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When Ennov releases a new version of Ennov InSight, they issue Release Notes which explain the new

features and updates. The Ennov Business Consulting Team reviews the Release Notes against each Best
Practice to determine any impact to the document:

e Impact = Release notes-documented upgrade changes this Best Practice
e No Impact = Release notes-documented upgrade changes do not affect this Best Practice

When Release Notes impact Best Practice documentation, Ennov recommends that clients review the entire
Release Notes for a full understanding of all changes associated with this Best Practice documentation.

Software Release/ Revision Summary of Change(s) (Refer to Release Notes for Full

Version Date Description)

v7.3.1 28-Jun-2024 Update Best Practice for Ennov rebranding & for v7.3.1 — No
Impact

v7.2 20-Jun-2023 Update Best Practice for v7.2 — No Impact

v7.1 13-Jan-2022 Update Best Practice for v7.1 — No Impact

v7.0 25-May-2021 Update Best Practice for v7.0 — Impact
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3 Document Purpose

The purpose of this document is to provide best practice guidance for creating an International Medical
Device Regulators Forum (IMDRF) Assembly Template to support submission publishing for Health Canada
in vitro diagnostic (IVD) and non in vitro diagnostic (nlVD) medical devices.

The International Medical Device Regulators Forum (IMDRF) has identified the need to harmonize the
documentation of evidence to support medical device market authorization requests. The Regulated Product
Submission (RPS) working group of IMDRF has developed the Table of Contents (ToC) formats for both in
vitro diagnostic (IVD) and non in vitro diagnostic (nlVD) devices, thereby promoting a globally harmonized
structure for medical device applications. Use of the ToC formats will facilitate filing medical device
applications for multiple jurisdictions and promote timely international access. It will also support the
transition to a Health Level-7 (HL7) electronic environment. HL7 is a messaging standard that supports
submission of information for regulated products. Each HL7 message includes the contents of a regulatory
submission plus metadata that communicates the structure of the content and aids in electronic processing
of submissions.
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4 General Considerations

This section describes basic rules and expectations.

4.1Assembly Templates

1. An Assembly Template enables you to set up an Assembly structure that will generate a compliant
output that meets submission requirements.
2. Templates can include elements and metadata that are common to the Assemblies you create.
3. You must have permissions to at least one of the following modules to perform Assembly Template
activities:
a. Electronic Lifecycle Publishing (ELP)
b. Registered Document Analysis (RDA)
c. Submission Planning and Tracking (SPT)
d. Paper Review Publishing (PRP)
4. Creation of Assembly Templates should be limited to users with appropriate permissions to ensure
compliance with the regulatory information management governance procedures.
5. A full understanding of the regional/regulatory agency guidance enables the Template administrator
to choose the correct Assembly entities that will ensure the intended output.
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5 Design Overview

To meet the Health Canada requirements, two IMDRF Templates will be created. The Folder structure in the
Templates should match the Table of Contents (ToC) formats for both in vitro diagnostic (IVD) and non in
vitro diagnostic (nlIVD) devices. The difference between the two templates is mainly the Folder headings for
in vitro and non in vitro sections, all the Publishing Settings are identical. After creating the first Template,
create the second Template using the the same Publishing Settings Library but use the correct Folder
nomenclature as indicated in the Table of Contents (ToC) formats requirements document for both |
diagnostic (IVD) and non | diagnostic (nIVD) devices.

When building the IMDRF Assembly, the structure will include Folders, Leaf elements, and Table of Contents
for all the chapters. The guidance document can be found on the Health Canada website.

https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-
devices/activities/announcements/toc-format-notice.html
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6 Creating a NEW (Empty) IMDRF Assembly Template

To create an empty Assembly Template:
Note: You must have the appropriate security privileges to create Assembly Templates in RIM.

