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Foreword

Guidance documents are meant to provide assistance to industry and health care professionals
on how to comply with governing statutes and regulations. Guidance documents also provide
assistance to staff on how Health Canada mandates and objectives should be implemented in a
manner that is fair, consistent, and effective.

Guidance documents are administrative instruments not having force of law and, as such, allow
for flexibility in approach. Alternate approaches to the principles and practices described in this
document may be acceptable provided they are supported by adequate justification. Alternate
approaches should be discussed in advance with the relevant programme area to avoid the
possible finding that applicable statutory or regulatory requirements have not been met.

As a corollary to the above, it is equally important to note that Health Canada reserves the right
to request information or material, or define conditions not specifically described in this
document, in order to allow the Department to adequately assess the safety, efficacy, or quality
of a therapeutic product. Health Canada is committed to ensuring that such requests are
justifiable and that decisions are clearly documented.

This document should be read in conjunction with the accompanying notice and the relevant
sections of other applicable Guidance documents.
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Notice to readers

Sections of this document referencing the HL7 (Version 3) Standard, Regulatory Product
Submission Release 2 Normative are used with the publisher's permission. The HL7
Standard (Version 3) Regulatory Product Submission Release 2 Normative is copyrighted by
Health Level Seven International ® ALL RIGHTS RESERVED.

69 Instructions to reader

70  Thisis a technical document that provides instructions on how to implement the ICH Electronic
71  Common Technical Document v4.0 (eCTD v4.0) specification for Health Canada Module 1

72 submission content. The information in this document is provided in a consistent manner with
73  the ICH eCTD v4.0 Implementation Guide. In addition, the reader may be prompted by visual
74  cues about the context or referenced information being presented in the document.

75  This document should be used in conjunction with the latest eCTD v4.0 Implementation Guide.
76  Aspects of the Health Canada message that do not differ from the ICH Implementation Guide
77  are excluded from this document to avoid duplication.

78 Health Canada regulatory terminology mapping

79  Several terms used in the context of creation of eCTD v4.0 messages in this document differ
80 from the regulatory vocabulary regularly used at Health Canada. In order to avoid confusion
81 and create a common understanding for regulatory communication, a terminology mapping is
82  provided here.

83 Table 1 - Health Canada Regulatory Terminology Mapping
eCTD v4.0 Term Health Canada Term Description

Submission Unit Regulatory Transaction | The base message produced in
eCTD v4.0. Each eCTD v4.0 message
or Regulatory Transaction is
considered a Submission Unit.

Submission Regulatory Activity A collection of Submission Units or
Regulatory Transactions make up
the content for a Submission or
Regulatory Activity.

Application Dossier A collection of Submissions or
Regulatory Activities through the
life cycle of a Product.

84 Document content

85 Inthe document there are several notations that are used to provide clarity to the subject

86  matter. The first is the use of eXtensible Markup Language (XML) components (i.e., elements

87 and attributes) versus the concept that it represents. The document text follows the notations
described below:
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89 e XML components

90 0 The document’s narrative text is in bold, italicized text in camel case, e.g., contextOfUse
91 0 The XML samples are as notated below in the XML Snippets section.

92 e Concepts without attribution to the standard and/or message

93 0 A defined concept, e.g., Context of Use is noted in plain text with first letter capitalized.

94 XML Snippets
95  The following rules were used in the development of the XML samples:

96 e The notation of <!--....notes....-- > was used to describe conditions that should be met for an
97 element.

98 e The notation ... [Description] ... was used to indicate when there were additional elements
99 not represented in the XML, but may be present in the actual XML message.

100 Location in XML

101  Each of the elements in this document includes a section named, “Location in XML”. The
102  notation included uses the following convention:

103 Table 2 - Location in XML Notation

Notation | Description Instruction for use

> Single arrow The element follows the previous without
indentation in the XML.

>> Double arrow The element follows the previous with an
indentation in the XML.

104  For example, the following location shows both notations and is followed by the XML sample.

105 e controlActProcess>>subject>>submissionUnit>>component>>priorityNumber>
106 contextOfUse

107 Element’s location in XML

108  <controlActProcess classCode="ACTN" moodCode="EVN">

109 <subject typeCode="SUBJ">

110 <submissionUnit>

111 <component>

112 <priorityNumber value="1000"/>
113 <contextOfUse>

114  The priority number is represented in the path as it is a required element. In some cases,

115 optional elements will not appear in this notation. The schema is used to enforce any element
116  sequencing requirements, but not the inclusion or exclusion of optional elements based on
117  regional business rules.

118 Note: For Health Canada elements in the message payload, refer to Table 5 Health Canada
119  eCTD v4.0 XML Message Payload.
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120 XML Elements Tables

121  Atable has been provided for each element in the XML message. When elements have multiple
122  element parts or attributes, they are provided in one table. When there are no attributes or
123 values for an element, the cell is grayed out to indicate that an attribute value is not required in
124  the XML message.

125 Table 3 - Sample XML Element Table

126  Table Name: <element>.<element 2>

Attribute Cardinality  Value(s) Description
Allowed Instructions
Examples
[insert element] [insert [insert [insert [insert description
attribute] | cardinality] | value instructions]
allowed
examples]
[insert [insert [insert [insert description
attribute] | cardinality] | value instructions]
allowed
examples]
[insert [insert [insert [insert description
attribute] | cardinality] | value instructions]
allowed
examples]
Conformance [insert conformance]
Excluded Elements [insert excluded elements and/or attributes]
and/or Attributes

127 Table Name: Each table is named for the elements it is representing in the XML —i.e.,
128 <element>.<element 2>. For example, the Application element has an element for the
129 identifier, it would be represented as: application.id.

