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Preface

The document herein was produced by the International Medical Device Regulators Forum 
(IMDRF), a voluntary group of medical device regulators from around the world.  The document 
has been subject to consultation throughout its development.

There are no restrictions on the reproduction, distribution or use of this document; however, 
incorporation of this document, in part or in whole, into any other 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.
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1.0 Introduction

Regulated Product Submission (RPS) is a messaging standard produced by HL7 that is designed 
to enable electronic submission of regulated products – including drugs, devices, food and 
veterinary medicines.  The IMDRF RPS Working Group is evaluating the Regulated Product 
Submission (RPS) standard to assess whether the standard will meet medical device needs as a 
harmonized electronic submission format.  

As part of the IMDRF evaluation the working group is performing testing of medical device 
submission scenarios to verify the RPS standard can effectively convey required submission 
information.  This document summarizes information from the first round of IMDRF Beta 
Testing efforts.

2.0 Scope

This document summarizes the Beta Testing process and results from the IMDRF RPS Working 
Group efforts prior to the September 2013 RPS Ballot within HL7.  Testing efforts are still 
ongoing.  Subsequent test efforts and results will be summarized in additional documents to be 
released at a later date.

3.0 References

HL7 RPS Draft Standard for Test Use (DSTU)

4.0 Definitions

RPS:  Regulated Product Submission.  An HL7 standard currently being tested by the IMDRF 
RPS Working Group.

HL7:  Health Level 7.  

DSTU:  Draft Standard for Trial Use.  

Test Case Scenario:  A collection of 3 – 5 test cases that are tested together in a particular order.  
The test case scenario follows a business process that is being tested.  

Message:  The XML file accompanying the documents contained in the submission unit.  The 
XML file structure is defined by the RPS standard and provides information about how the files 
included should be reviewed.

Submission Unit:  A package of documents to support a regulatory activity that is sent and 
received together.  In paper terms, this is the fed-ex box containing a packet of information sent 
from industry to the regulator.  In RPS terms, this includes the submissionUnit.xml file as well as 
the accompanying submission files.
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Submission:  A collection of Submission Units that support a single regulatory request or 
activity.  The Submission is what is approved (or disapproved) as a result of the review.

Application:  A collection of Submissions to a country or region that are related based on 
business and regulatory practices. 

Bundled Submission:  A Submission Unit that creates or revises a Submission in more than one 
Application.

Context of Use:  The table of contents section within a submission that a document should be 
placed in.  For example, CH 2.2 General Summary of Submission.

Keywords:  A value assigned to a Context of Use to allow a reviewer to distinguish between 
multiple Documents assigned to the same table of contents section. 

Application Reference - A reference in the RPS message to indicate there is a related 
application that has relevance to the Application being submitted.  The reference is simply a 
pointer to another Application number.  It is not specific to content within the referenced 
Application.  The type of relationship indicates the reason for relating the applications together.

5.0 Beta Testing Summary

HL7 standards such as RPS provide a large set of requirements.  Use of an HL7 standard requires 
creation of an Implementation Guide (IG).  The IG describes which portions of the RPS standard 
will be used (and not used) for devices.  The IG also provides detail on how elements of the RPS 
standard will be used to support medical device business processes.

Use of the RPS standard also requires software tools to both create and view an RPS submission.  
Because sponsors and regulators may use software from different vendors, it is important that the 
RPS message consistently convey information that is interpreted in the same way by a variety of 
software tools.

Because of these factors, an RPS submission may fail to meet medical device requirements for 
one or more of the following reasons:

● The RPS Standard does not provide functionality that meets device needs;
● The IG developed does not clearly convey IMDRF rules for how the RPS 

standard should be used
● Different software vendors interpret requirements in the IG differently
● The Test Case scenario contained errors or was unclear

With these considerations in mind, the IMDRF Working Group asked multiple vendors to 
participate in testing (Appendix A).  Five vendors agreed to assist.

All participating vendors were provided with a draft IG to be used for testing (Appendix B), and 
with four detailed test case scenarios (Appendices C, D, E, F).  Vendors were asked to provide 
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sample RPS messages for each test case scenario.  This resulted in multiple test samples from 
multiple vendors for each scenario.

Test samples were reviewed by IMDRF Working Group members to assess whether the samples 
adequately supported the business scenario.  Multiple findings were consolidated into broad 
finding categories.  Each category was analyzed to determine the cause of the issue.  The 
summary of test findings has been included as Appendix G.

As a result of the testing, suggested changes to the RPS Standard were provided during the 
September 2013 HL7 Ballot.  Additional testing is planned to cover untested medical device 
needs, and to re-test some requirements based on initial test findings.
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Preface121
The document herein was produced by the International Medical Device Regulators 122
Forum (IMDRF), a voluntary group of medical device regulators from around the world.  123

124
There are no restrictions on the reproduction, distribution or use of this document; 125
however, incorporation of this document, in part or in whole, into any other document, or 126
its translation into languages other than English, does not convey or represent an 127
endorsement of any kind by the International Medical Device Regulators Forum.128

129

This IMDRF Regulated Product Submission (RPS) Specification Guide has been developed for the 130
sole purpose of providing interested software venders with information necessary for the testing of 131
the RPS 2 Draft Standard for Test Use in relation to premarket medical device applications.  The 132
development of a final IMDRF RPS Specification Guide that would allow for the eventual 133
implementation of the Normative HL7 RPS Standard for device applications would be undertaken in 134
a subsequent phase of the project, subject to endorsement by the IMDRF Management Committee.135
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INSTRUCTIONS TO READER136

This is a technical document that provides instructions on how to implement the HL7 137
RPS standard for IMDRF.  The following content will be provided in a consistent138
manner within the document and/or the reader may be prompted by visual cues about139
the context or referenced information being presented in the document.140

141
Document Content142

In the document there are several notations that are used to provide clarity to the subject 143
matter. The following table provides visual cues that are used in the document.144

145
Icon Description

Technical descriptions 

Items to be careful to follow

Additional Instructions

References to other documents

146
147

The document refers to XML components (e.g. elements and attributes) versus the148
concept that it represents.  The text will take the following notation:149

150
 XML elements and attributes151

o In narrative text, they will be Bold, Italicized text in Camel case, e.g.,152
ContextOfUse153
o Within the XML, they will be shown as notated below for the XML 154
Snippets.155

 Concept without attribution to the model or message156
o Plain text with first letter capitalized as it is a defined concept, e.g., 157
Context of Use158

159
160
161
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XML Snippets162

The following figure indicates the color coding used in the XML snippets and any163
meaning that should be inferred by the samples.164

165

Text Color Description

Sample
Teal Schema components

<?xml version “1.0” 
encoding=”UTF-

8”?>
Blue XML notations

< ….= “”>
Brown XML element

id code
Red XML attribute

root extension
Black Value of the element or attribute

2.16.840.1.113883
166
167

Note: XML editors may display these XML components differently, please use the168
legend above for XML presented in this document.169