1. On the home page, click New > Assembly Template.
2. On the Create Assembly page, select New (Empty) to create an empty Assembly.
3. Click the Publishing Settings Library to use with the Assembly.
a. Users with appropriate permissions can create customized regional Publishing Settings
Libraries based on the regulatory submission requirements. Select the appropriate Publishing
Settings Library, if none exists select the default option.
b. The Publishing Setting Library can be modified as necessary.
4. Click Save.
5. Enter attribute values for the assembly. See Assembly Attributes
a. Name: Follow corporate naming conventions for clear naming of the Template
b. Assembly Type Values: Standard
c. Auto Populate Output Folder: Yes

Note: The Created From attribute is always blank
6. Click Create.
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7 IMDREF Publishing Settings

This procedure applies to both the Publishing Settings Library Template (PLT) and Assembly Specific
Publishing Settings Library (APL).

1. On the Publishing Settings Library window, create Publishing Settings.

2. Complete and save the Create Publishing Settings page using standard corporate values. To meet
IMDRF requirements the XML definition file should be set to ICH-3-2.

3. Complete and save the remaining PRP/ELP Publishing Settings library menus following standard
corporate values.

Note: To meet IMDRF Publish Output requirements, the Output Channel should be set to Electronic wherever
applicable.
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8 IMDRF Folder Structure

For the IMDRF Template, follow the IMDRF folder granularity as specified in the in vitro diagnostic (IVD) and
non in vitro diagnostic (nIVD) final requirements guidance document. The guidance document can be found
on the Health Canada website.

https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-
devices/activities/announcements/toc-format-notice.html

The IMDRF Folders should match the chapter titles in the guidance document. Refer to the following sample
screenshots.

Pulilishing Elemenls
Q| Al Cantent Q| Al Content
| TMOAF [HC) VD Templata + | IMDAF I:HII] nIVD Template
| CHAFTER 1 — REGIONAL ADMINISTRATIVE | CHAPTER: 1 - REGIONAL ADMINISTRATIVE
| CHL.01-Cover Letter ¥ | CHIL F1-Covwar Later
| CH1.0Z-Submission Table of Contents » | CH1.0Z-5ubmission Table of Contents
| CH1.03-List of Terms/doromyms L CH1.03-List of TemefAaonyms
| CHLLO-Apphcation FormfAdmirestrates [nformation v | CH1 D4-Application FormyAdministrative Trformation
| CH1.05-Lstng of Devicals) » | CH1. 15-Listimg of Devicals)
| CH1.06-Cusality Management System, Full Quality System or Other ¥ | CHL.De-Gusiity Management System, Full Qualty System or Other R
| CH1.07-Free Sale Cestificatey’ Certificabe of Marketing authorization » | CHL.D7-Fres Sale Certificate) Cernficate of Marketing authorzation
| CH1.08-\5er Fees » [ CHI.08-User Fees
| CH1.09-Fre-5ubmission Comespondence and Previous Reguiatar In v [ CH1.09-Pra-Submizsion Comaspondenca and Previous Regulator Inte
I CH1.10-Acoaptance for Review Checklist J | CH1.10-Accaptance for Review Chedsdist
| CH1,11-Statements! Cartifications/Dedarations of Conformiby » | CH1. 1 1-St=taments/Certficatons/Declaratons of Conformity
| CH1,12-Letters of Refarence for Mastar Filas » | CH1.12-Letters of Referance for Master Files
| CH1.13-Letter of Authorzation L CHL.13-Lekter of Authorization
| CH1i.14-0ther Regional Administrative Information : | CH1.14-0ther Regional Admirstrative Informatson
1 CHAPTER, 2 — SUBMISSION CONTEXT » | CHAPTER: 2 - SUBEMISSION CONTEXT
1 CHAPTER 3 — NOM-CLINICAL EVIDENCE ¥ | CHAPTER 3 — NON-CLINICAL EVIDENCE
| CHAFTER. 4 — CLIMICAL EVIDENCE » | CHAPTER 4 - CLINICAL EVIGENCE
| CH4.1-Chapter Table of Contents » | |CHAPTER 5 — LABELLTMG AND PROMOTIONAL MATERIAL
] CHa4.2-Owgrall Chnical Evidence Summary > | CHAPTER 6A — QUALITY MANAGEMENT SYSTEM PROCEDURES
| CH4,3-1R8 Approved Informad Consent Forms » | CHAPTER 66 — QUILLITY MAMN&GEMENT SYSTEM DEVICE SPECIFIC INF
| CH& 4-Irvestigators Sites and [RE Contad: Informaton
| CH4.5-Other Clinical Evidence
| CHAPTER 5 — LABELLING AND PROMOTIONAL MATERLAL
1 CHARTER, G4 — QUALTTY MANAGEMENT SYSTEM PROCECAURES
< <