130 Element: Identifies the XML element.
131  Attribute: Identifies the XML attribute.

132 Value(s) Allowed/Examples: Identifies the values allowed using simple data types and any
133  associated examples. References to controlled vocabulary are also provided.

134  Description/Instructions: Provides a description of the element or attribute.

135 Conformance: Identifies the validation requirements (e.g., XML Elements or attributes) and/or
136  conditions that need to be met by the element.
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137  Excluded Elements and/or Attributes: |dentifies datatype elements and/or attributes that are
138  part of the HL7 Regulated Product Submission standard and not included in the Module 1
139  portion of the eCTD v4.0 Implementation.

140 1. Purpose

141  This document serves as the Technical Implementation Guide (IG) and a technical specification
142  for the Health Canada eCTD v4.0 message using the Health Level 7 (HL7) Regulated Product
143 Submission (RPS) Release 2, Normative standard. Health Canada is the regional authority for
144  Canada and thus sets the Canadian standard. The audience for this document is mainly the
145 individuals or organizations creating or implementing eCTD v4.0 publishing and/or review

146  systems and its use should enable eCTD tool vendors to build a tool that publishes or displays
147  eCTD v4.0 messages (i.e., utilizing the HL7 RPS standard) for Health Canada.

148  This implementation guide must be used in conjunction with the ICH eCTD v4.0 Implementation
149  Guide, as the eCTD v4.0 message may be incomplete without following instructions in both
150 implementation guides.

151 2. Scope

152  The RPS standard defines the message for exchanging information electronically between

153  Regulators and Industry. The message provides the ability to describe the contents of the

154  regulatory exchange and all information needed to process the exchange between parties. The
155 RPS message is designed to be flexible enough to be used to support regulatory exchanges for
156  any regulated product.

157  Each regulated product type will have a unique implementation guide describing how the RPS
158 standard should be used in that context. For example, eCTD v4 is the instance of RPS meant for
159  human drugs and biologics.

160  This document only includes eCTD v4.0 Module 1 instructions for the Health Canada regional
161 content of eCTD v4.0. The instructions for eCTD v4.0 Modules 2 - 5, which are shared across all
162 ICH regions, are not included in this implementation guide. In addition, sections in this

163  document may also be included in the ICH eCTD v4.0 Implementation Guide and may include a
164  reference back to that document.

165 In addition, relevant rules and examples are provided to enable transition from eCTD v3.2.2 to
166  v4.0 within an application / dossier.

167 3. Components of the Health Canada eCTD v4.0 specification

168  This section provides a brief overview of the essential components of the Health Canada eCTD
169  v4.0 specification. The essential components include:

170 1. Referenced Documents (detailed information provided in Section 3.1)
171 2. The XML Schema and Message (detailed information provided in Section 3.2)
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172 3. Submission Contents, Folder and File Structure (detailed information provided in Section 4)
173 4. Controlled Vocabularies (detailed information provided in Section 3.1)

174 5. eCTD V4.0 XML Message for Health Canada including Health Canada-specific Elements

175 (detailed information provided in Section 6)

176 6. Compatibility and Reference to v3.2.2 (detailed information provided in Section 7)

177 7. Validation Rules (Referenced Document information provided in Section 3.1)

178  Each of these components is detailed in the subsequent sections and include specific
179 information about the component’s role in the implementation of the specification.

180 Note: Reference the ICH Website (http://www.ich.org/products/electronic-standards.html) for
181  acomplete list of documents in the ICH eCTD v4.0 Implementation Package and the Health

182  Canada Website for a complete list of documents for the Health Canada Module 1 components
183  of the eCTD v4.0 message.

184 3.1 Referenced resources
185 The following documents should be referenced for complete regulatory and technical content:

186 e ICH eCTD v4.0 Implementation Package

187 e ICH Specification for Submission Format for eCTD

188 e Preparation of Regulatory Activities in eCTD Format for Health Canada

189 e Controlled Vocabulary Registry

190 e Validation rules for regulatory transactions submitted to Health Canada in the electronic
191 Common Technical Document (eCTD v4.0) format

192  Note to Implementers: The Health Canada Module 1 Controlled Vocabularies are provided in
193  the Controlled Vocabulary Registry. They are intended for implementers to use as a computable
194  version of the content.

195 3.2 The eCTD v4.0 XML schema and message

196 The eCTD v4.0 message is based on the HL7 RPS schema and the ICH eCTD v4.0 specification.
197 Health Canada specific use is included in this Implementation Guide in section 6.2. There may
198  only be a single submissionunit.xml message contained in eCTD v4.0 message exchange.

199 4. Submission contents, folder and file structure

200 The folder and file structure specified for the document contents being transmitted along with
201  the XML message should follow various specifications and rules as presented in this section.

202 4.1 Submission unit contents
203  When submitting the contents of a Submission Unit, the following structure should be used:

204  The top-level folder contains all other folders and their content. The top-level folder name is a
205  portion of the dossier identifier (e.g., e123456 illustrated in figure 1) obtained from Health

206  Canada. This number is the unique identifier for the dossier. All subsequent regulatory activities
207  and additional information in eCTD format for the same dossier must retain the same identifier.
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208 The sequence number folder must be named with the “sequence number” of the submission
209  unit (i.e., the actual value of the sequence number (e.g., 1)). Note that for correspondence from
210 Health Canada, the sequence number folder is contained within a folder named “_hc” (Refer to
211  Section 4.1.2).