170
171

Required Schema Attributes172

The IMDRF HL7 RPS message contains additional attributes that have not been set to 173
a fixed value to provide for future extensibility of the schema. When submitting an 174
IMDRF HL7 RPS submission, these attributes need be sent in with fixed values 175
specified in this document.  The value for all other schema attributes will be 176
specifically stated for each element when required.177

178
179

For example:  The subject@typeCode value must be equal to “DEV” to pass schema 180
validation.  Any other value in this field may cause the schema validation to fail.181

182
In the example above, the value for the typeCode attribute should be “MANU”. In the183
future, this may be fixed in the schema, but for increased extensibility of the schema, it 184
has not been constrained any further.185

186
187
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XML Elements Tables188

A table has been provided for each element in the XML message. When elements189
have multiple element parts or attributes, they are provided in one table. When there are190
no attributes or values for an element, the cell is grayed out to indicate that no value is 191
required in the XML message.192

193

Table Name: <element>194

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

Business Rules

XPATH

195
196

Table Name:  Each table is named for the elements it is representing in the XML – i.e., 197
<element> or <element 2>.  198

199
Element: Identifies the XML element200

201
Attribute: Identifies the XML attribute202

203
Cardinality: Provides information on how many times the element/attribute can be 204
repeated in the XML message.205

206
Value(s)  Allowed/Examples:  Identifies  the  values  allowed  using  simple  data  types  207
and  any associated examples. References to controlled vocabulary will also be provided208

209
Description/Instructions: Provides a description of the element or attribute210

211
Business Rules:   Identifies any business rules that are in place for RPS.212

213
XPATH: Identifies the location of the data element in the XML.214

215
216
217

218
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1. SUBMISSION CONTENTS, FOLDER AND FILE STRUCTURE219

The folder and file structure specified for the document contents being transmitted along 220
with the XML message will need to follow various specifications and rules as presented 221
below in this section.222

1.1 Submission Unit Contents223

When submitting the contents of a Submission Unit, the following structure should be 224
used:225

Figure 1: RPS Folder Structure226

227

NOTE: The folder structure is still under discussion in the IMDRF RPS Working Group.228

The First Level Folder will be named “rps” and include the following contents:229

 The RPS Message should be named “submissionunit.xml” (see figure above).   230
 The submitter should not send the schema files, the XML should reference the 231

schema found on the HL7 site.  Note: Pending Confirmation232
 Folders for Chapters 1 – 6b and the content to be included in that submission unit 233

should apply the following rules:234

o Folder structure for Chapters 1 through 6b folders should follow the 235
structure provided in this document.236

o All files included in these folders should be accounted for in the XML 237
Message1238

o Files previously sent do not need to be sent again2239

1.2 File/Folder Naming Conventions240

For the Beta Testing, the naming conventions for folders shall follow the folder names 241
presented in the sample above. In addition, there are general naming conventions that 242
include:243

 Folder or file names shall have only lower case characters. 244
 File extensions –245

                                                
1 If the file is not included in the XML Message, then the submission may be considered invalid.
2 If a document is only referenced in the XML Message, it does not need to be included in the attachments.

IMDRF/RPS WG/N21FINAL:2014
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o All files should have one and only one file extension.246
o The file extension should be used to indicate the format of the file.247

For the Beta Testing, the naming conventions for folders shall follow the folder names 248
presented in the sample above.  Additional guidance for naming convention that is not 249
specified in the sub-sections includes:250

 Folder or file names should be written in lower case only. 251
 All files should have one and only one file extension.252
 The file extension should be used to indicate the format of the file.253

1.2.1 Allowable Characters254

All implementations shall follow the IETF rules for Uniform Resource Locators (URLs) 255
(except for period and asterisk) for file or folder name.   The special characters indicated 256
in the table below may be used.257

Figure 2: Allowable Special Characters258

Special 
Character

Description

$ Dollar sign, Peso sign
- Hyphen, Dash
_ Underscore, understrike, low line, low 

dash
+ Plus sign
! Exclamation mark 
' Apostrophe, Single quotation mark
( Left parentheses, Left bracket (UK)
) Right parentheses, Right bracket (UK)

259
260

Consult the IETF documentation on Uniform Resource Identifier (URI): 
Generic Syntax RFC 3986.

261

1.2.2 Length262

The restrictions on file or folder name lengths should follow the specifications below:263

 Maximum document (i.e., file) name length: 64264
 Maximum folder name length: 64265
 Maximum path length including first level folder: 180266

 Note: this allows the folder structure to exist under a logical drive with high 267
level folder that is applicable to the submitter’s environment268

 File name extension =  3 or 4 characters269
270

IMDRF/RPS WG/N21FINAL:2014
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16 May 2014 Page 19 of 145



IMDRF
WG/NXR2

6

1.3 Pathname Conventions and Best Practices271

The pathname convention should reference the relative folder path using the forward 272
slash (/) character to separate the folders.  For example, the following pathname indicates 273
the relative location of the file to the XML submission that it originated 274
E.g.,”module1/coversheet.pdf”.275

1.4 Checksums276

The RPS XML message will contain checksums for all Document.text.integrityCheck277
elements.  The SHA-256 integrity check algorithm should be applied to obtain a 278
checksum for all files referenced in a document element within a given submission unit.279

The purpose of the checksum is as follows:280

 The integrity of each file can be verified by comparing the checksum submitted 281
with the file and the computed checksum282

 The checksum can be used to verify that the file has not been altered in the 283
historical archive of the Regulatory Authority.  This is especially useful as the 284
files are migrated from one storage medium to another as in the case of backup to 285
magnetic tape storage. 286

1.5 Compressed Archive287

A compressed archive is any collection of files that have been added to an archive and the 288
archive has been compressed to minimize the file size of the archive file (e.g., zip files –289
with file extension .zip).  No zip files are permitted, unless allowed by Regional 290
Implementation Guide. 291

292

2. ESSENTIAL COMPONENTS OF THE HL7 RPS SUBMISSION293

This section will provide a brief overview of the essential components of the RPS294
specification.  The essential components include:295

 Controlled Vocabulary296
 OIDS and UUIDS297
 Data Types298
 RPS XML Schema299
 RPS XML Message300

301
Note to Implementers: The schema does not include the business rules that 
need to be dynamic to the process.  The business rules outlined in the 
subsequent sections should be handled by any system generating the XML 
message.

302

IMDRF/RPS WG/N21FINAL:2014
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2.1 Controlled Vocabularies303

The RPS Message makes extensive use of controlled vocabularies. The information in the 304
following sub-sections will outline the controlled vocabulary used to implement HL7 305
RPS for IMDRF.  There are several different authoritative sources for the controlled 306
vocabulary, which include IMDRF, Regional Controlled Vocabularies and HL7 for the 307
Beta Testing period.308

Note to Implementers: The controlled vocabulary required by the HL7 RPS
standard enables system to system communications and is not always the 
ideal way to display concepts in a system graphical user interface (GUI).  Be 
cautious not to apply the technical codes in the GUI, instead use the business 
friendly terms that are specified by Regional Authorities.

