documentation (e.g., test reports) pertaining to the biocompatibility

of your device. If no test reports were attached, please attach a rationale explaining
why testing is not necessary.

Page 13 of 24

michelle@leanraga.com 28
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And the Template Continues to Improve — 5.0 and beyond

» Biocompatibility Template Improvements

Is there a potential for repeat exposure? No [I
. tC}hoose thf t):p e of t'tSSL.jel contact of your Surface Device: Mucosal Membrane ¥
}When SeleCtlng issue contacting material.
type Of tl ssue Duration of Contact > 30 days (i.e., permanent) El
Contact, FDA avaScript Window
p rOVI d e S S p e C | fl C If your device/system is or includes a breathing gas pathway component, be aware it is evaluated as "externally
communicating with contact to tissue/bone/dentin”" Applicable voluntary standards are listed below.
help text and -
. Resources
recommendations
b d ISO 18562 (series) Biocompatibility evaluation of breathing gas pathways in healthcare applications:
ased on

1SO 18562-1 Evaluation and testing within a risk management process

Se I eCtIO n ISO 18562-2 Tests for emissions of particulate matter

1SO 18562-3 Tests for emissions of volatile organic compounds

1SO 18562-4 Tests for leachables in condensate

OK

michelle@leanraga.com 29
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And the Template Continues to Improve — 5.0 and beyond

» High Level of Detail required to support Cybersecurity
— Hint: It’s all about risk!

Caution! Cybersecurity requirements
in eSTAR template are very specific
— ensure to read carefully to include
Risk Management - Report \the ﬂgm risk process documents

Please attach your security risk management report detailing a separate, parallel, I j

I Cybersecurity

system result in either of the following:
- multi-patient harm (resulting in temporary or medically reversible adverse events), or
- serious adverse events or death in the event your device(s)/system is compromised?

Risks
en not considering mitigation measures for the cybersecurity risks, could your device(s) |Yes 'II
S

and interconnected security risk management process. This is different from your
safety risk management process.

'l
TRISK MIanagemment - 11reat Moaer
Please attach your threat model addressing all the end-to-end elements of the
system.

Risk Management - Cybersecurity Risk Assessment

List the Threat Methodology (e.g. STRIDE, Attack Trees, Kill Chain, DREAD) that you used.

Please attach your Cybersecurity Risk Assessment

STRIDE Thread Methodology
Please cite the page number(s) of the attachment directly above where you

describe your methodology and your acceptance criteria.

| Does the Cybersecurity Risk Assessment avoid using probabilities for the likelihood E!‘

Does the threat model documentation include Architecture Views (Global System View, Yes assessment and use exploitability instead?

Multi-Patient Harm View, Updateability/Patchability View, and Security Use Case Views)? " ; . i
ulti-Patient Harm View, Updateability/Patchability View, and Security Use Case Views) Risk Management - Software Bill of Materials (SBOM) and Related Information

Please attach your Software Bill of Materials (SBOM).

Please attach a document to provide the software level of support and end-of-
support date for each software component (e.g. OTS software) identified in the
SBOM. For any component where this information was not available, provide a
justification.

List the supported operating system(s) and associated version(s) your device(s)/system uses. Be
aware that if you list any operating systems that are no longer supported (e.g. Windows 7, Mac OS 9)
or nearing end of support, this will be considered an inaccurate response. Type "N/A" if your device(s)
does not use an operating system.

30

michelle@leanraga.com



lean RAQA g greenlight guru
And the Template Continues to Improve — 5.0 and beyond

» High Level of Detail required to support Cybersecurity

Cybersecurity Controls

4 )
Updated version 5.1 (Jan 8, 2024)
template includes a greater b
emphasis on pointing FDA directly ) Copgap o

D) Code, data, and execution integrity controls:
E) Confidentiality controls:

\to correct Page Numbers LR e e

\ 4

A)A ication controls:

) H) Firmware and software update controls:

Architecture Views

Please attach a document(s) that contains a Global System View, Multi-Patient
Harm View, Updatability/Patchability View, and Security Use Case Views. If these
Archltecture Views are provided in the Threat Modeling documentation provided
above, please cite where each of the Architecture Views is provided.