212  4.1.1 Submission unit contents of messages from sponsor

213  The sponsor will be sending submission contents as one submissionunit.xml message within
214  each message transmission. Figure 1: Sponsor submission unit depicts the folder structure for a
215  submission unit sent to Health Canada.

216 Figure 1: Sponsor submission unit

€123456
) 1

. ml

Top-level Folder

Sequence Number Folder

| _cpid
-pm

m2

m3

m4

. m5

| sha256.t¢

o

|| submissionunit.xml

217  Figure 1 displays an example of a sponsor submission unit. For example, the Top-level folder
218  could be 123456 and the subfolder would be the sequence number folder, named “1”. The
219  sub-sub folders in the sequence number folder would be m1, m2, m3, m4, and m5 with

220 documents “sha256.txt” and “submissionunit.xml”.

221  4.1.2 Submission unit contents of messages from Health Canada

222  Health Canada correspondence is sent as one submission unit in each message transmission.
223 Figure 2: Health Canada submission unit depicts the folder structure for a submission unit sent
224 by Health Canada.
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225 Figure 2: Health Canada submission unit

4 | el23456
- _hc
B 1

. ml
2
3
4

226  Figure 2 displays an example of a Health Canada generated submission unit. The top-level

227  folder should be the dossier ID, e123456. The folders under the top-level folder should be

228 “ _hc”, with additional sub-folders below for each sequence number then organised in individual
229  sub-sub-folders for each module.

230 4.1.3 Comprehensive folder structure

231  The complete directory for the application / dossier may combine both the submission contents
232 from the sponsor and Health Canada in one location. Figure 3: Comprehensive folder structure
233 depicts the combination of submission unit contents from both the sponsor and Health Canada.

234 Figure 3: Comprehensive folder structure

. €123456
_hc

1
2
3
4
5

235  Figure 3 displays an example of a comprehensive folder structure combining both the sponsor
236  generated submission unit and the Health Canada generated submission unit. The top-level
237  folder again would be the dossier ID, e123456. The folders under the top-level folder should
238  start with the Health Canada subfolders as in figure 2, followed by the subfolders in figure 1.

239 4.2 File formats and naming conventions

240  Refer to Health Canada regional specification Preparation of Regulatory Activities in eCTD
241  Format.

242 4.3 Folder hierarchy

243  Module 1 has one folder, m1. Only use subfolders when complying with Health Canada
244  technical specifications or guidance for submission content. Refer to the ICH eCTD v4.0
245  Implementation Guide for the folder hierarchy for modules 2 - 5.
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246 5. Controlled vocabularies
247  As described, there is extensive use of controlled vocabularies in an eCTD v4.0 message. The
248 information in the following sub-sections outline the controlled vocabulary used in the Health
249  Canada eCTD v4.0 message.
250 5.1 Controlled vocabularies specified regionally
251  The following vocabularies used in the eCTD v4.0 implementation are managed and maintained
252 by Health Canada:
253  Table 4 - Health Canada regional controlled vocabularies
eCTD v4.0 term Health Canada term oID
Application Type Dossier Type 2.16.840.1.113883.2.20.6.11
Context of Use Context of Use 2.16.840.1.113883.2.20.6.43
Media Type Media Type 2.16.840.1.113883.2.20.6.10
Submission Contact Status | Regulatory Activity Contact | 2.16.840.1.113883.2.20.6.44
Status
Submission Contact Type Regulatory Activity Contact | 2.16.840.1.113883.2.20.6.45
Type
Submission Type Regulatory Activity Type 2.16.840.1.113883.2.20.6.46
Submission Unit Type Regulatory Transaction 2.16.840.1.113883.2.20.6.47
Description
telecom.item@capabilities | Telecommunications 2.16.840.1.113883.2.20.6.19
Capability
telecom.item@use Telecommunications Use 2.16.840.1.113883.2.20.6.4
254 5.2 Excluded regional vocabularies
255  Health Canada controlled vocabularies are only provided for code elements that are allowed.
256  There are elements and their code attributes which are excluded from the Health Canada eCTD
257  v4.0 implementation. Refer to Section 6.2 for both ICH and Health Canada-excluded elements.
258 6. eCTD v4.0 XML message for Health Canada
259 6.1 Message header for Health Canada
260 The message header information provides a set of elements that are needed to specify the
261 sender and receiver as well as the version of the ICH and Health Canada Implementation Guides
262  used to generate the message.
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263  The following XML sample shows the content of the message header id element. The
264  receiver.device.id element contains the IG versioning information required for the eCTD v4.0
265 Message XML header:

266 <id/>

267 <creationTime/>

268 <interactionld/>

269 <processingCode/>

270 <processingModeCode/>

271 <acceptAckCode/>

272 <receiver typeCode="RCV">

273 <device classCode="DEV" determinerCode="INSTANCE">
274 <id>

275 <item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD
276 v4.0IGv1.2"/>

277 </id>

278 </device>

279 </receiver>

280 <sender typeCode="SND">

281 <device classCode="DEV" determinerCode="INSTANCE">
282 <id/>

283 </device>

284 </sender>

285 6.2 Payload message for Health Canada

286  The following table provides a breakdown of the eCTD v4.0 XML structure noting the placement
287  of each element in the XML Schema. The table is organized with the following three elements in
288  the structure: submissionUnit, submission, and application. Where they have been extended or
289  excluded by Health Canada they are annotated with balloon text boxes that provide references.
290 Elements and attributes in the payload without annotations are implemented exactly as

291  described in the ICH eCTD v4.0 Implementation Guide.