309

The information in the following sub-sections will outline the controlled vocabulary used 310
in developing a IMDRF RPS message.  There are several different authoritative sources 311
for the controlled vocabulary, and as such they are categorized below by the organization 312
that controls the content.  313

Note to Implementers: During Beta Testing, the controlled vocabulary will 
be provided in a spreadsheet format.  

314

2.1.1 Controlled Vocabularies specified by IMDRF315

The controlled vocabularies specified below are managed by IMDRF are provided in a 316
spreadsheet, which includes Beta Testing values. 317

Note: that this document is for Beta Testing only and is subject to change including all 318
code values provided to support testing.319

320

 Context of Use Codes321

 Keyword Type Codes322

 Keywords323

The controlled vocabularies specified below are managed by Regional Regulatory 324
Authorities are provided in a spreadsheet, which includes Beta Testing values. 325

Note: that this document is for Beta Testing only and is subject to change including all 326
code values provided to support testing.327

328

 Application Codes329

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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 Application Reference Reason Codes330

 Category Event Codes331

 Contact Party Codes332

 Contact Party Status333

 Media Type Codes334

 Regulatory Status Codes335

 Regulatory Review Time Codes336

 Submission Codes337

 Submission Unit Codes338

339

2.1.2 Controlled Vocabulary specified by HL7340

The controlled vocabularies specified by Health Level 7 (HL7) are provided below with a 341
brief description of the terminology and location for obtaining detailed information.342

 HL7 Document Type Codes: This vocabulary is provided in the HL7 version 3 343
Standard for the typeCode attribute on sequelTo elements within the XML 344
message.  These codes are only required for typeCode attributes that are not fixed 345
in the XML Schema.  The codeSystem OID (2.16.840.1.113883.5.1002) is not 346
required in the XML message for any typeCode attribute.347

 HL7 Status Codes: This vocabulary is provided in the HL7 version 3 Standard 348
for the statusCode element part on various elements within the XML message.  349
These are values that should be used in the XML message for statusCode.code. 350
The codeSystem OID is not required for the statusCodes.  Note: Status codes can 351
only use the values provided by HL7 (codeSystem OID: 352
2.16.840.1.113883.5.14).3353

354
Note: The IMDRF Testing Group will be submitting harmonization requests to 355
request additional typeCode and statusCode values to meet their business needs.  The 356
concepts proposed in this IG have not been submitted at the time of distributing this 357
version of the document.358

359

Note to Implementers: The controlled vocabulary required by the HL7 RPS 
standard enables system to system communications and is not always the 
ideal way to display concepts in a system graphical user interface (GUI).  Be 
cautious not to apply the technical codes in the GUI, instead use the business 

                                                
3 For Beta Testing, a specific value set has not been selected for the FDA CDRH RPS Implementation.

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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friendly terms that are specified in the Implementation Guide.

360

361

2.2 OIDS and UUIDS362

There are two types of unique identifiers, Object Identifiers (OIDs) and Universally 363
Unique Identifiers (UUIDs).  364

2.2.1 Object Identifiers365

An OID is a sequence of numbers that uniquely identify an object and represent a 366
hierarchically-assigned namespace.  OIDs are formally defined using the International 367
Telecommunications Union ASN.1 standard4.  OIDS are represented as follows:368

 String of digits separated by periods: 2.16.840.1.113883369

 list of named branches: {joint-iso-itu-t(2) country(16) us(840) organization(1) 370
hl7(113883)}371

The current OIDS for the IMDRF include:372

 PENDING373

In the HL7 RPS submission, OIDs will be used to provide the codeSystem value for each 374
element that requires a code.  Each required element with a code will indicate when an 375
OID should be provided.  For example, the XML Snippet below illustrates the code 376
element with a code and codeSystem:377

<code code="C101708" codeSystem="2.16.840.1.113883.3.26.1.1"/>378

2.2.2 Universally Unique Identifiers379

A UUID is a hexadecimal number in the form of 8-4-4-4-12, including 32 digits and 4 380
hyphens.5  UUIDs are formally defined by ISO/IEC 11578:1996 and ITU-T Rec X.667 | 381
ISO/IEC 9834-8:2005.  UUIDs are represented as follows:382

 String of digits separated by hyphens: 36589652-7894-6589-3256-321852697531383

In the HL7 RPS Submission, UUIDs will be used for any instance identifier root attribute 384
value.  Each required element with an identifier (e.g., id or code) will indicate when a 385
UUID should be provided.  For example, the XML Snippet below illustrates the id@root 386
attribute for the RPS Submission: 387

<id root="e48f95a8-c34f-4a3f-8664-fcd1dc6f9493"/>388

                                                
4 International Telecommunication Union, x680: Information technology – Abstract Syntax Notation One 

(ASN.1): Specification of basic notation
5 International Telecommunication Union, x667: Information technology – Open Systems Interconnection 

– Procedures for the operation of OSI Registration Authorities: Generation and registration of Universally 

Unique Identifiers (UUIDs) and their use as ASN.1 object identifier components
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The use of UUIDs enables for the objects to be uniquely identified in a central repository 389
(e.g., database) of submission unit contents from all submitters.  If UUIDs are not used, 390
the content and objects may be incorrectly identified and used in the receiving system.391

392

2.3 Data Types393

Data Types are another essential component of the HL7 RPS specification.  In order to 394
provide all of the information required in the XML message, the data types are 395
represented as elements and attributes.  The data type for the elements and attributes are 396
as follows:397

 Alpha – allowing only alpha characters to be used (e.g., FDA product code 398
“IRT”)399

 Alphanumeric – allowing alpha, numeric and special characters6 to be used in a 400
string.  XML should follow W3C standards for alphanumeric values.401

 Numeric – only allows numeric characters (e.g., 0 through 9.E+-) to be used in a 402
string for integers and real numbers.403

 Boolean: allows a true or false value to be provided.404
 nullFlavors: these are used when required values need to be left blank.  Null 405

favors are based on HL7 Messaging standard, and constraints will be mentioned 406
for each XML element.7407

408

2.4 HL7 RPS XML Schema409

This section will outline the required schema files for the RPS Message.8  The schemas 410
are organized by category and sub-categories in the table below.  411

NOTE: The schemas below have been flattened and provided as a separate file for 412
IMDRF Beta Testing activities.413

Major Category Schema Files

1 Core Schemas:

A common schema 
set for all HL7 v3 
messages

infrastructureRoot-r2.xsd
voc-r2.xsd
datatypes-rX-cs.xsd
iso-21090hl7-
r2_datatypes.xsd

Referenced by core schema 
files:
infrastructureRoot.xsd
datatypes.xsd
datatypes-base.xsd
NarrativeBlock.xsd
voc.xsd

                                                
6 Only UTF-8 character set is allowed.
7 Currently, nullFlavors are not used in the  HL7 RPS submission.  
8 At the time of publication, no changes have been made to the HL7 Schema, but there are several 

outstanding issues that may require a FDA CDRH specific version of the schema files.
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Major Category Schema Files

2 RPS Schema:

A schema set for 
the RPS compliant 
message

Interactions:
PORP_IN000001UV01.xsd

Message Type:
PORP_MT000001UV01.xsd 

Control Act:
MCAI_MT700201UV01.xsd
MCAI_MT900001UV01.xsd

Transmission:
MCCI_MT0001000UV01.xsd

414
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415

Referenced Schema Files

3 Common Product 
Model Schema:

The Common 
Product Model 
schemas 
referenced by the 
RPS Schemas.