Cybersecurity Management Plan Cybersecurity Testing
Please attach a document(s) that describes the cybersecurity testing performed
and the associated test reports. Cybersecurity testing includes but may not be
limited to security requirement testing, threat mitigation testing, vulnerability
testing, and penetration testing. If security testing was performed by a third party,
please provided the original third party test report and your assessment of any
findings. Alternatively, provide a justification for why particular testing was not
performed.

Please attach a Cybersecurity Management Plan.

Please cite the page number(s) of the attachment directly above where you

include the information specified in the help text to the right for all the
recommended elements.

Please cite the page number(s) of the attachment directly above where you
include a description of and justification for the time-lines to make patches on a

| Cybersecurity Labeling
regular cycle and out of cycle.

Please sp y cite the 1t(s) and page number(s) where cybersecurity information is

documented in the Iabellng as specified in the help text to the right for all the recommended
elements. If there is separate cybersecurity labeling, attach this in the labeling section above.

Please attach information on the security controls categories included in the
device.
Please cite the page number(s) of the attachment directly above where you addressed the following
controls listed in the textbox below (e.g. "A) Authentication Controls: Page 2").
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FDA is not playing Where’s Waldo with your 510(k)...
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Secrets to Success: Cybersecurity

»FDA is now requesting details, details, details

Warning: JavaScript Window -

Risk Management - Threat Model
{ L There are numerous methodologies available to perform threat modeling. The
Please attach your threat model addressing all the end-to-end elements of the _",' methodology selected will likel‘f depend on a rnl:)lfitude of factors includigng the device
system. itself, environment of use, team performing the assessment, and strengths and
k of a gi thodology. Multiple threat modeli thodologi be
List the Threat Methodology (e.g. STRIDE, Attack Trees, Kill Chain, DREAD) that you used. e e
oK
Does the threat model documentation include Architecture Views (Global System View, Ves |-
Multi-Patient Harm View, Updateability/Patchability View, and Security Use Case Views)?
\ Warning: JavaScript Window -
Note: Help text points to = o _
0 Architecture Views are described in Section V.B2. and Appendix 2 of the Premarket
1 W Cybersecurity Guidance. Architecture Views can either be included within the Threat
examples Or related gu Idance ~ Modeling documentation or as standalone documents.

documents for assistance with

these sections
\ ) oK
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Secrets to Success: Cybersecurity

»Don’t forget to use the new
FDA Guidance (Sep 2023)

as a guide

g greenlight guru

Table 1. Recommended Premarket Submission Doc

Type of Premarket
Submission
Documentation

Guidance Section(s)

IDE Submission*

Cybersecurity Risk

Sections V., VL.B.

Could be helpful to submit, but
not specifically recommended

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

Guidance for Industry and
Food and Drug Administration Staff

Document issued on September 27, 2023.
The draft of this document was issued on April 8, 2022.

This document supersedes “Content of Premarket Submissions for
Management of Cybersecurity in Medical Devices,” issued October 2, 2014.

For questions about this document regarding CDRH-regulated devices, contact
CyberMed@fda.hhs.gov. For questions about this document regarding CBER-regulated devices,
contact the Office of Communication, Outreach, and Development (OCOD) at 1-800-835-4709 or
240-402-8010, or by email at ocod@fda.hhs.gov.

U.S. Department of Health and Human Services

U.S. FOOD & DRUG Feod s g bbtrdion
ADMINISTRATION Center for Devices and Radiological Health

Center for Biologics Evaluation and Research

Manag Report
- Threat Model
(may include
Architecture
Views)

Sections V.A.1., V.A.3.,
V.A4,V.A5,V.B2,
Appendix 1, Appendix 2

Could be helpful to submit, but
not specifically recommended
(see Architecture View
recommendations)

- Cybersecurity
Risk Assessment

Sections V.A.2., V.A.3.,
V.A4., V.A5., V.A6.

Could be helpful to submit, but
not specifically recommended

- SBOM

Sections V.A.4., VLA,

Recommended

- Vulnerability
Assessment and
Software Support

Section V.A4.