292

Draft Guidance Document Canadian Module 1 Technical Implementation Guide for the Electronic Common
Technical Document (eCTD) v4.0 Format | 14




293 Table 5 - Health Canada eCTD v4.0 XML Message Payload

The eCTD v4.0 message begins at the controlActProcess of the XML payload message related
to Module 1 content.
<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

The submissionUnit element contains the following elements and attributes:
e component.contextOfUse
0 primarylnformationRecipient.TerritorialAuthority
0 replacementOf.relatedContextOfUse
0 derivedFrom.documentReference
0 subjectOf.submissionReference
0 referencedBy.keyword

Note: All of these elements are not included in this implementation guide. Refer to the ICH
eCTD v4.0 Implementation Guide for additional information.

294
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<submissionUnit>

<id/>

<code/>
<title/> *—
<statusCode/>
<component>

N

-

title — Excluded from Health
Canada eCTD v4.0
implementation

<priorityNuW/
statusCode — Excluded from

<contextOfUse>
<id/>
<code/>
<statusCode/>
<primarylnformationRecipient>
<territorialAuthority>
<governingAuthority>
<id/>
<name/>
</governingAuthority>
</territorialAuthority>

</primarylnformationRecipient> _/

<replacementOf typeCode="RPLC">
<relatedContextOfUse>
<id/>
</relatedContextOfUse>
</replacementOf>
<derivedFrom>

A\

Health Canada eCTD v4.0
implementation

primaryinformationRecipient —
Excluded from Health Canada
eCTD v4.0 implementation

~

-~

negationind — Excluded from

<documentReference> Health Canada eCTD v4.0
<id/> Implementation
</documentReference> -
</derivedFrom> / 4
<subjectOf negationlnd=""> submissionReference —

<submissionReference>
<id><item/></id>
</submissionReference>
</subjectOf>
<referencedBy typeCode="REFR">
<keyword>
<code/>
</keyword>
</referencedBy>
</contextOfUse>
</component>

Excluded from Health Canada
eCTD v4.0 Implementation

N
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This section of the XML relates to specifying the submission element. The following elements
may follow the componentOfl.submisision element:
e sequenceNumber (included as an element of the relationship between
submissionUnit and submission)
e callBackContact.contactParty
e subjectl.regulatoryStatus
e subject2.review
0 subjectl.manufacturedProduct
0 holder.applicant
0 author.territorialAuthority
0 subject2.productCategory
0 subject3.regulatoryStatus
e subject3.mode
e subjectd.regulatoryReviewTime
e subject5.submissionGroup

<componentOfl>
<sequenceNumber/>
<submission>
<id/>
<code/> —
<callBackContact>
<con'tactPa ty> callBackContact —
:Ic(:(l)/d>e/> Excluded from eCTD
<statusCode/> v4.0 messages sent
<contactPerson> to.HeaIt.h Canada. —~
<name/> Will be included in
<asAgent> Health Canada Two-
L — Way Communication
<representedOrganization> (see section 6.6) —
:'r:ja/;e " See ICH eCTD v4.0
o Implementation
</representedOrganization> Guide for use during
</asAgent> Transition Mapping.
</contactPerson> k /
</contactParty>
</callBackContact> .
<subjectl>
<regulatorystatus> regulatoryStatus — Excluded from
<code/> ICH eCTD v4.0 Implementation.
</regulatoryStatus>
</subject1>
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<subject2>
<review> ~
<id/>
<statusCode/>
<effectiveTime/>
<subject1>
<manufacturedProduct>
<manufacturedProduct>
<name/> /
</manufacturedProduct> review (and all child
</manufacturedProduct> L elements) — Excluded

</subject1> from Health Canada
<holder> eCTD v4.0

<applicant/> Implementation
</holder>

<author> k /
<territorialAuthority/>

</author>

<subject2>
<productCategory> -

<code/>

</productCategory>

</subject2> ™

<subject3> review (and all child elements)
<regulatoryStatus> — Excluded from Health Canada

<code/> > | eCTD v4.0 Implementation
</regulatoryStatus>

</subject3>

</review> .

</subject2>
<subject3>

<mode> mode — Excluded from Health Canada

<code/> eCTD v4.0 Implementation
</mode>

</subject3> Ve
<subject4>
<regulatoryReviewTime>
<code/>
</regulatoryReviewTime>
</subject4> -
<subject5> 4
<submissionGroup> submissionGroup — Excluded
<id/> from Health Canada eCTD v4.0
</submissionGroup> 9 Implementation
</subject5>

regulatoryReviewTime —
Excluded from Health Canada
eCTD v4.0 Implementation
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the following elements and their attributes:
holder
informationRecipient.territorialAuthority
subject.reviewProcedure
reference.applicationReference
component.document
referencedBy.keyword
referencedBy.keywordDefinition

This section of the XML relates to the application element. The application section contains