POCP_MT010100UV.xsd
POCP_MT010200UV.xsd
POCP_MT010300UV.xsd
POCP_MT010400UV.xsd
POCP_MT010600UV.xsd
POCP_MT020100UV.xsd
POCP_MT020200UV.xsd
POCP_MT030100UV.xsd
POCP_MT030200UV.xsd
POCP_MT030300UV.xsd
POCP_MT040100UV.xsd
POCP_MT050100UV.xsd
POCP_MT050200UV.xsd
POCP_MT050400UV.xsd

POCP_MT060000UV.xsd
POCP_MT060100UV.xsd
POCP_MT060200UV.xsd
POCP_MT070000UV.xsd
POCP_MT070100UV.xsd
POCP_MT070200UV.xsd
POCP_MT080200UV.xsd
POCP_MT080300UV.xsd
POCP_MT081100UV.xsd
POCP_MT082100UV.xsd
POCP_MT090100UV.xsd

4 Common 
Message 
Elements 
Schema:

The CMETs 
referenced by the 
Common Product 
model or RPS 
Schemas

COCT_MT030203UV07.xsd
COCT_MT040203UV01.xsd
COCT_MT050002UV07.xsd
COCT_MT070000UV01.xsd
COCT_MT090100UV01.xsd
COCT_MT090300UV01.xsd

COCT_MT150000UV02.xsd
COCT_MT150003UV03.xsd
COCT_MT240003UV02.xsd
COCT_MT440001UV.xsd
COCT_MT710000UV07.xsd

416

417

2.5 XML Components418

The following HL7 RPS message components are based on HL7 Version 3 Regulated 419
Product Submission (RPS) Release 2 Draft Standard for Trial Use (DSTU).  The 420
information for each element is provided in discrete sections, i.e., they are not nested in 421
the same structure of the XML Schema. 422

The following table provides a breakdown of the RPS XML structure with the relevant 423
elements presented in this document.424

425
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Table 1: XML Structure426

XML Structure
The RPS Message begins by identifying the subject element.  The payload message starts with the 

submissionUnit element and relates the rest of the elements to the Submission Unit being sent.  The 

submissionUnit element contains the following elements and their attributes:

 callBackContact.contactParty

 subject.categoryEvent

o subject.categoryEvent (sub-category)

 component.contextOfUse

o links.relatedContextOfUse

o sequelTo.relatedContextOfUse

o derivedFrom.documentReference

o subjectOf.submissionReference

o referencedBy.keyword
 componentOf.submisison

<subject typeCode="SUBJ">

<submissionUnit>

<id></id>

<code></code>

<title></title>

<statusCode></statusCode>

<callBackContact>

<contactParty>

<id></id>

<statusCode></statusCode>

<contactPerson>

<name xsi:type="BAG_EN">

<item><part/></item>

</name>

<telecom xsi:type="BAG_TEL">

<item></item>

</telecom>

</contactPerson>

</contactParty>

</callBackContact>

<subject>

<categoryEvent>

<code></code>

<subject>

<categoryEvent>

<code></code>

</categoryEvent>

</subject>

</categoryEvent>

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final

16 May 2014 Page 27 of 145



IMDRF
WG/NXR2

14

XML Structure
</subject>

<component>

<priorityNumber value=""/>

<contextOfUse>

<id></id>

<code></code>

<title></title>

<statusCode></statusCode>

<setId></setId>

<versionNumber value=""/>

<primaryInformationRecipient>

<territorialAuthority>

<governingAuthority>

</governingAuthority>

</territorialAuthority>

</primaryInformationRecipient>

<links typeCode="ELNK">

<relatedContextOfUse>

<id></id>

</relatedContextOfUse>

</links>

<sequelTo typeCode="RPLC">

<relatedContextOfUse>

<id></id>

</relatedContextOfUse>

</sequelTo>

<derivedFrom>

<documentReference>

<id></id>

</documentReference>

</derivedFrom>

<subjectOf negationInd="">

<submissionReference>

<id xsi:type="DSET_II">

<item></item>

</id>

</submissionReference>

</subjectOf>

<referencedBy>

<keyword>

<code></code>

<statusCode></statusCode>

</keyword>

</referencedBy>
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XML Structure
</contextOfUse>

</component>

This section of the XML relates to specifying the Submission element.  The following elements may follow 

the Submission:

 sequenceNumber (included as an element of the relationship between submissionUnit and 

Submission)

 callBackContact.contactParty

 subject1.mode

 subject2.review

 subject3.regulatoryReviewTime

 subject4.regulatoryStatus

 subject5.submissionGroup

<componentOf>

<sequenceNumber></sequenceNumber>

<submission>

<id></id>

<code></code>
<callBackContact>

<contactParty>

<id></id>
</contactParty>

</callBackContact>
<subject1>

<mode>

<id></id>
</mode>

</subject1>
<subject2>

<review>
</review>

</subject2>
<subject3>

<regulatoryReviewTime>

<code></code>
</regulatoryReviewTime>

</subject3>
<subject4>

<regulatoryStatus>

<code></code>
</regulatoryStatus>

</subject4>
<subject5>

<submissionGroup>

<id></id>
</submissionGroup>

</subject5>
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XML Structure
This section of the XML relates to the application element.  The application section contains the following 

elements and their attributes: 

holder.applicant

informationRecipient.territorialAuthority

subject.reviewProcedure

reference.applicationReference

component.document

component.document

referencedBy.keyword

referencedBy.keywordDefinition

replacementOf.previousKeywordDefinition

<componentOf>

<application>

<id>

<item root="" extension=""/>

</id>

<code></code>

<holder>

<applicant></applicant>

</holder>

<informationRecipient>

<territorialAuthority>

<governingAuthority>

<id></id>

<name>

<part value=""/>

</name>

</governingAuthority>

</territorialAuthority>

</informationRecipient>

<subject>

<reviewProcedure>

<code></code>

</reviewProcedure>

</subject>

<reference>

<applicationReference>

<id></id>

</applicationReference>

</reference>
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XML Structure
<component>

<document>

<id></id>

<code></code>

<title></title>

<text integrityCheckAlgorithm="SHA256" value=""

language="">

<reference value=""/>

<integrityCheck></integrityCheck>

</text>

<statusCode></statusCode>

<versionNumber value=""/>

<component>

<priorityNumber value=""/>

<document>

<id></id>

</document>

</component>

<referencedBy>

<keyword>

<code></code>

<statusCode></statusCode>

</keyword>

</referencedBy>

</document>

</component>

<referencedBy>

<keywordDefinition>

<code></code>

<statusCode></statusCode>

<value >

<item>

<displayName></displayName>

</item>

</value>

<replacementOf>

<previousKeywordDefinition>

<code></code>

<value >

<item>

<displayName></displayName>

</item>

</value>

</previousKeywordDefinition>

</replacementOf>

</keywordDefinition>

</referencedBy>
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XML Structure
These are the closing element tags for the key elements in the RPS message.