Could be helpful to submit, but
not specifically recommended

- Unresolved Section V.A.S. Could be helpful to submit, but
Anomalies not specifically recommended
Assessment

- Traceability

Sections V.A., V.A.1.,
V.A2,V.A3,V.A4,
V.A5,V.A6.,V.B.1,V.B.2.,
V.C.,VLA.

Could be helpful to submit, but
not specifically recommended

michelle@leanraga.com

-
Many

.

recommendations
align exactly with
eSTAR template

~N

J
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g greenlight guru

More Rev 5 Updates: Prevent Missing Sections

» Cross-Section Change Reminders

» \When selecting
‘No’ for certain
questions, the help
pop-up will clarify if
that means certain
sections will not be
available for you.

michelle@leanraga.com

I General Device Characteristics

Is the device life-supporting or life-sustaining?

Are there any direct or indirect tissue contacting components?

«Isthe device or a component an implant?

Does the device use software/firmware?

JavaScript Window

For more information, refer to the guidance document entitled "Guidance for the Content of Premarket Submissions for
Device Software Functions.”

Choosing "No" will hide the questions in the Software, Cybersecurity, and Interoperability section below.

Resources

Guidance for the Content of Premarket Submissions for Device Software Functions

OK

P
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More Rev 5 Updates

» Clinical Data Updates — for 510(k)

— Ensure clinical investigations supporting submission are disclosed (Help Pop-Up is
informative for selection)

Compliance with Good Clinical Practice for Supporting Clinical Investigations

Is one or more of the included clinical investigations intended to support this Yes I
submission subject to the requirements governing FDA acceptance of data from
clinical investigations? Click the Help Text button for more information.

JavaScript Window

FDA requirements for acceptance of clinical data from investigations is described in 83 FR 7366 (Final Rule titled "Human Subject Protection;
Acceptance of Data From Clinical Investigations for Medical Devices"). Clinical investigations are subject to the requirements as described in
the final rule that meet the following conditions:

- Research involving one or more human subjects to determine the safety or effectiveness of a device (21 CFR 812.3(h)).
- First subject signed informed consent documents on or after February 21, 2019 (83 FR 7366).

Choose "Yes" if both of these conditions are true for one or more clinical investigations in the submission, or choose "No" otherwise.
For more information, refer to the "Acceptance of Clinical Data to Support Medical Device Applications and Submissions FAQ" Guidance.
This guidance document is intended to help sponsors and applicants understand and comply with the new requirements of 21 CFR parts 807,
812and 814.

Resources

Acceptance of Clinical Data FAQ Guidance

oK
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More Rev 5 Updates

» Clinical Data Updates — for PMA/De Novo

— Significantly more data related to clinical investigations required. Ensure clinical
investigations follow 21 CFR 812.

Results of all analyses identified in the protocol

Sample size/number of patients enrolled and completing the study (i.e.,
the number of evaluable patients at the primary endpoint time frame)

= - Follow-up duration for the pri lysi
General Clinical Information ofiow-up duration forfhe primary anaysis

Please specifically cite the attachment(s) and page number(s) where the following information is located. Follow-up evaluations for the primary analysis
Type "N/A" if not applicable.

Summary of the clinical investigation(s) and results Study Objectives

Final versions of the clinical protocols (If performed under IDE, these Study Population/Enroliment Criteria

should be the final FDA-approved versions of the clinical protocols,

incorporating any Notices of Changes.) Study Endpoints

Description of study population demographics Study Design

Description of adverse events (e.g., adverse reactions, complaints, .

discontinuations, failures, replacements) Hypothesis

Report forms for patients who died or who did not complete the
investigation (i.e., to resolve potential bias). State “N/A” only if no
patients died or were discontinued.

Effectiveness Statistical Analysis

Safety Statistical Analysis

Statistical analyses of the clinical investigations

Dataline listings stratified by site, then subject.

Patient/study population match the intended use discussion

Have clinically significant endpoints been selected explanation

If the primary study is based on foreign clinical data, provide a justification|
with respect to how the data are applicable to the U.S. patient population
(e.g., are the population and medical practices comparable to those in the|
U.S., or if not, provide a justification for why any differences would not
impact the applicability of the study results to the U.S. patient population
[21 CFR 814.15(a) and 814.15(b)]).
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Weaknesses

» Be aware of:

— File Size: Processing of the submission may be delayed if the eSTAR PDF
exceeds 4 GB in size or 1GB per any one file type.