<componentOf>
<application>
<id>
<item/>
</id>
<code/>
<holder>
<applicant>
<sponsorOrganization>
<id></id>
<name></name>
</sponsorOrganization>
</applicant>
</holder>
<informationRecipient>
<territorialAuthority>
<governingAuthority>
<id/>
<name/>
</governingAuthority>
</territorialAuthority>
</informationRecipient>
<subject>
<reviewProcedure>
<code/>
</reviewProcedure>
</subject>
<reference>

</reference>

/\

N

holder — Excluded from
>‘ HPFB eCTD v4.0
Implementation

HPFB eCTD v4.0
Implementation

informationRecipient.territor
ialAuthority — Excluded from
—

T

<applicationReference applicationReference —
<id/> Excluded from HPFB eCTD
</applicationReference> v4.0 Implementation

from HPFB eCTD v4.0
Implementation

[reviewProcedure — Excluded

|
|
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<component>
<document>

<id/>

<title/>

<text integrityCheckAlgorithm="" mediaType="" language="">
<reference/>
<integrityCheck/>

</text>

/ \ <referencedBy typeCode="REFR">
keyword under <keyword>

document — <code/>

Excluded from </keyword>

ICH eCTD v4.0 </referencedBy>
Implementation </document>

K / </component>

<referencedBy>
<keywordDefinition>
<code/>
<statusCode/>
<value>
<item code="" codeSystem="">
<displayName/>
</item>
</value>
</keywordDefinition>
</referencedBy>
</application>
</componentOf>
</submission>
</componentOfl>

These are the closing element tags for the key elements in the eCTD v4.0 message.
<componentOf2> TN
<categoryEvent>
<code/>
<component>
<categoryEvent>
<code/>
</categoryEvent>
</component>
</categoryEvent>
</componentOf2> _
</submissionUnit>
</subject>
</controlActProcess>

subject.categoryEvent - Excluded from
HPFB eCTD v4.0 Implementation
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295  Allinformation in this section is organized in order that the eCTD v4.0 XML components appear
296  within the schema with the exception of special types of submissions (e.g., regulator messages).

297 6.2.1 Submission Unit

298  The submissionUnit element was outlined in the ICH eCTD v4.0 Implementation Guide and only
299  Health Canada-specific information is provided in this document. Health Canada exclusions of
300 optional elements under submissionUnit are provided in section 6.2 Payload Message.

301 Conditions that apply to the submissionUnit element:

302 e Onlyone submissionUnit element can exist for a message.

303 6.2.2 Submission

304 The submission element describes the regulatory activity within an application / dossier. Health
305 Canada exclusions of optional elements under submission are provided in section 6.2 Payload
306 Message.

307 6.2.2.1 XML elements

308 The following tables provide a complete set of XML elements and attributes required for the
309 submission element, and any special instructions.
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310

311

6.2.2.1.1 Table 6 - Submission.id

Element

Attribute

Cardinality

Value(s)
Allowed

Examples

Description

Instructions

id This is the container element of
] [1.1] ] the following elements and
- attributes by which it uniquely
identifies the submission.
id.item The root attribute of the id.item

Conformance

Excluded
Elements
and/or
Attributes

root

[1..1] Valid GUID

element provides a unique
identifier (GUID) for the
submission.

The id.item@root attribute is required for the submission element.

The following datatype attributes are excluded:

id.item@extension
id.item@identifierName
id.item@scope
id.item@reliability
id.item@displayable
id@validTimelLow
id@validTimeHigh
id@controlinformationRoot
id@controlinformationExtension
id@nullFlavor

id@flavorld
id@updateMode

[--] = no information is required in this cell
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312 6.2.2.1.2 Table 7 - Submission.code

Element Attribute Cardinality Value(s) Description
——— Instructions
Examples
code This is the container element that
[--] [1..1] [--] organizes the coded value for the
submission.

The code attribute indicates a
code [1..1] Alpha coded value for the type of
submission being sent.

The codeSystem attribute is a
codeSystem [1..1] Valid OID unique identifier that indicates
the controlled vocabulary system.

Excluded The following datatype elements and attributes are excluded:code.displayName
Elements e code.originalText

and/or e code.translation

Attributes e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controlinformationExtension
e code@controlinformationRoot

e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeHigh

e code@validTimelLow

e code@valueSet

e code@valueSetVersion

e code@xsiType

313 [--] = no information is required in this cell
314  6.2.3 Application

315 The application element is presented in this section of the Implementation Guide as it is the
316 connection point for the document and keywordDefinition elements in the XML message. The
317  concept of application / dossier differs across regions. Health Canada exclusions of optional
318 elements under application are provided in section 6.2 Payload Message.

319 Note: Application is also a Module 2-5 concept that will also be provided in the ICH
320 eCTD v4.0 Implementation Guide (IG). Additional Regional information is provided in
this document.
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322 6.2.3.1. XML elements

323  The following tables provide a complete set of XML elements and attributes required for the
324  application element, and any special instructions.

325  Conditions that apply to the application element:
326 e Only one application element can be provided for each submission element.

327 e An application element is required to have one and only one id.item@root.

328 6.2.3.1.1 Table 8 - application.id

Element Attribute  Cardinality Value(s) Description

Allowed Instructions

Examples

id This is the container element of

] [1.1] ] the following elements and
attributes by which it uniquely

identifies the application / dossier.

id.item This is the container element of
] [1.1] ] the following attributes by which

it uniquely identifies the
application / dossier.

