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v' RPS is a Health Level 7 (HL7) standard that supports electronic submission
of information for regulated products
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Provides context for how the submission should be routed and reviewed (i.e. this is
a supplement to a previous submission)

Allows a lifecycle of submission content (i.e. Document A replaces Document B)



Q RPS 27 - 7}0|E2}0I9| 3=

» RPS Beta Testing Document(2014)
« Strategic Assessment of Electronic Submission Messaging Formats(2015)

/ oy« Common Data Elements for Medical Device Identification (N19, 2016)
« Data Exchange Guidelines - Common Data Elements for Medical Device
|dentification(2017)

Data
Elements

LECCE . Non-In Vitro Diagnostic Device Market Authorization Table of Contents (N9,

Contents 201 9)
\ « In Vitro Diagnostic Device Market Authorization Table of Contents(N13,
2019)

Technical
Document

« Assembly and Technical Guide for IMDRF Table of Contents Submissions
(N27, 2019)

Guide
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v Common Data Elements for Medical Device Identification (N19)
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v" Non-In Vitro Diagnostic Device Market Authorization Table of
Contents (N9)
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v" In Vitro Diagnostic Device Market Authorization Table of Contents
(N13)
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v' Assembly and Technical Guide for IMDRF Table of Contents
Submissions(N27)
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v Common Data Elements for Medical Device lIdentification (N19)
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Dhata Elements/ Grouping

Purpose

Medical Device Primary Identity Information
e Medical Device Name
{Brand/Trade/Proprietary or Conumon
name)
Model
Catalog/Reference (REF)
Catalog/Reference (REF) Description
Wersion (Software or Firmiware)
Unigue Device Identifier {UDI)
= Dewice Identifier {(DI)
o Production Identifier (PI)
=  Serial Mumber
= Lot or Batch Number
= Manufacturing Date
= Expiration Date

The wvalue of the data elements are assigned
by the Regulated Entity for the purposes of
identifying and tracking the medical dewvice
throughout its life cycle.

Regulated Entity

These data elements as specified by the

» MName Regulatory Awuthority and the values provided
 Address by the Regulated Entity are for the purposes

o TIdentifier of identifying the legal party involved in a

e  Twype regulatory activity.

Kit These data elements provide an indicator used

Medical Device System

to differentiate the grouping of different
medical devices and/or accessories for the
purpose of placing it on the market.

Contains Biological Matenals

This data element provides an indicator for
the existence of specific biologic materials in
the medical device for safety purposes.

Medical Device Usage
* Single Use Device
» Reusable - Single Patient Use Dewvice
= Reusable - Multi-Patient Use Dewvice

The values of the data elements are
determined by the Regulated Entity for the
purposes of managing risks associated with
multiple use of the medical device.

Stenlization Information

= Supplied Sterile

e MNeeds Sterilization before use
e Method of Sterilization

The wvalues of the data elements are
determined by the Regulated Entity for the
purposes of managing risks associated with
sterilization.

Regulatory Information

= Medical Device Type

Medical Dewvice Risk Classification

Submission Number

Regulatory Authorization or Marketing

Number

* Regulatory Authorization or Marketing
Stats

The values of the data elements are assigned
by the Regulatory Authority for the purposes
of identifying and tracking regulatory
activities for a medical dewvice through its life
cycle.
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v" Non-In Vitro Diagnostic Device Market Authorization Table of
Contents (N9)
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- 38822 (Common Content) & =7I'& X|Z(Regional Content) | & Z&F

IMDRF/RPS WG/NY9(Edition 3) FINAL:2019 ‘

28 International Medical |
\5‘\ / IMDRF Device Regulators Forum \

\
FINAL DOCUMENT

International Medical Device Regulators Forum

Title: Non-In Vitro Diagnostic Device Market Authorization Table of
Contents (nlVD MA ToC)

‘ Authoring
Group: Regulated Product Submissions Table of Contents Working Group

Date: 21 March 2019

Elena M. Astapenko, IMDRF Chair

This document was produced by the International Medical Device
Regulators Forum. There are no restrictions on the reproduction or use of
this document; however, incorporation of this document, in part or in whole,
| into another document, or its translation into languages other than English,
does not convey or represent an endorsement of any kind by the

International Medical Device Regulators Forum.

Copyright 2019 by the International Medical Device Regulators Forum
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v' Assembly and Technical Guide for IMDRF Table of Contents
Submissions(N27)
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IMDRF/RPS WGM™N27 FINAL:2019

International Medical
Device Regulators Forum

FINAL DOCUMENT

Title: Assembly and Technical Guide for IMDRF Table of Contents Submissions
Authoring Group: Regulated Product Submissions Table of Contents WG

Date: 24 January 2019

-

Elena M. Astapenko, IMDRF Chair

This document was produced by the International Medical Device Regulators
Forum. There are no restrictions on the reproduction or use of this document;
however, incorporation of this document, in part or in whole, into another
document, or its translation into languages other than English, does not convey or
represent an endorsement of any kind by the Intanational Medical Device
Regulators Forum.