</application>

</componentOf>

</submission>

</componentOf >

</submissionUnit>

427

3. SUBMISSION LIFE CYCLE428

This section will outline the XML elements required to identify the regulatory activity 429
included in the submission unit.  A submission unit may follow one of the following 430
patterns:431

 Single regulatory activity life cycle – one submission and one application related 432
to the content being submitted in the submission unit433

 Bundled regulatory activity life cycle – more than one submission and application 434
related to the content being submitted in the submission unit.  Each submission in 435
the bundle is identified and all content in the submission unit is related to all 436
submissions in the bundle unless otherwise noted.437

Additional business requirements will be specified in regional implementation guides 438
(e.g. FDA Modular Submission)439

Need to add a figure/diagram of the elements – e.g., application – submission –440
submission unit and related elements for the regulatory activities.441

442

3.1 Application443

An application is the collection of regulatory activities for the specific application type 444
being submitted – e.g. specified in Regional Implementation Guides.  The application 445
element will identify the type of application and a unique identifier as well as the local 446
identifier issued by the Regulatory Authority.  There is usually one application identified 447
in a submission unit, or more than one for a bundled submission.  448

…449
[This XML section will repeat for each application element.  A submission element is a 450
componentOf an application element]- need to have a generic example here451
…452
<componentOf>453
     <application>454

<id> 455
     <item root=“12345678-1234-1234-1233-123456789012”456
extension=“PMA200002”/>457

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final

16 May 2014 Page 32 of 145



IMDRF
WG/NXR2

19

</id> 458
<code code=“C80442” codeSystem=“2.16.840.1.113883.3.26.1.1”/>459

…460
[Additional information may appear after the addition of the 461
application.code, for example any of the following elements related to 462
application – component, referencedBy, informationRecipient, 463
reference, subject, or holder]464
…       465

     </application>466
</componentOf>467

468

3.1.1 application.id.item469

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id.item [1..1] This is a container 
element of the following 
attributes by which it 
uniquely identifies the 
application.

root [1..1] Valid UUID This attribute is for a 
global unique identifier.

extension [1..1] Alpha Numeric This attribute provides a 
location to specify a 
regional requirement 

Business Rules The id.item@root attribute should stay the same for an id.item@extension
value through the entire life cycle of the regulatory activity.

XPATH

root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/id/item/@root

extension /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/id/item/@extension

470

471

472
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3.1.2 application.code473

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

code [1..1] This is a container 
element that organizes 
the coded value for the 
application.

code [1..1] Alpha Numeric The code is a unique 
value that indicates the 
type of content in the 
application based on 
Regional Controlled 
Vocabulary

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

This should be the OID 
registered for the code 
system.

Business Rules There must be one and only one code.code attribute specified for an application.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/code/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/code/@codeSystem

474

3.2 Application Reference475

An application reference allows the submitter to indicate any related applications – i.e, 476
regional document references (e.g., Master File) or predicate device applications.  When 477
providing a reference to an existing application on file, a reason code should be provided 478
to indicate how the application is being referenced in the current submission unit.  479
Application references should be provided once for an application as it will be applicable 480
to all regulatory activities in that application.481

<reference>482
<applicationReference>483

<id root="GUID#1" extension="M130001"/>484
<reasonCode>485

<item code="C99999" codeSystem="OID"/>486
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</reasonCode>487
</applicationReference>488

</reference>489
490

3.2.1 applicationReference.id491

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..*] This is a container 
element of the following 
attributes by which it 
uniquely identifies the 
application that is being 
referenced.

root [1..1] Valid UUID This attribute is for a 
global unique identifier.

extension [1..1] Alpha Numeric This attribute provides a 
location to specify a 
regional specific 
application tracking 
number.

Business Rules

XPATH

Root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/reference/applicationReference/id@root

extension /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/reference/applicationReference/id@exte
nsion

492

493
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3.2.2 applicationReference.reasonCode494

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

reasonCode [1..*] This is a container 
element that organizes 
the coded value for the 
reason an application is 
being referenced.

code [1..1] Alpha Numeric

.

The code is a unique 
value that indicates the 
reason for referencing an 
application based on 
Regional Controlled 
Vocabulary

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

This should be the OID 
registered for the code 
system.

Business Rules Provide as many application references as necessary for the application being 
submitted.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/reference/applicationReference/reasonCo
de/item/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/componentOf/application/reference/applicationReference/reasonCo
de/item/@codeSystem

495

496
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3.3 Category Event497

The category event allows the sender to identify the type of submission unit being sent –498
this can be a category and subcategory.  This is in addition to a code value assigned to the 499
submission unit. A controlled vocabulary sets for the allowable values – i.e., these are not 500
user-defined values.501

<subject>502
<categoryEvent>503

<--Category-->504
<code code="" codeSystem=""/>505
<subject>506

<--Sub-category, if applicable-->507
<categoryEvent>508

<code code="" codeSystem=""/>509
</categoryEvent>510

</subject>511
</categoryEvent>512

</subject>513

3.3.1 categoryEvent.code514

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

code [0..1] This is a container 
element that organizes 
the coded value for the 
category event.

code [1..1] Alpha Numeric

e.g., pending 
example

The code is a unique 
value that indicates the 
category event(s) based 
on Regional Controlled 
Vocabulary

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

This should be the OID 
registered for the code 
system.

Business Rules There category is serialized only by two levels – i.e., there can only be a 
category and subcategory per submission unit.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/subject/categ
oryEvent/code/@code
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codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/subject/catego
ryEvent/code/@codeSystem

515

3.4 Submission516

A submission is considered the Regulatory Activity, which often results in a decision or 517
action against the complete set of regulatory content submitted for consideration.  Each 518
application type will have valid submission types.  This will be specified by each 519
regulatory authority.  (Should we provide examples for some authorities here)520

<componentOf>521
<sequenceNumber  value="000000"/>522

<submission>523
<id xsi:type="DSET_II">524

<item root=""/>525
</id>526
<code code="" codeSystem=""/>527

…528

[add description of additional information here]529

…530

</submission>531

</componentOf>532

533

3.4.1 submission.id534

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id.item [1..1] This is a container 
element of the following 
attributes by which it 
uniquely identifies the 
submission.

root [1..1] Valid UUID This attribute is for a 
global unique identifier.

extension [1..1] Alpha Numeric This attribute provides a 
location to specify a 
regional-specific 
submission value.

Business Rules Pending business rules.

XPATH
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root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/id/item/@root

extension /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/id/item/@extension

535

3.4.2 submission.code536

Element Attribute Cardinality Value(s) Allowed

Examples

Description

Instructions
code [1..1] This is a container 

element that organizes 
the coded value for the 
submission.

code [1..1] Alpha Numeric

e.g., Original

The code is a unique 
value that indicates the 
submission value based 
on regional Controlled 
Vocabulary

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

This should be the OID 
registered for the code 
system.