— File Versions: Make sure to use current version of eSTAR template for
complete required content.

— Export/ Import: eSTAR does have an export and import feature if you get
caught between versions. However, it will not export and import attachments.

— Using the most updated versions of applications: There is a JavaScript
bug in certain Adobe Acrobat Pro applications that causes dynamic PDFs like
eSTAR, to run slower than normal.

Directly from the FDA website: This slowness bug is not present in FoxIt PDF Reader,
any version of Adobe Acrobat Pro 2017, and for at least some, but not all, users of
Adobe Acrobat Pro DC and the latest Adobe Acrobat Pro Windows versions. We are

working with Adobe to help them resolve this bug.

michelle@leanraga.com
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Weaknesses

» Process

is still being worked out...

FDA Issues Minor Updates to Final Guidance for
Electronic Submissions Template for Medical

Devices 510(k) Submissions

Today, the U.S. Food and Drug Administration (FDA) issued minor updates to the final guidance:

Electronic Submissions Template for Medical Devices 510(k) Submissions. The updates
are to support the use of the Electronic Submission Template and Resource (eSTAR) through
the CDRH Portal. As of October 1, 2023, all 510(k) submissions, unless exempted, must be
submitted as electronic submissions using eSTAR.

Use of eSTAR for all 510(k) submissions is part of the FDA's ongoing efforts to modernize the
510(k) Program, and implement MDUFA V and 745A(b) of the Federal Food, Drug, and

Cosmetic Act.

Read More

This final guidance provides the following minor updates:

« Withdrawal requests, which have previously been submitted via email continue to be

exempt from electronic submission requirements.

« While use of eSTAR will be required starting on October 1, 2023, there are currently
known technical reasons that preclude electronic submission via the CDRH Portal and
impacted submissions will need to be mailed to the CDRH Document Control Center.

michelle@leanraga.com
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Weaknesses, cont.

» Complications with signatures
— Truthful and Accuracy statement must be signed by official correspondent
editing the file
— Options for workarounds: digital signature from client/manufacturer
— This is a concern for working with consultants

— Official correspondent must finalize all signatures
— Multiple signatures can be difficult

»In practice, file collaboration likely must occur outside of eSTAR
template
— eSTAR does not track changes
— File sharing of the eSTAR template can be difficult

— If you rely on iterative editing or editing with multiple people (from the manufacturer
and/or consultants), using solely the eSTAR template can be complex and difficult

michelle@leanraga.com 40
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Weaknesses, Cont.

»Limited Text Sections
— Limited space for viewing; scrolling required.
— No formatting supported

— Content is used to populate automatic 510(k) summary (if used)
* DO NOT include confidential information in text boxes

Description

Please provide a Device Description Summary below, and ensure it includes an explanation of how
the device functions, the scientific concepts that form the basis for the device, and the significant

physical and performance characteristics of the device, such as device design, material used, and ( . \
physical properties. Size of text boxes does not
If you choose to use the 510(k) summary produced for you at the end of this template (in the Administrative Change with the amount of
Documentation page), you must provide this device description information in the textbox below, in
accordance with 21 CFR 807.92(a)(4). The contents of the 510(k) Summary will be made publicly available text added. You must scroll

on the FDA website if your device is cleared.

to get to the top/bottom of a

ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DEVICE DESCRIPTION SUMMARY text section
TEXTBOX BELOW. CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S). \_

EXAMPLE DESCRIPTION TEXT /
LINE TWO H

LINE THREE L

J
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Opportunities

» What does this mean for the future of the 510(k)?
— Global harmonization initiatives
— Standardization with other submissions (similar to HealthCanada)
— What does the harmonization plan look like beyond this eSTAR? Classification, etc.