Copyright © 2019 by the Internaticnal Medical Device Regulators Forum
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» Total 6 chapter

— Chapter1. Regional Administrative

— Chapter2. Submission Context

— Chapter3. Non-Clinical Evidence

— Chapter4. Clinical Evidence

— Chapter5. Labelling and Promotional Material
— Chapter6A. QMS Procedures

— Chapter6B. QMS Device Specific Information



Q IMDRF-ToC

CHAPTER 1 —-REGIONAL ADMINISTRATIVE

CH1.01 = over Loetter

CH1.02 wubimission Table of Corterts

CH1.03 List of TermslAcrormmm s

CH1.M Applicaion Form/Admitdstrative [nformation

CHI1.05 Listirgz of Devce 5

CH1.06 Quality Managemert System, Full Ouality Systemn or Other Regalatory Certifi cates
CH1.07 Free Sale Certificate) Certificate of Marketing suthoriz ation

CHI1.08 Uset Fees

CH1.09 Pre-Aubmission C orrespondence and Prevaous Begualator Interact ons
CHI1.10 Acceptance for Fevlew Checklist

CHI.11 o tatemerds’C ertifi cationaTecl ar ations of © onf ormaty

CHI1.11.1 Performanice and V olurtay Standar d

CHI1.11.2 Errarotumertal Assessm et

CHI1.113 Clirdeal Trial Certificat ofs

CHI1.114 Indications for Use 3tatement with By andfor OTC designati on Enclosure
CHI1.115 Trahtil and Accurate Statement

CHI1.11.6 UEFDA Class IIT Summaty atnd Certificati on

CHI1.11.7 Declaration of C orformity

CHI1.12 Letters of Reference for Iaster Files

CHI1.13 Letter of Authorizati on

CHI.14 Cther Fegotial Admitastrabive Information
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CHAPTER 2 - SUBMISSION CONTEXT

CH2.1 Chapter Table of Conternts

CH2.2 T eneral Sumamary of Subimd ssion

CH2.3 aunnay atd Certifi cati ons for Premmarket Subiiss ons

CH2.4 Dieice Description

CH2.4.1 Comge ehensive Device Description and Principle of O peration
CH2.42 Description of D evice Packaging

CH2.43 Histoty of D evel o erd.

CH2.44 Eeference and C omparison to Gimdlar and’or Presrious Generati ons of the Desace
CH2.45 auhstartial Eoavalence Disoassion

CH2.5 Itali cati o for Use and/or Indended Use and Cordratndic abi ons

CH2.5.1 Intended Use; Intended Purpose, Intended User;, Indi cati otis for Use
CH2.52 Irtetided Errarotment/ etting for use

CH2.53 Pediatric Use

CH2.54 Cotutraitud cati ons For Use

CH26 G lobal MWarket History

CH26.1 (31obal Il arket History

CH2.62 Flobal Inei dert Reports and Recalls

CH2.63 males, [noident and B ecall Fates

CH2.64 E-raluati otvInspection Eepotts

CH2L7T O ther Gubimd ssion C ondext Inf ormati on
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CHEPTER 3 - I"&DI"'I-CL INICAL E"FIDEI"'ICE

CH3.1 Chapter Table of Conterds

CH3.2 Risk Matages ent

CH3.3 Essential Principles (EF) Checklist

CH3.4 w tatidards

CH3.41 List of Standards

CH3.42 Declaration andfor Certifi cation of © onf ormatsy

CH3.5 M oty clird cal & hadies

CH3.501 Plorsical and Wecharical Characterization

CH3X.501.1 [Atudy descriptiony, study iderdifi er, date of tubabion
CH3.501.1.1 LTt At

CH3.501.1.2 Full Report.

CH3.501.13 Htabistical Data

CH3.5.02 ChemicalMaterial Charactenzation

CH3.502.1 [Atuady descriptiony, study iderdifi er, date of tubation
CH3i.502.1.1 LT At

CH3s021.2 Full Report

CH3X502.13 atabistical Data

CH3.503 Electrical Systems: Safety, Mechardcal and Envarorem ental Protection, and Electr amagretic © omopatibality
CH3X.503.1 [Gtudy descriptioey, study idendifi er, date of b abi on)
CHX503.1.1 LT At
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CHAPTER 1 — REGIONAL ADMINISTRATIVE
Common Content
K 1D & Lovel Hli'rrljllg Clanimidii Canfend