Business Rules

XPATH

Code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/code/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf
/submission/code/@codeSystem

537

538

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final

16 May 2014 Page 39 of 145



IMDRF
WG/NXR2

26

3.5 Submission Unit539

The submission unit is the discrete unit of content that is submitted by the Submitter in 540
one XML message.  A submission unit usually represents the content for one submission 541
(or reviewable unit) at a point in time or as a bundled submission. This will be defined by 542
each Regulatory Authority.543

<subject typeCode="SUBJ">544
<submissionUnit>545

<id root=""/>546
<code code="" codeSystem=""/>547
<title value=""/>548
<statusCode code=""/>549

</submissionUnit>550
</subject>551

552

3.5.1 submissionUnit.id553

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..1] This is a container 
element of the following 
attributes by which it 
uniquely identifies the 
Submission Unit.

root [1..1] Valid UUID This attribute is for a 
global unique identifier.

Business Rules

XPATH

id /PORP_IN000001UV/controlActProcess/subject/submissionUnit/id/@root
554

3.5.2 submissionUnit.code555

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

code [1..1] This is a container 
element that organizes the 
coded value for the 
submission unit.

code [1..1] Alpha Numeric

e.g., pending 

The code is a unique 
value that indicates the 
submission unit value 
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example based on regional 
Controlled Vocabulary

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

This should be the OID 
registered for the code 
system.

Business Rules

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/code/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/code/@codeSys
tem

556

3.5.3 submissionUnit.title557

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

title [0..1] This is a container 
element that organizes 
the title of the 
submission unit.

value [1..1] String

e.g.,

This attribute is for a 
string value that 
describes the submission 
unit.

Business Rules

XPATH

value /PORP_IN000001UV/controlActProcess/subject/submissionUnit/title/@value
558

3.5.4 submissionUnit.statusCode559

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

statusCode [0..1] This is a container 
element that organizes 
the coded value for the 
status code.
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code [1..1] Alpha Numeric

e.g., active

The code is a unique 
value that indicates the 
status code based on HL7 
vocabulary.

Business Rules

XPATH

Code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/statusCode/@c
ode

560

3.6 Submission Group561

The submission group should be used for bundled submissions when submitting the 562
option for bundles that uses the grouper to identify all submissions in the bundle – i.e., 563
there is one submission unit per submission where the submission group links all 564
submissions in the bundle. 565

<subject5>566
<submissionGroup>567

<id root="000e72a3-adee-47a8-84f7-85e8ba5e3b55"/>568
</submissionGroup>569

</subject5>570

NOTE: The IMDRF RPS Group would like to test the versioning of submission content 571
for each submission and handling the grouping or bundling of submission once the 572
content is received.  See section 6.4 for additional details.573

3.6.1 submissionGroup.id574

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..1] This is a container 
element of the following 
attributes by which it 
uniquely identifies the 
Submission Group

root [1..1] Valid UUID This attribute is for a 
global unique identifier.

Business Rules The submission group id shall be used to indicate when a submission is part of a 
group.  A submission group shall have more than one submission with a 
submission group identifier for a submission to be considered bundled.

XPATH

id /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/submissi
on/subject5/submissionGroup/id/@root

575
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4. SUBMITTER OR APPLICANT 576

The applicant or sponsor of the regulatory submission will be specified by the Regional 577
Implementation Guides.578

5. SUBMISSION CONTENTS 579

The submission contents include all of the metadata required to describe the contents of a 580
regulatory submission, including the description of the document and its placement in a 581
table of contents (i.e., under headings and subheadings).582

5.1 Context of Use583

The Context of Use is the heading or subheading within a table of contents for which the 584
submission contents (i.e., the documents) should be organized (e.g., sterility, software, 585
labeling).  The following is an example of a context of use element in the message:586

<component>587
<priorityNumber value=“100”/>588
<contextOfUse>589
     <id root=“12345678-1234-1234-1235-123456789012”/>590

<code code=“imdrf_123” codeSystem=“2.16.840.1.113883.3.989.2”/>591
<statusCode code=“active”/>592
<setId root=“12345678-1234-1234-1234-12987654321”/>593
<versionNumber value=“1”/>594

…595
[Additional information may appear after the addition of the 596
contextOfUse versionNumber (if one exists, otherwise this will follow the 597
setId (which is required), for example any of the following elements 598
related to contextOfUse – primaryInformationRecipient, links, 599
sequelTo]600
…601

602
     <derivedFrom>603

<documentReference>604
     <id root=“12345671-2313-5364-2786-123875636748”/>605
</documentReference>606

</derivedFrom>607
…608
[Additional information may appear after the addition of the 609
contextOfUse.versionNumber (if one exists, otherwise this will follow the 610
setId (which is required), for example any of the following elements:611
subjectOf, referencedBy,]612
…613

             </contextOfUse>614
</component>615

616
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The following tables provide a complete set of XML elements and attributes required for 617
the contextOfUse element, and any special instructions.618

The classCode and moodCode are not required in the RPS XML message, 
the classCode is fixed to “ACT” and moodCode is fixed to “EVN”.

619

5.1.1 contextOfUse.id620

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..1] This is a container 
element that organizes 
the context of use.

root [1..1] Valid UUID This attribute is for a 
global unique identifier.

Business Rules The id@root should be unique for every contextOfUse submitted.

The Context of Use id@root value should only be reused to reactivate a 
previously inactive Context of Use.

XPATH

root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/con
textOfUse/id/@root

621

5.1.2 contextOfUse.code622

Element Attribute Cardinality Value(s) Allowed

Examples

Description

Instructions
[1..1] This is a container 

element that 
organizes the coded 
value for the context 
of use.

code [1..1] Alpha Numeric

e.g., pending 
example

The code is a unique 
value that indicates 
the Context of Use 
code based on 
IMDRF and 
Regional Controlled 
Vocabulary.

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

This should be the 
OID registered for 
the code system.

Business Rules The code element is required when the contextOfUse.statusCode is active.

The code element is not required if the contextOfUse.statusCode is inactive.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/contex
tOfUse/code/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/contex
tOfUse/code/@codeSystem

623

5.1.3 contextOfUse.statusCode624

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

statusCode [1..1] This is a container 
element that has a 
controlled terminology 
code that indicates the 
status of the Context of 
Use.

code [1..1] Alpha

e.g., active

The code is a specified
value that indicates 
whether the Context of 
Use is still relevant or if 
it has been removed.

Business Rules The statusCode@code must always be sent in the message.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/con
textOfUse/statusCode/@code

625

5.1.4 contextOfUse.setId626

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

setId [1..1] This is a container 
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element, which is a 
unique identifier for the 
Context of Use that 
remains constant through 
all versions/revisions of 
the Context of Use. 

root [1..1] Valid UUID A unique identifier.

Business Rules The setId for the first version of a Context of Use should be used for all 
subsequent versions of that Context of Use within an Application.

The versionNumber and the setId@root pair should be unique for each version 
of the Context of Use and only one instance can appear in the submission unit.