Example of IMDRF IVD and nlVD Assembly Template Folder structure.

Note: The Output Folder attribute captures the Folder Name to be created in the Published Output. In this case
a System Variable e.g.(3MNAME or $NNAME) may be used to display either the Major Folder Name or the
Minor Folder Name.
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Folder Attribunes

Q| AF Confent B | Ectension - sttt
©CH1,02-Submission Table of Contents a, L3t Repoahery Dala Ratival | 18-Ap-2016
& ] subrmigzan Table of Contents Hama CH1 03-List of TemrerAciony ms
— . . Abbrewiated Nams CH1 03-List of TenswrAciony me
: B ——
S, U T A Leaf 1D 20bAGOODBeT codbantobaTee 1 2
W List of Tepms/dononyme Lok WeBeEin o
CH1.04-Applicalion FormyAdministrative Infarmation Hurmioern :
#F &policabon FormAdminstrative Information Crmmar G
CH1.05-Listing of Device(s) Lz Dl -
- ¢ ofs] Kayamonds ©
Listing of Desice(s
I Desonpbon
L CHL.06-Quality Management System, Ful Guality Systam o Othar Rae oo oo Mar 3010

WF Quelity Maragement System, Full Qualty System or Other Regulat: o

CH1L07-Free Sale Cemificate’ Cartificata of Marketing autharizatinn Cuniput Faldar EMMANE
#F Fres Sale Certificate Dision hasIOR
Foica Haw Voluma L]

CH1.08-User Faas
WF Uzzr Fees
CH1,09-Pre-Submission Comespondance and Previous Regulaior Inter-
#F Pro-Submission Conrespendance and Praviows Reguiater Interaction
CH1.10-Accepiance for Revies Checklst
W &ooaptance Tor Review Ohegkist
2 CH1 11 -Statemanks Cemilications Declarations of Confemity
CHL1L.1-Performance and ¥olartary Standard
#F Perfomance and Yoluntary Standand

CH1. 11, 2-Emvsironmnental hssessment anad Usar

A Environmental Ascatcmsent

M data boumd

CH1.11.3-Cinical Tridl Certifications
@ Chinical Tnal Certifications
1 CH1 11 A-Indicatons for Use Statement with A andyor OTC design™*

€ 3 Page 1 o & | vew: 100 || om T OED

Example of Folder with Output Folder Variable.
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9 IMDRF Leafs

For the IMDRF template, each Leaf should follow the IMDRF granularity folder naming convention as
specified in the in vitro diagnostic (IVD) and non in vitro diagnostic (nIVD) guidance document where

applicable.

Note: Output File attribute — Follow the guidance naming conventions and character limits to represent the
relative path and/or the file name of the published output for the leaf. The guidance document can be found

on the Health Canada website.

https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-
devices/activities/announcements/toc-format-notice.html