Heading Class

Regional Content
Repgismal Comte i

CHIL.v IMDKEF, RF Ciover Lemer a) The cover leter shoakd scate applacant oF sponsor fame andtar their sethoes zed CFIM
representative, the tvpe of submission, the commaon name of the device (if applicable). Attached documents should be sipned or seabed by applicants ar by sathenzed representative.
i radke e OF proprecary rame (olh of e base devies amd a mew name: if one &
given i the mew version'mode] of the device) and include the purpose of the application. | LUSFIN PAA amd S1i4k)
inluding sy changes Bemg madde e cxisting apgiovalks, a) mailing wldress,
b If applicable and sccepied by the regullavar, it should include informaiion penaining o b official conrespondens|{s],
any Master Fikes referencad by (e eafbmission el phosetas numbene),
<) If applicable, sckmowledgement that a device sample has been submaited or cdfered di email addressis
alpernatives b allom the repulanar ke visw or soiess The devioe (when thee regulatioe ) fover etker shall B exgned by applicant amd an audorzed e OF e applsant s nil neside or
requesis a sample . hive a place of business in US) - 21 CFR 214.2(Ha) (FMA Only)
di 17 the subamission s regeeesting approval of a changs that is the nesall of CAPA dee 1o a N Device class and pamel or classification regolatiom or sttemeent thal e device has nid been
reszall, this shioubd he simied, clessified with rastionale For that conclusion {510k anly )
el I the submission i im response o oa request for informmation from the negulator this
should be stated and the date of that leiver should be imchaded as well os any reference TiiA
numhen(s)h The covering bether af appdication meeds o be prepaned on company hevierbed and oalso include:
11 I the submission s unsoliciied mfomation (where accepred), this should be samed and | 6] Sehmissicn 13 chs is genermed elecironically when completing the application form in eBusiness
any relibed reference numbsri=) providied. b Ciomlict ditanls of the persom autharised B liaise with TOA duning the svalustion process
21 Signed by the authorised person for the comgany
MOYTE: The cover ketter shauld mal contaim amy detaled scientifc mlarmetion
CH1.02 IMORE Subimission Tabl2 of | 2] Includes af Jeast level | & 2 headings for the entire submission
Comilens b Specalies the page numbser For gach iem melerred 1o the rabde
MOYTE: Refer to e Pagination Sectiom of this Socament for informaizon abaoul subivession
paginaticn.
CHI.03 IMRF Lisa aif Terws or pervams dsed in the submizsion the regaire defingtion, should be defined kere,
Terms! Acronymes
CHI1LIK Regional Applicutiaon ANVISA
FrormdSdlmanistrative ANYIEA S MMamalacturer or Tmparier Form™ (farm available ol www.amvisy gow bri, contaiming
Indformation general informaiion related e the application.
CFIrA
Application [oem nequimed by Chimese Begulations (e sl goven
EU
Meaified Bodies (MBsh will ench have cheir own spplicmtion fomm and company informmation fme,
imcluding dhetals cm the subsmission tepe (new, penew, changes), sdmimistrative data of the
manafaciurer, averview of suhcomirectors mmd their QMES cerificanan decumentation mderdying CE
cerilicabes in Cise af Oham Bramd laballing, general infammation af the product, inclading sterlisiim
methiul where applicable, nstune of selecied starting materials (e.g. dugs, simal tissee |, applicable
directive and classification. Caonsult relevant ME.
M.E. Under EU legislation, the Oeen Brand Labeller is o be considersd a= the legal manufacturer and
Bazirs tha regalistory responsahilaty of o manufacurer imehocding the need 1@ dispase af the entire
technical documentation (s the EU Guadeling on OBL: haipaec curopa.owhealihdmadical-
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CH2 .4 IMDEF 1| Device Description NO CONTENT AT THIS LEVFL

CH241 | IMDEF, RF | 2| Comprehensive a) & general description of the device, including:

Device Description 1 A staternent of the device name
and Principle of 11 “What the device does? Desc ription
Cperation 111, Whouses it and for what? (high level staterment)

tv. Wheretouse £? (places/env ronment where the device 15 intended to be used)

7. How it works? Including theory surrounding featurefraniants/operating modes that
enable the deviceto be used for mdications/intended use (principle of
operation/mechanism of action)

v If applicable, labelled pictorial representation (diagrams, photos, drawings).

vil If systern, how the components relate?
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=0 2.05.01-Physical-Mechanical

=0 205.0L00-Cverview
“L 3.05.01-Overview.pdf

=0 250L01-Component A Fatigue Test, MT4.203, 2010-10-10
“L 1-Summ.pdf
“L 2-Reportpdf

=0 35.0L02-Assembly B Wear Test, MT4584, 2011-01-23
“L 1-Summpdf
“L 2-Reportpdf
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