» Continued expansion to other submission types
— De novo released in October 2023
— Pre-submissions released on June 9, 2023
— PMA capability released on December 6, 2023
— Other Q-submissions and 513(g)s to come

michelle@leanraga.com 42
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Threats

» Template crashes

» Someone in your organization made a change

» Wasted time - too much time in front of your computer waiting for program to
cooperate

» Template revision changes

» Threats may be mostly to
your mental health!
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eSTAR S.W.O.T. Analysis Summary

STRENGTHS

No RTA review
Alignment with
FDA templates
Guidance doc
integration
Automation of
510(k) summary
Completion
verification

No more standard
forms

WEAKNESSES

Challenges with
file size, count
and versions
Bugs in the
software app
Signatures

No file
collaboration
within eSTAR
Limited text
sections

OPPORTUNITIES

» Streamlined
510(k) — global
harmonization
initiatives,
standardization

+ Expansion to
other submission
types

g greenlight guru

THREATS

Template crashes
Wasted time
Minor template
revision changes
Mental health

michelle@leanraga.com
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IeanRAO\/-\
The Reviews Are In

A X XN XN XN XN X
NOW DLAYING: eSTAD!

“Little ability to tell a story or cross reference sections,
' redundant info and just clunky....If you modify a further “It’s a pain”
. section, you have to go back and redo. ” one user A concerned citizen

“Personally, | really enjoy it. | really love anything you
can use electronically where you can’t make a mistake
going forward... It reminds me of Turbotax” some consu Itant

“It’s a fancier version of the eCopy checklist”

Someone who knows what he’s talking about

michelle@leanraga.com
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This is new to everyone

» Even to the FDA...

— There may be a learning curve regarding
where information is located

— User interface on the FDA end is different ,

» Currently there are no FDA-specific
trainings available on CDRH Learn

Portal.
8 8
»In the meantime, review FAQs MEX
available on the website.

» Another Helpful eSTAR Training:
— RIMSYS: eSTAR submissions

michelle@leanraga.com 47
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Steps to Success

1. Download CURRENT eSTAR form from FDA

g greenlight guru

v

2. Populate required sections

3. Note color coordination:
RED = Required, not yet complete
GREEN = Required or optional; complete
GREY = Optional; not yet complete

4. Submit when STATUS reads eSTAR
COMPLETE

electronic Submission Template And Resource (eSTAR)

For non-In Vitro Diagnostic Medical Devices Version 5.1 (2024-01-08)

. This eSTAR is incompliete, and will be treated as an improperly prepared eCopy
STATUS: eSTAR INCOMPLETE and not revi . You will be notified by a standard eCopy Hold email.

Introduction

This template is intended for use in both constructing a non-in vitro diagnostic medical device premarket application/
submission, and in being a resource of non-in vitro medical device premarket regulations. It contains regulatory
information pulled from both Intemational Medical Device Regulators Forum (IMDRF) documents, as well as
regulatory documents (e.g. guidance documents).

This template is only used for constructing, not submitting, your appl or submission. Di at the end of the
template provide instructions on how to submit it.
Key
I A Red Bar indi the iated required question, or a required question in that section, wasn't answered.

I A Green Bar indicates the associated required question, or all required questions in that section, was answered.

A Grey Bar indicates the associated question is optional. Green and Grey Bars act as left borders when present.

Blue Help Text Buttons when clicked display regulatory information pertaining to the question or section

heading they immediately follow. Assistive Technology (AT) users including text to speech, will hear "Help Text
Button." If activated, the help text windows will open, and can be closed by tabbing to the OK key and pressing return.
Hover text displays inft about your application, such as the date an attachment was attached, or, if
the section corresponds to an IMDRF harmonized section, the hover text will display the chapter number of the
IMDRF Table of Contents. We recommend numbering attachments according to the IMDRF chapter numbers.

et

v

michelle@leanraga.com

electronic Submission Template And Resource (eSTAR)
Version 5.1 (2024-01-08)
STATUS: eSTAR COMPLETE

Introduction

This template is intended for use in both constructing a non-in vitro diagnosti ical device p

For non-In Vitro Diagnostic Medical Devices
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Secrets to Success o te