The root attribute of the id.item

1.1 ID
root [1..1] GU element provides a GUID.
The extension attribute of the
Text id.item element provides a
extension [1..1] location to specify the top-level
e.g., 123456 | f5|der name portion of the dossier
identifier.
Excluded The following datatype attributes are excluded:

Elements e id.item@identifierName
and/or e id.item@scope

Attributes e id.item@reliability

e id.item@displayable

e jid@validTimelLow

e id@validTimeHigh

e id@controlinformationRoot
e id@controlinformationExtension
e id@nullFlavor

e id@flavorld

e id@updateMode

329 [--] = no information is required in this cell
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330 6.2.3.1.2 Table 9 - application.code

Element Attribute Cardinality Value(s) Description
——— Instructions
Examples
code This is the container element that
[--] [1..1] [--] organizes the coded value for the

application / dossier.

The code attribute is a unique
value that indicates the type of
code [1..1] Alpha application / dossier based on the
Health Canada controlled
vocabulary.

The codeSystem attribute is a
unique identifier that indicates
the controlled vocabulary system.

codeSystem [1..1] Valid OID
This should be the OID registered
for the code system.
Excluded The following datatype elements and attributes are excluded:
Elements e code.displayName
and/or e code.originalText
Attributes e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controlinformationExtension
e code@controlinformationRoot
e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeHigh

e code@validTimelLow

e code@valueSet

e code@valueSetVersion

e code@xsiType

331 [--] = no information is required in this cell
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332 6.2.3.2 XML samples

333  The following is an example of the XML for the application information. The application enters
334  as a componentOf element between submission and application.

335 <componentOf>

336 <application>

337 <id>

338 <item root="7227d769-6ac4-460c-bb1d-387a37ac9d2e"
339 extension="e123456"/>

340 </id>

341 <code code="ca_application_type_1"

342 codeSystem="2.16.840.1.113883.2.20.6.11"/>

343 6.3 Creating the message

344  With the individual components of the XML message described above, each of those

345 components are used to demonstrate how to compose multiple components to address a

346  specific scenario. This section describes the scenarios that explain how to address the creation
347  and modifications to content transmitted during the lifecycle of a submission.

348 6.3.1 File Reuse

349  For file reuse, the text element should indicate the exact location of the submitted file (i.e.,
350 including the region specified folder and sequence number folder location). The following
351 snippet provides an example of how to send a new document element for an existing file
352 located in a different top-level folder in the Health Canada repository.

353 <component>

354 <document>

355 <id root="1f44364a-2575-4d4e-b4ab-dfdf7c0d124b" />

356 <title value="File Reused from Dossier##e123456"/>

357 <text integrityCheckAlgorithm="SHA256">

358 <reference value="../../€123456/9999/m1/content.pdf"/>

359 <integrityCheck>026C76D4E3AD972DD01A6A4090D1F61A213BD26
360 DF648173A75AE451430C0FB39</integrityCheck>

361 </text>

362 </document>

363 </component>

364 The document element should follow the ICH eCTD v4.0 Implementation Guide - with the
365 exception of file reuse. The text.reference@value attribute should include the exact location of
366 the file, which may exist in the same or different dossier.
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367 The text.reference@value of the file must include:

368 e Relative path

369 e The top-level folder name portion of the dossier identifier.

370 e Sequence Number for the submission unit in which the file was originally submitted.

371 e Theremainder of the path should be included as it existed when the submission unit was
372 submitted to the Health Canada (i.e., “m1/content.pdf”).

373 <reference value="../../e123456/1/m1/content.pdf"/>

374  For file reuse, the text element should contain the reference@value,
375 text@IntegrityCheckAlgorithm and text.integrityCheck values of the previously submitted
376 document element.

377  6.3.2 Use of media type

378 There are specific document object types as per OID 2.16.840.1.113883.2.20.6.10 that
379 require the use of the text@mediaType attribute to identify that there will be additional

380 processing. Only the relevant code from the controlled vocabulary list should be included in the
381 payload message. Below is a snippet of labeling document that includes the text@mediaType
382  attribute:

383  <text integrityCheckAlgorithm="SHA256" mediaType="ca_media_type_1">
384 6.4 Grouped submissions

385  Grouped submissions will not be used by Health Canada. The submissionunit.xml can only
386 reference a single submission / regulatory activity and a single application / dossier.

387 6.5 Withdrawing submission contents

388 If a submission unit is to be withdrawn, a new submission unit should be submitted and all of
389 the Context of Use elements need to either be suspended - i.e., they will be shown as inactive
390 or areplace function needs to be provided to reinstate the previous document as the current
391 submission / regulatory activity content

392 Note: Refer to the ICH eCTD v4.0 Implementation Guide for more details for suspend
393 and replace operations on Context of Use.

394 6.6 Health Canada Messages - Two-way communication
395 6.6.1 Content of messages

396 Health Canada messages will use the appropriate application.id GUID and extension and

397  submission.id GUIDs to identify the destination application / dossier and submission /

398 regulatory activity in the receiver’s system with a unique submissionUnit.id generated by the
399  Health Canada compilation system. Health Canada will assign the appropriate two-way

400 communication application.code, submission.code, and submissionUnit.code from the Health
401 Canada CVs to identify the purpose of the message.
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402
403

404
405

406

407
408

409
410

411
412

413

6.6.2 Contact party
6.6.2.1 Location in XML

The contactParty element in the XML message can only be sent in a communication from
Health Canada.

