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eSTAR

™ electronic Submission Template And Resource (SECURED) - Adobe Acrobat Pro 2017 = X
File Edit View Window Help

Home Tools electronic Submissi...

8RQ O® -

a Bookmarks

@ E)- E‘; < 1
. Listing of Device(s)
Application Forms . -
@ y Provide the Product Trade Name and (optionally) Model Number/Name

Applicant Information

‘Trade Name | ‘Model‘l.ﬂ

Correspandent/Consultant

Infe Elile i isti
il | General Device Characteristics

Pre-Subm n

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?

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

: + Please check the attributes that are applicable to your ~ [] Cloud Communication
eneral Characteristics device. ] Network connection (active or not)

Wireless communication in any form

[_] USB/serial ports/removable media

[] Software upgrades (this includes patches)
[7] None of the above

Description
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Non-In Vitro Diagnostic Device Regulatory Submission Table of Contents (nIVD ToC)
—  IMDRF/RPS WG/N9 FINAL:2023

In Vitro Diagnostic Medical Device Regulatory Submission Table of Contents (IVD ToC)
—  IMDRF/RPS WG/N13 FINAL:2023
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non-vD] (N9) [Livo] (N3

PREFACE PREFACE

INTRODUCTION INTRODUCTION

SCOPE SCOPE

PURPOSE PURPOSE

DEFINITIONS DEFINITIONS

QUALITY MANAGEMENT SYSTEM CHAPTERS (6A & 6B) ~ LANGUAGE REQUIREMENTS

LANGUAGE REQUIREMENTS OTHER GENERAL NOTES

OTHER GENERAL NOTES ACRONYMS

ACRONYMS HIERARCHY PRESENTATION

HIERARCHY PRESENTATION CHAPTER 1 — REGIONAL ADMINISTRATIVE

CHAPTER 1 — REGIONAL ADMINISTRATIVE CHAPTER 2 — SUBMISSION CONTEXT

CHAPTER 2 — SUBMISSION CONTEXT CHAPTER 3 — ANALYTICAL PERFORMANCE AND OTHER EVIDENCE
CHAPTER 3 — NON-CLINICAL EVIDENCE CHAPTER 4 — CLINICAL EVIDENCE

CHAPTER 4 — CLINICAL EVIDENCE CHAPTER 5 — LABELLING AND PROMOTIONAL MATERIAL
CHAPTER 5 — LABELLING AND PROMOTIONAL MATERIAL ~ CHAPTER 6 — QUALITY MANAGEMENT SYSTEM
CHAPTER 6 — QUALITY MANAGEMENT SYSTEM DOCUMENT REVISION HISTORY

DOCUMENT REVISION HISTORY
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The content shared by jurisdictions for the respective subchapter.

Regions &
Row ID Level Heading Common Content Regional Content
1.01 IMDRF | 1| Cover Letter a) The cover letter should state applicant or sponsor name and/or their authorized
representative, the type of submission, the common name of the device (if applicable),
device trade name or proprietary name (both of the base device and a new name if one mailing address,

is given to the new version/model of the device) and include the purpose of the
application, including any changes being made to existing approvals.

b) If applicable and accepted by the regulator, it should include information pertaining to The SpeCIfIC Content Of ea‘Ch Ju”SdICtlon for the

any Master Files referenced by the submission.

c) If applicable, acknowledgement that a device sample has been submitted or offered reSpectlve su bChapter The con ent descrl ptl ons are
alternatives to allow the regulator to view or access the device (when the regulator lelded aCCOI’dIng to eaCh I’eglon that ShareS Content
requests a sample). . .

d) If the submission is requesting approval of a change that s the result of CAPA due to a of the respectlve Subchapter |f Only one reglon
recall, this should be stated. . .

uses the subchapter, the Regional Content will

e) If the submission is in response to a request for information from the regulator this
should be stated and the date of that letter should be included as well as any reference

numbers). include the content descriptions for only that region.
) If the submission is unsolicited information (where accepted), this should be stated and | By~ COMTECT UELAITS OT UTE PETSOM dUtNOTTSEY (0 TdISe W A UUTTTTY UTe eVartatiorn proce
any related reference number(s) provided. c) Signed by the authorised person for the company
g) ldentification of the regulatory jurisdiction(s) in which marketing is sought. d) Where applicable, details about the similarities and differences between the new device and the
predicate device in a tabular format with respect to their design, construction, materials (includi
NOTE: The cover letter should not contain any detailed scientific information. formulation), intended purpose, administration, packaging materials, sterilisation process and sl
life

e) Where a reduction of assessment fees is sought, a written request for reduced fees must be provi
detailing each of the relevant application 1D numbers to be considered for abridged assessment
and an explanation on why and how the assessment can be abridged. Refer to guidance on the 1
website: https://www.tga.gov.au/publication/reduction-assessment-fees-medical-devices

EU
Consult relevant Notified Body (NB)
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 8
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- 2.06.01Global Market History
BATOMREBICHRERIEE R - 7-15 58Il 225D EN
- 2.07.01Post Market study Plans and Real World Data
mIRBEFAEICET 2IEBICEEHT 52 NADREIE
- 2.07.02Real World Data
I5H DB
- 3.05.05.11Cybersecurity
FATYAINEHEEZBLTOYAN—F 2T DHERICOWTOREHZEMN
- 3.05.07 Non-Material-Mediated Pyrogenicity
TVRMFIYLRLOFHMAZDEICEEFNS Z & OFREL
- 3.05.09 Sterilization and Reprocessing Validation
SAL OFHEA Z DIEICE EN 5 Z & DA
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- 4.02 Overall Clinical Evidence Summary
HABTHWLIREKEBFREIOEVWDH 255D ELEHANE D BEEL

- 4.02.02.01.01 Clinical Trial Summary
MR, FEETEIML LT DT DEIZEEND Z & DBFREL

- 4.02.03Clinical Literature Review and Other Reasonable Known Information
NERRZBIRTZZERENCDEICEEND Z & HERHEL

- 5.10 Other Labelling and Promotional Material
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