XPATH

root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/con
textOfUse/setId/@root

627

5.1.5 contextOfUse.versionNumber628

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

versionNumbe
r

[0..1] This is a container 
element, which is an 
integer value that 
identifies the version of 
the Context of Use.

value [1..1] Numeric
e.g., 1, 2, 3

An integer that 
increments the Context 
of Use versionNumber.

Business Rules The versionNumber and the setId@root pair should be unique for each version of 
the Context of Use.

The first version of the document should start with the value “1” and increment 
by 1.

XPATH

versionNumbe
r

/PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/con
textOfUse/versionNumber/@value

629

630
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5.2 Context of Use Priority Number631

If there are more than one Context of Use elements with the same contextOfUse.code632
values, the headings may be placed in order by providing a priority number.633

<component>634
<priorityNumber  value="1"/>635
<contextOfUse>636

<id root=""/>637
<code code="" codeSystem=""/>638
<title value=""/>639
<statusCode code=""/>640
<setId root=""/>641
<versionNumber value=""/>642

5.2.1 component.priorityNumber643

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

priotityNumber [1..1] This is a container 
element for the priority 
number and its value.

value [1..1] Numeric

e.g., 1,2,3
The value attribute 
provides a whole 
number to be used for 
ordering the Context of 
Use element.

updateMode [0..1] Alpha

e.g., 
R=Replace

The updateMode
attribute provides the 
coded value to indicate if 
the priorityNumber has 
been changed for the 
Context of Use.

Business Rules The priority number should be provided for each contextOfUse element.  
The value shall be an integer up to 6 digits (e.g., 1 – 999999) for the 
contextOfUse element with the same Context of Use code value.  It is 
recommended to start with “100” and intervals of 100 (e.g., “200”, “300”, etc.) 
for the initial submission of a CoU.  This allows increments of one and tens to be 
used when reordering and/or inserting CoU.
The priority number will be used to order the Context of Use elements for 
display.

If the order of the documents needs to be changed, the updateMode attribute 
should be used to indicate if the priorityNumber has been replaced.

XPATH

value /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/pri
orityNumber/@value
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updateMode /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/pri
orityNumber/@updateMode

644

645

5.3 Document646

The document element is used for the purposes of transmitting the information about 647
each document related to an application.  Documents (e.g., PDF files) are prepared by the 648
Applicant for review by the Regulatory Authority.  One document can be associated with 649
multiple contextOfUse elements, and may be used in multiple submission units.650

<component>651
<document>652

<id root=“12345678-1234-1234-1234-98987654321”/>653
<title value=“General Information”/>654
<text integrityCheckAlgorithm=“SHA256” language=“en”>655

<reference value=“../gen-info.pdf”/>656
<integrityCheck>618102bf07065bcc1250594201fe448515f0fa51</integrity657
Check>658

     </text>659
…660

[Additional information may appear after the addition of the text (if one exists, 661
otherwise this will follow the component.  For example, depending on the type of 662
document the following elements may be available to select from the document663
– component, sequelTo, referencedBy]664

…665
</document>666

</component>667
668
669

The classCode and moodCode are not required in the RPS XML message, 
the classCode is fixed to “ACT” and moodCode is fixed to “EVN”.

670

671
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5.3.1 document.id672

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..1] This is a container 
element for the document 
identifier.

root [1..1] Valid UUID This attribute is for a 
global unique identifier 
of the document.

Business Rules The id@root should be unique for every document element, i.e., there should not 
be two documents submitted with the same id@root value.

XPATH

root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/id/@root

673

5.3.2 document.title674

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

title [1..1] This is the container for 
the title element of a 
document.

value [1..1] Alpha Numeric

Sender-
specified title

e.g., “General 
Information”

This is the title attribute 
for the document.

This is a sender-
specified value for each 
document.

updateMode [0..1 ] Alpha

E.g., A = Add, 
R= Replace

This is the updateMode
attribute that is used if 
updating the 
document.title element.

Business Rules The title element should be used to indicate a human-readable value when 
displaying the document file to others.

When sending a change in the title element, the title@updateMode attribute 
should be provided.  

XPATH

value /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentO
f/submission/componentOf/application/component/document/title/@value

updateMode /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentO
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f/submission/componentOf/application/component/document/title/@updateM
ode

675

5.3.3 document.text676

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

text [0..1] This is a container 
element that provides 
additional information 
about the document.

integrityCheckAlgori
thm

[1..1] SHA256 This is the type of 
integrityCheckAlgorithm 
that was used for the 
checksum values 
provided in 
integrityCheck element.

language [0..1] Alpha

Refer to ISO 
639.1 for 
two-letter 
language 

codes

This is the language 
attribute to indicate the 
language for the 
document.

text.reference [0..1] This is a container 
element within the text 
element for a document.

value [1..1] Alpha 
Numeric

File path of 
the 

document

This is the value attribute 
that provides the location 
of the document with the 
relative path and 
filename of the 
document.

text.integrityC
heck

[1..1] Alpha 
Numeric

e.g., 
“618102bf0
7065bcc125
0594201fe4
48515f0fa61

”

This is the integrity 
check element, which has 
the checksum value.
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Business Rules The text element should only be used when sending a document for the first time.

The text@language attribute is optional.

For file reuse, the text element must indicate the same reference@value, 
text@IntegrityCheckAlgorithm and text.integrityCheck values of the previously 
submitted document element.

XPATH

integrityCheckAl
gorithm

/PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/text/@integrityCheck
Algorithm

text@value /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/text/@value

text.reference@v
aue

/PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/text/reference/@valu
e

integrityCheck /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/text/integrityCheck

677

5.4 Document Reference678

The document reference element associates a document to the context of use.  The 679
document is identified by the id value found for the document in the submission unit or 680
previously provided by the submitter (i.e., the document may not be included in the XML 681
message).682

<derivedFrom>683
<documentReference>684

<id root=""/>685
</documentReference>686

</derivedFrom>687

The classCode and moodCode are not required in the RPS XML message, 
the classCode is fixed to “ACT” and moodCode is fixed to “EVN”.

Conditions that apply to the documentReference element:688

 Zero to one documentReference elements can be sent for each contextOfUse.689
 For a contextOfUse.statusCode= active – the documentReference element is 690

required.691
 For a contextOfUse.statusCode= inactive – the documentReference element 692

should not be provided.693
694

695
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5.4.1 documentReference.id696

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..1] This is a container 
element for a reference to 
a Document.

root [1..1] Valid UUID This attribute is for a 
global unique identifier 
of the Document being 
referenced.

Business Rules The id@root is a reference to a document sent in the submission unit or a 
previously submitted submission unit.

XPATH

root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/conte
xtOfUse/derivedFrom/documentReference/id/@root

697

5.5 Keywords698

Keywords are code values that indicate a keyword that is used in conjunction with the 699
Context of Use value (i.e., table of content heading) to organize submission contents.700

The following XML provides an example of how to provide the keyword as a reference 701
on either a Context of Use or Document.702

<referencedBy>703
     <keyword>704

<code code=“IMDRF-Species-4” codeSystem=“2.16.840.1.113883.3.989.2”/>705
     </keyword>706
</referencedBy>707

708
The classCode and moodCode are not required in the RPS XML message, 
the classCode is fixed to “ACT” and moodCode is fixed to “EVN”.