The contactParty element in the XML message is in the following location for contacts:
submissionUnit>>componentOfl1>>submission>>callBackContact>>contactParty>contactPerson
6.6.2.2 XML elements

The following tables provide a complete set of XML elements and attributes required for the
contactParty element, and any special instructions.

6.6.2.2.1 Contact party
6.6.2.2.1.1 Table 10 - callBackContact.contactParty.id

Element Attribute Cardinality Value(s) Description
Allowed Instructions
Examples
id This is a container element that
[-] [1..1] [--] organizes the contact party’s
identifier.

The root attribute is for a global

root [1..1] Valid GUID | unique identifier for the contact
party.
Excluded The following datatype elements and attributes are excluded:
Elements e jd@extension
and/or e id@identifierName
Attributes e id@scope

o id@reliability

e id@displayable

e id@validTimelLow

e id@validTimeHigh

e id@controlinformationRoot

e id@controlinformationExtension
e id@nullFlavor

e jd@flavorld

e id@updateMode

[--] = no information is required in this cell
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414  6.6.2.2.1.2 Table 11 - callBackContact.contactParty.code

Element Attribute Cardinality Value(s) Description
sl Instructions
Examples
code This is a container element that
[-] [1..1] [--] organizes the coded value for the

Contact Party.

The code attribute is a unique value
that indicates the type of Contact

d 1.1 Alph /
cose -1 pha Party based on Regional controlled
vocabulary.
codeSyste The codeSystem attribute is a unique

[1..1] Valid OID | identifier that indicates the

m
controlled vocabulary system.

Excluded The following datatype elements and attributes are excluded:

Elements e code.displayName

and/or e code.originalText

Attributes e code.translation

e code.source

e code@codeSystemName

e code@codeSystemVersion

e code@codingRationale

e code@controlinformationExtension
e code@controlinformationRoot
e code@flavorld

e code@id

e code@nullFlavor

e code@updateMode

e code@validTimeHigh

e code@validTimelLow

e code@valueSet

e code@valueSetVersion

e code@xsiType

415 [--] = no information is required in this cell
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416

Element

statusCode

Excluded

Attribute

[--]

6.6.2.2.1.3 Table 12 - callBackContact.contactParty.statusCode

Cardinality

[1..1]

Value(s)

Allowed

[--]

Description
Instructions

This is a container element that
organizes the status code value for
the Contact Party.

code

[1..1]

Alpha

The code attribute is a unique value
that indicates the status of the
Contact Party, and is based on HL7
controlled vocabulary constrained by
the region.

updateMod
e

[0..1]

Alpha

The updateMode attribute provides
the coded value to indicate if the
statusCode has been changed for the
Contact Party.

The following datatype elements and attributes are excluded:
statusCode.part

statusCode@validTimeLow

statusCode@validTimeHigh
statusCode@controlinformationRoot
statusCode@controlinformationExtension
statusCode@nullFlavor

statusCode@flavorld

statusCode@updateMode

Elements
and/or
Attributes

417 [--] = no information is required in this cell
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418 6.6.2.2.2 Contact person

419 6.6.2.2.2.1 Table 13- callBackContact.contactParty.contactPerson.name
Element Attribute  Cardinality Value(s) Description
Allowed .
Instructions
Examples
name.part This is a container element that
[--] [1..n] [--] organizes the value of contact
person’s name.
String The value attribute is for the value
value [1..1] of the name part of the Contact
e.g., Jane Party.
Alpha The type attribute is for the type
e.g., GIV of the n'flme part — g.g., fa.mlly.
name, given name (including first
name and middle name or initial).
type (1..1] *note this is a
controlled list
from HL7 and
included in
the schema
Alpha The qualifier attribute is a subtype
e.g., MID, IN of the na.m.e.part— e.g., middle
name or initial.
qualifier [0..1] *note this is a
controlled list
from HL7 and
included in
the schema
06k {eld == At least given and family name must be provided in name.part elements.
Excluded The following datatype elements and attributes are excluded:
Elements e name.part@code
and/or e name.part@codeSystem
Attributes e name.part@codeSystemVersion
e name.part@language
e name.part@nullFlavor
e name.part@xsi:type
420 [--] = no information is required in this cell
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421 6.6.2.2.2.2 Table 14 - callBackContact.contactParty.contactPerson.telecom

422 Note: The xsi:type for the telecom attribute should be listed as an unordered list or
423 “BAG_TEL”.

Element Attribute Cardinality Value(s) Description

Allowed Instructions

Examples

item This is a container element that

] (1.1] ] organizes the Contact Party’s contact
information (e.g., telephone and

email).

String The value attribute provides the
Contact Party’s contact information

e.g. _
value [1..1] & (e.g., telephone and email).

tel:+1(111)
999-9999

The use attribute value indicates the
telecom connection (e.g., work,

use [1..1] Alpha private) and is based on Health
Canada controlled vocabulary -
2.16.840.1.113883.2.20.6.4.

The capabilities attribute value
indicates the telecom service and is
capabilities [1..1] Alpha based on Health Canada controlled
vocabulary -
2.16.840.1.113883.2.20.6.19.

