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CHAPTER 1 — REGIONAL ADMINISTRATIVE

CHAPTER 2 — SUBMISSION CONTEXT

CHAPTER 3 — NON-CLINICAL EVIDENCE

CHAPTER 4 — CLINICAL EVIDENCE
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CHAPTER 1 — REGIONAL ADMINISTRATIVE

CHAPTER 2 — SUBMISSION CONTEXT
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Common Content
Z DHeadings|ZX 9 3
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; *ading ’ \‘ : \.

Row ID~ Class & Level® Heading + Common Content+ Regional Content+
‘ k) Engineening diagrams/prints/schematics of the device (should be provided as a separate

file within the submission).«
D

NOTE: The sponsor/applicant should explicitly address any existing regional regulatory
guidance related to the comprehensive device description and principles of operations
provided 1n this section regarding the subject device

"

2.04.02¢ | IMDRF | 2{ Descriptionof | a) Information regarding the packaging of the devices, including, when applicable, primary | «
(ANVISA, Device Packaging: packaging, secondary and any other packaging associated; v
NMPA, b) Specific packaging of accessories marketed together with the medical devices shall also
EU, HC, be described;«
HSA, TGA, c) If the user needs to package the medical device or its accessories before they perform
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File Edit View Window Help
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/33 KM M O® nw% - & b T © 2 or
a Bookmarks X
R &E- & | '

[ Listing of Device(s)

Application Forms

) Add Device Provide the Product Trade Name and (optionally) Model Number/Name

Applicant Information

>< eSTAR

Trade Name Model 1.0

Correspondent/Consultant
Information

General Device Characteristics

Pre-Submission

Correspondence and Is the device life-supporting or life-sustaining?
Previous Regulator

Interaction Are there any direct or indirect tissue contacting components?
Standards

Does the device use software/firmware?
Device Description

« Is the device, or does it contain, digital health technology?

__ - Please check the attributes that are applicable to your [ Cloud Communication
General Characteristics device. [T] Network connection (active or not)

Wireless communication in any form

[T] USB/serial ports/removable media
Accessories [] Software upgrades (this includes patches)
[7] None of the above

Devices

Description

Guidance Adherence

Is the device or a component packaged as sterile?
Indications for Use p p d r

g MM 0%




" electronic Submission Template And Resource (SECURED) - Adobe Acrobat Pro 2017 = 2.
File Edit Wiew Window Help

>< eSTAR

missi... %

110% = I El

Bookmarks

E)- 2
to Health, and Mitigation You must submit proposed labels, labeling, and advertisements sufficient to describe the device, its
Measures intended use, and the directions for its use. Where applicable, photographs or engineering drawings should

Design Control Activities be sgpplied (21 CIFR 80?_87(.9)). We also strqngly recommend you _con‘syl‘g standard AAMI ANSI ES60601-1
Section 7 for applicable labeling that may be important for your device if it is electrical (consult ISO 14708-1

Verification and/or instead for implantable components). -

Validation bt

Risks and Mitigations Table I General Labeling

Special Controls If a symbols glossary was used, please specifically cite the

Benefit/Risk Analysis attachment and page number where it is located in the labeling
(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).

General Labeling

Packaging and Shipping What is the Magnetic Resonance (MR) safety status for the device(s) in the

submission? Not Needed

Complementary Labeling

Package Labeling

Other 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
Guidance Adherence to, the device packaging and sterile packaging.

Specific Labeling

Reprocessing, Sterility and Packaging.pdf

m e e O



[~ electronic Submission Template And Resource (SECURED) - Adobe Acrobat Reader DC (32-bit)
file Edit View Sign Window Help

Home | X
L]
s 2 eSTAR ® O /s ARMWOO® wm-RB T B2
D Please ighli isti i
Please print your completed form if you would like a copy for your records. Hgiight B elc Q
Bookmarks X o = @
a8 = Cover Letter / L
S
() | Attach your Cover Letter 870 72
0 General Introduction Coverletter.pdf Delete Attachment: /é
¢;;:ication/5ubmission | Add Attach any Letters of Reference )
é Cover Letter/Letters of : ‘ Letters of Reference.pdf Delete Attachment
Reference : 7 v 3

v Administrative
Information

Application Forms I
Applicant Information

Correspondent/Consul T
tant Information S : = s AR .
Are there prior related submissions or regulator interaction for the subject device(s)?

Standards

Pre-Submission
Correspondence and
Previous Regulator
Interaction

Standards

Please list the standards used in your submission (if any). If only certain sections were
: o ; : | used, or there were deviations, cite these in an attachment. The recognition number is
B bevice besaipiion ) — | only applicable to certain regulators, see help text. Instead of typing in information,

| some regulators use drop-downs populated with their recognized Standards.

Devices

General Characteristics ANSIAAMI [+] [ES60601-1:2005/(R)2012 and A1:2012 | Delete Standard

Description C1:2009/(R)2012 and A2:2010/(R)2012 (Consolidated Text) Medical electrical equipment - Part 1: General requiren
-

Accessories
_ Are you using this standard for general use, or are you declaring Conerafilion :
Guidance Adherence conformity to it? i '
>

Indications for Use
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