G | Al Content Q| miContent - g
| IMD®F [HC) nIVD Template || MDAF (HC] VD Template
[ CHAPTER 1 - REGIONAL ADMINISTRATIVE |CHAPTER 1 - REGIONAL ADMINISTRATIVE
CHAPTER 2 - SUBMISSION CONTEXT |OHAPTER. 2 - SUBMISSION CONTEST
[ CHARTER 3 - MON-CLTMICAL EVIDENCE | CHAPTER. 3 - NOM-CLINICAL EVIDENCE
CHAFTER 4 — CLIMICAL EWIDENCE JCOHAPTER 4 — CLINICAL EVIDENCE
L CHAPTER 5 — LABELLTMNG AND PROMOTIONAL MATERLAL |CHAPTER 5 - LABELLIMG AMD PROMOTIONAL MATERLAL
CHE.01-Chapter Table of Contents ¢ L OHS.1-Chapber Table of Comberts
¥ Chapter Table of Contents & Chapar Tablo of Contants
CHS.02-Producy/Packags Labsds S 5. 2-Product/Padkage Labds
F ProductiPackage Labels ¥ Froduct/Package Labels

| TH5.3-Padage Insert! Instrudions for Lise
¥ Package Insart/Instnactions far Lise

CH5.03-Fackage InserfInstructions far Use

¥ Package Trsert/Tnstructions. for Use
| CH5 . 4-e-lzbaling

i e-lzbeling

| CH5.5-Patiient Lablling

i Patient Labedling

1 0H5.6-Ta hncal! Operators Manual

CH1.M-e-labelling
W a-labsding
CH1.03-Fhysidan Labelling
¥ Physician Labeling
CHE06-Pabient Labaling
iF Palient Labelling
L CH5.07 Tedhmicalf Cparators Manual

P TechpicaOperatnrs anud
| OHE. 7 Produsct Brochures

P produc Brochures
i Tedhnical/Oparators Mamual
§ | CH5.8-Cther Labeling and Promotiena Matenal
L CH5.08 Patient Fike Stickers)'Cards and Implant Ragistration Cards
P Ceher Labelbng and Promobional Materis
¥ Patient File Sockers/Cards and Implant Registration Cards
. | CHAFTER 68 — QUALTTY MANSGEMENT 5¥5TEM PROCEDURES
| CH5.{{ -Product Brochures
ICHAPTER 68 — QUALTTY MANSGEMENT 5¥STEM DEVTCE SPECTFIC INFORMAT
CHI.10-Cehear Labelling and Fromotonal Materia

| CHAPTER A — QUALITY MANAGEMENT SvSTEM PROCEDURES

CHAPTER 68 — CQUALITY MANAGEMENT SYSTEM DEVICE SPECIFIC INFORK < 3

- -

Example of IMDRF IVD and nlVD Assembly Template with Leafs displaying IMDRF granularity and folder

naming convention
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Leal Atlributes

Exlanzion Diafauk
U IMORF (HC) IVD Medical Device Template LBt FEposinry Data Fetneal @ O7-Mar-20959
CHAPTER { — REGIONAL ADMINISTRATIVE Crealion Drale o7-Mai-2075
1015 Fams Froe Salo Certiicala
LAt e Abbrewiatand Hama Fras Sale Certficats
i Caver Lattor e

| CHL2-Submi =ian Table of Conbents aTa 742306038 HbaDgobT TEa025b0T S

P Submiszion Table of Contents Pl e
| CHLOG-List of Tanms bomnyme Cramer Chrisan
gal Stahs Flannad
P List of Tomes/ Ao s
Modkhiad Laal

[ itation FoemiAdminstrative Infommebon
i Modified Leaf Sequence

A npplication Form/&dminstratie Infeemation Modied Fils (s mids
| CHILOS-Listing of Device(s) Operaion HEW
¥ Listing of Deicels) Qulpul File Tee-sal=-cedificabs pdi

Fublishad Qudput Lecation -
| oot Quality Maragemant System, Full Quality Systom or Other Regula u 6a Lirput Lecation

¥ Qualty Management System, Full Quality System or Other Regulsbony ©
| CHLOF-Free Sale Cartificate) Camificate of Markating authanzation

Language

Application Warsion

‘Warsion -
Fonl Lirary
| CHILOB-Lisar Fees Rcie
iF Usar Feas Actuats :
. - Show
| CHLLDS-Pre-Submis=ion Comespondence and Previous Regulator Inberacks
=r Mafyn Flilg M