Excluded The following datatype elements and attributes are excluded:
Elements ¢ telecom.item@controlinformationRoot

and/or e telecom.item@controlinformationExtension

Attributes o telecom.item@nullFlavor

e telecom.item@flavorld

e telecom.item@validTimeLow

e telecom.item@validTimeHigh

e telecom.item@updateMode

® telecom.item@xsi:type

424 [--] = no information is required in this cell
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425

426
427

428

429
430

431

432
433
434
435

436

437
438

439
440

6.6.2.2.2.3 Table 15 - callBackContact.contactParty.asAgent.representedOrganization.name

Element Attribute Cardinality Value(s) Description
sl Instructions
Examples
name.part This is a container element that
[--] [1..1] [--] organizes the value for the
represented Organization’s name.
String The value attribute provides the
organization’s name.
value [1..1] e.g., Acme
Pharmace
uticals
Excluded The following datatype elements and attributes are excluded:
Elements e name.part@code
and/or e name.part@codeSystem
Attributes e name.part@codeSystemVersion
e name.part@language
e name.part@nullFlavor
e npame.part@qualifier
e name.part@xsi:type

[--] = no information is required in this cell
6.6.2.3 Excluded elements

The following class attributes are excluded from the Health Canada implementation:

e contactPerson.id — note this is an additional identifier for the named individual instead
of their contactParty.id. Only the contactParty.id is used.

6.6.3 Sequence number

The sequence number assigned by Health Canada will have its own series separate from that
received by the sponsor (i.e., the values are not consecutive between the two parties). The
series will start with 1 and increment by one each time a Health Canada message is sent to the
sponsor.

7. Transition Mapping Message from eCTD v3.2.2

Detailed in this section are all Health Canada specific details relating to the Transition Mapping
Message (TMM).

Health Canada will only allow transition of regional content from the current regional module 1
schema - v2.2.
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441 7.1 Message Header

442  The message header information provides a set of elements that are needed to specify the
443  sender and receiver as well as the version of the ICH and Regional/Module 1 Implementation
444  Guides used to generate the message.

445

Table 16 - The following XML shows the required elements/attributes to validate the message against the schema

<PORP_INOOO001UV ITSVersion="XML_1.0"xmlIns="urn:hl7-org:v3"

xmlins:xsi="http://www.w3.0rg/2001/XMLSchema-instance" xsi:schemalocation="urn:hl7-

org:v3 PORP_INOOOOO1UV.xsd">
<id/> —~
<creationTime/>

<interactionld/>
<processingCode/> These elements should be represented

<processingModeCode/> with self-closing tags as shown here. If
<acceptAckCode/> so state these are to be empty elements.

<receiver> _
<device classCode="DEV" determinerCode="INSTANCE">
<id>
<item root=
</id>
</device>
</receiver>
<sender>
<device classCode="DEV" determinerCode="INSTANCE">
<id/>
</device>
</sender>

identifierName=""/>
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446  The following XML sample shows the content of the message header element. The
447  receiver.device.id element contains the |G versioning information required for the Transition
448  Mapping Message XML header:

449 <id/>

450 <creationTime/>

451 <interactionld/>

452 <processingCode/>

453 <processingModeCode/>

454 <acceptAckCode/>

455 <receiver typeCode="RCV">

456 <device classCode="DEV" determinerCode="INSTANCE">
457 <id>

458 <item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD
459 v4.0I1Gv1.2"/>

460 </id>

461 </device>

462 </receiver>

463 <sender typeCode="SND">

464 <device classCode="DEV" determinerCode="INSTANCE">
465 <id/>

466 </device>

467 </sender>

468 7.2 Payload message

469  The relevant elements and attributes in the v3.2.2 Transition Mapping Message are outlined in
470  the ICH eCTD v4.0 Implementation Guide and only Health Canada-specific information is
471  provided in this document.

472  7.2.1 Payload elements

473  Transition relies on the transition of the current view of the application / dossier - to include
474  the same CTD heading placement and keywords. Refer to the ICH eCTD v4.0 Implementation
475  Guide for additional information on the transition mapping message requirements.
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476 7.2.1.1 Keywords in TMM

477  ltis important to note that all keywords may not have existed as attributes in the ICH or Health
478  Canada eCTD backbone (i.e., DTD files). Keywords therefore may need to be transitioned from
479  multiple locations from eCTD v3.2.2 messages.

480 e Keywords may be transitioned from the following sources:

481 0 ICH Attributes

482 0 The STF file also includes the following eCTD v4.0 keywords

483 = Document Types (previously specified as the file-tag element)
484 = Study-title (previously specified as the title element)

485 =  Study-id

486 = Duration, Species, Route of Administration, and Type of Control
487 (previously specified as the Category element)

488 = Site-id (previously specified as the property element)

489 0 ICH v3.2.2 Node Extensions should be transitioned to eCTD v4.0 using a group
490 title keyword definition

491 e Consolidation of Keywords from the following attributes:

492 O Study Id and Study Title - follow the instructions in the ICH eCTD v4.0
493 Implementation Guide to merge the values of these two attributes when
494 transitioning from v3.2.2 to v4.0.

495 7.2.1.2 Post transition

496  The following special instructions should be followed for messages created after the Transition
497  Mapping Message is submitted.

498 e Sequence number - follows the same instructions in the ICH eCTD v4.0 Implementation
499 Guide unless the following scenario exists:

500 0 After receipt of the Transition Mapping Message, the sequence number must
501 continue to be assigned sequentially and issued as whole numbers instead of
502 following the v3.2.2 instructions for 4-digit values with leading zeros.
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