» Use the most recent template version
» Recommend preparing Word documents for team
collaboration then enter in eSTAR when complete
» Utilize instructional and help text where applicable
» Use smart naming conventions to facilitate finding attachments
— Sequential numbering
— Title that matches attachment description in eSTAR
— Acceptable attachment formats: PDF, Word, Excel

» Do not include confidential information in text boxes

» Save the template after every change (every attachment,
every text addition, etc.) to prevent preliminary crashing!!
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Before you submit

g greenlight guru

»Use ‘Verification’ section at end of template to see what is missing

The following sections are complete:
Application/Submission Type

The following sections are incomplete:
Cover Letter / Letters of Reference
Administrative Information
Device Description
Indications for Use
Classification
Predicates and Substantial Equivalence
Labeling
Reprocessing, Sterility, and Shelf-Life
Biocompatibility
Software/Firmware & Cybersecurity/Interoperability
EMC, Wireless, Electrical, Mechanical, and Thermal Safety
Performance Testing

References
Administrative Documentation

» Ensure status is present: STATUS: eSTAR COMPLETE

michelle@leanraga.com
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leanRAQA .
Send it electronically

» Submit your eSTAR application online

FDA Issues Minor Updates to Final Guidance for

Electronic Submissions Template for Medical

iSsi be uploaded to
ine: eSTAR subm|SS|on§ can .
gBIFI{rI]-Ie.CeuSstomer Collaboration Portal (CDRH CC

Portal)

Devices 510(k) Submissions

Today, the U S. Food and Drug Administration (FDA) issued minor updates to the final guidance
Electronic Submissions Template for Medical Devices 510(k) Submissions. The updates
are to support the use of the Electronic Submission Template and Resource (eSTAR) through
the CDRH Portal. As of October 1 2023, all 510(k) Submissions, unless exe
Submitted as electronic Submissions using eSTAR

'mpted, must be

irements: o .
ReqSl:gned cover letter attachment within eSTA

template | _
- eSTpAR template with all files

Upload to CCP and press send

This final guidance provides the following minor Updates:

* Withdrawal requests, which have previously been submitted via email continue to be
Exempt from Electronic Submission re. uirements.

* While use of eSTAR will be required starting on October 1 2023, there are currently
known technical reasons that preclude electronic submission via the CDRH Portal and
'mpacted submissions i Need to be mailed to the CDRH Document Control Center

52
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What about Requests for Additional Information?

» Option 1: Continue to submit responses to additional information (Al)
requests in an eCopy format.

» Option 2: Use the eSTAR templates to respond to requests for additional
information with “additional information” as the submission type.
- The deficiency is copied into one

field and response provided in Appiication Purpose  Premarket Notifcation 510(k
. (" De Novo

another field (text box). New CPremarket Application PMA

attachments are then included in Application Type ‘@ Traditional

the relevant section of the eSTAR || Smance secoq suomsaon e = S & o

template Itself Application Sub-Type (" New Application/Submission
(Modify the Original eSTAR when responding to Additional [ f(o‘i/\dditional Information ]
Information requests. See Help Text)

IPIease enter the parent application/submission nhumber. | |

Note: Text boxes in the template may not be sufficient for
providing lengthy explanations that require tables, figures, or
formatting to keep the response clear and organized.
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Related Links

» FDA eSTAR program current templates

» FDA Guidance, Cybersecurity in Medical Devices: Quality System
Considerations and Content of Premarket Submissions, September 27,
2023

» FDA Guidance Electronic Submission Template for Medical Device
510(k) Submissions, September 22, 2022

» FDA Guidance Format for Traditional and Abbreviated 510(k)s,
September 13, 2019

» FDA Guidance The Special 510(k) Program, September 13, 2019
» FDA Guidance The Abbreviated 510(k) Program, September 13, 2019
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https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
https://www.fda.gov/media/119933/download
https://www.fda.gov/media/119933/download
https://www.fda.gov/media/152429/download
https://www.fda.gov/media/152429/download
https://www.fda.gov/media/130647/download
https://www.fda.gov/media/116418/download
https://www.fda.gov/media/72646/download

Free download

* Regulatory Pathway Assessment (RPA)
* Business Market Assessment (BMA)

ot

leanraga.com/free-guides

Questions?
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