¥ Pre-Submisgon Cormespondence and Previous Regulaton Interactions

FIMF Properties ACTivilids Warkfizae

| CHIL 10-8ceepkznce for Review Checkist

¥ noceptance for Revesy Checklist

| CH1_11-Stabemens) Corbificat ions Dedarstions of Confoemity Crutput POF Proparty . PDF Proparty Source Source Valus
CHL.1L1-Perammance and Woluntary Stardard Mo data §
o datas found
¥ Performance and Vokntary Standand
CHL. 11 2-Emaronmental Assessment -
X * Paz 1 of 1 & vaw 100 x| o F oEy

Example of IMDRF IVD Assembly Template Leaf granularity and Leaf Attributes
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10 Inserting a TOC

The IMDRF Templates will require seven tables of contents. One overall submission table of contents in
chapter one. One chapter table of contents for the each of the chapters. Insert a TOC in the corresponding
Leaf element. When adding a TOC to a Tree Element, the TOC name inherits the name of the assigned
Element. This name is used to create the Output File Name of the generated TOC.

Q| Al Comm) o | "L Diank 12 e TOG Tres Vakies i i TOS Siter

THa Bubinbiod Tabk of Conmeais
1| BMDAF HC] VD Tomgkta

* Range Starl PADAF (HC) WD Templais
CHEFTER 1 - REGIDRAL ADMINESTRATTVE Fuibksting Suting Submizsios Tabl of Gomemte
CHLAL-Cover Letter Huidar
WP Coear Lamar Q0 [erbraion Fie Ddchm-orack e gl oo ndiviSualFubrea Chils MUeHer TOO Tamplas . doz

Tresa Elmmants iz Inciuds in TOC Dieciimant, Earan, Foldid, Laal
ncledk Links fo TOCs
Lif Colafan Endry Tasl™

CHLA3-Sebmision Tak of Canlents
- Eb.i:ﬂw-:l' Table of Confents:

CHL A3t of Termsiaorarams

Raivl Copkaman Eriry Teat SARE
W List of Tadmis A oarpnt: - D= -
CHLM-Apphaton FomAdminsrative lalomat Bl TOCs o Level [

nciacing Beokimans op W Lavid &

@ Epphcatien Form/ Sdministyetive Isfermetion
CHIASListing of Devicals) ncacks Dl Boskriancs with i Tl - Linresgwied

P Listing of Durdcels)

Exclede Al Eoskrmaks with the Tax Uiniccsawied
Tt Charne Elicirnic
CHLAt-Quolty Managermest Sysbem, Full Quality System or Other B8 poaisvaik Handing Al TOC Bookmoks:

i Quality Management Syshere, Full Duality System or Other Regulat:
CHEI7-Frai Sk Coraficahe! Cartficiti of Manating susonzatos
P Fros Sake Carlicati

recheiks in Pagi Membsing
Owerlay Seting
Flamed Mumber of Pages

Ve
Hubimkion TOC Ovlay

. N DL Lol ind o2k [L1]
CHL B Fees
O Las] Qitwiaied
M s Fees TOE Gensrsbion Locabon
CHLH-Pre-Subimssion Commicapa ndaesa and Prvises Regulsbon [nad Mo Mot (reemets Mooy msnl Mo

W Pre-fubmission Comespandence and Previous Regulater [nteractier Dascriphon
CHIL H-Arzeptance for Review Cheddist Rmmants
KW

WP peciptanea for R Chischiian
CHL.L1-Sabmnts) CortibcationsDackeatons of Conformiy

THL11.1-Perfarmaace and Valutary Stardard

B Performance and Volunbary Standerd

£HL.11.2-Erviron metal Assasameant W

< >

Example of IMDRF IVD Assembly Template Table of Contents Attributes

Ennov property. Reproduction or disclosure strictly forbidden without prior written consent.

Page 12 of 12