709

Conditions that apply to the keyword element:710

 Zero to many keyword elements can be sent for each document or contextOfUse711
element.712

713
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5.5.1 keyword.code714

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

code [1..1] This is a container 
element that identifies 
the keyword.

code [1..1] Alpha Numeric

e.g., 
“M123456” for 

Manufacture 
Site

This is the code attribute 
that identifies the code 
value for the keyword.

codeSystem [1..1] Valid OID This is the codeSystem
OID that is a unique 
identifier for the 
controlled vocabulary 
system.

This should be the OID 
registered for the code 
system.

Business Rules The display name for the code needs to be retrieved from the corresponding code 
system.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/referencedBy/keywor
d/code/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/component/document/referencedBy/keywor
d/code/@codeSystem

715

5.6 Keyword Definitions716

The Keyword definitions allow the submitter to send a set of keyword definitions that 717
should be used in conjunction with the headings to organize the submission contents.718

The following XML sample shows one keywordDefinition of type, manufacturer.719
720

<referencedBy>721
<keywordDefinition>722

<code code=“IMDRF-manufacturer”723
codeSystem=“2.16.840.1.113883.3.989.2”/>724
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<statusCode code=“active”/>725
<value>726

<item code=“MANU001” codeSystem=“CompanyOID-727
ManufacturerKeyword”>728

     <displayName value=“Big Device Manufacturer”/>729
</item> 730

</value>731
                 </keywordDefinition>732
              </referencedBy>733

734

The classCode and moodCode are not required in the RPS XML message, 
the classCode is fixed to “ACT” and moodCode is fixed to “EVN”.

735

Conditions that apply to the keywordDefinition element:736

 Zero to many keywordDefinition elements can be sent for each application 737
element738

 A keywordDefinition should be provided for sender-specified keywords.739

5.6.1 keywordDefinition.code740

Element Attribute Cardinality Value(s) Allowed

Examples

Description

Instructions
code [1..1] This is a container element 

that identifies the type of 
keyword definition.

code [1..1] Alpha Numeric

e.g., “IMDRF-
manufacturer”

This is the code attribute 
for the coded value of the 
type of keyword definition.

codeSystem [1..1] Valid OID This is the codeSystem
OID that is a unique 
identifier for the controlled 
vocabulary system.

This should be the OID 
registered for the code 
system.

Business Rules The code must be from a valid Keyword code type.

XPATH
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code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/referencedBy/keywordDefinition/code/@co
de

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/referencedBy/keywordDefinition/code/@co
deSystem

741

5.6.2 keywordDefinition.statusCode742

Element Attribute Cardinality Value(s) Allowed

Examples

Description

Instructions
statusCode [1..1] This is a container element 

that identifies the status of 
the keywordDefinition.

code [1..1] Alpha

e.g., active
This is the code value for 
the status.

Business Rules The code attribute should always have a value of “active”.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/componentOf/s
ubmission/componentOf/application/referencedBy/keywordDefinition/statusCod
e/@code

743

5.6.3 keywordDefinition.value744

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

value [1..1] This is a container 
element for the 
keyword defined for 
the keyword code 
provided for 
keywordDefinition.

value.item [1..1] This is a container 
element to specify an 
individual keyword 
identifier.

code [1..1] Alpha 
Numeric
Sender 

specified value

e.g., 

This is the code
attribute for the 
keyword being 
defined.
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Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

MANU001

codeSystem [1..1] Valid OID This is the 
codeSystem OID that 
is a unique identifier 
for the controlled 
vocabulary system.

value.item.disp
layName

[1..1] This is a container 
element to specify the 
displayName, which 
is the value of the 
keywordDefinition 
code.

value [1..1] Alpha 
Numeric

Sender 
specified value 

e.g., “Big 
Device 

Manufacturer”

This is the value 
attribute for the 
displayName of the 
keyword being 
defined.

updateMode [0..1] Alpha

e.g., A= Add
R=Replace

The update mode 
should be used to 
make changes to the 
keywordDefinition’s 
display name value.

Business Rules Each keywordDefinition can only contain one sender-specified keyword.

The displayName@value is the only attribute that can be updated, at which time 
the displayName@updateMode should be provided.

XPATH

code /PORP_IN000001UV/controlActProcess/subject/submissionUnit/compo
nentOf/submission/componentOf/application/referencedBy/keywordDef
inition/value/item/@code

codeSystem /PORP_IN000001UV/controlActProcess/subject/submissionUnit/compo
nentOf/submission/componentOf/application/referencedBy/keywordDef
inition/value/item/@codeSystem

value /PORP_IN000001UV/controlActProcess/subject/submissionUnit/compo
nentOf/submission/componentOf/application/referencedBy/keywordDef
inition/value/item/displayName/@value

745
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5.7 Related Context of Use746

A related Context of Use is used in the Context of Use life cycle when one Context of 747
Use element is replaced with another.  748

5.7.1 Sequel To749

A sequelTo relationship is used when one context of use is replaced by another.  This 750
element is typically sent by the applicant when a context of use reorganizes content in the 751
table of contents headings.  This element will indicate the context of use that has been 752
replaced as it is associated with the replacement context of use element.753

<sequelTo typeCode="RPLC">754
<relatedContextOfUse>755

<id root="UUID"/>756
</relatedContextOfUse>757

</sequelTo>758

The classCode and moodCode are not required in the RPS XML message, 
the classCode is fixed to “ACT” and moodCode is fixed to “EVN”.

5.7.1.1 sequelTo.relatedContextOfUse.id759

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id [1..1] This is a container 
element for a related 
contextOfUse as 
referenced by an 
identifier.

root [1..1] Valid UUID This is the root element 
that provides the global 
unique identifier for the 
relatedContextOfUse
element being replaced.

Business Rules One contextOfUse element can be replaced by one or more 
relatedContextOfUse elements.

XPATH

root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/con
textOfUse/links/relatedContextOfUse/id/@root

760

761

762
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5.8 Submission Reference763

This element should only be used with bundled submissions to indicate when content is 764
not applicable to all submissions in the bundle – i.e., this is a negation indicator that 765
negates the submission for a context of use.  A submission reference is used on the 766
Context of Use element when the content associated with the context of use does not 767
apply to one or more of the submissions identified in the bundled submission unit.  The 768
submitter can identify one or more submissions by the id value (i.e, 769
submissionReference.id.item@root).  770

<subjectOf negationInd="true">771
<submissionReference>772

<id xsi:type="DSET_II">773
<item root="UUID"/>774
<item root="UUID"/>775

</id>776
</submissionReference>777

</subjectOf>778

5.8.1.1 submissionReference.id.item779

Element Attribute Cardinality Value(s) 
Allowed

Examples

Description

Instructions

id.item [1..*] This is a container 
element for submission 
reference.

root [1..1] Valid UUID This is the root element 
that provides the global 
unique identifier for the 
submissionReference 
element being provided.

Business Rules Use this element to show which submissions do not relate to a Context of Use.

XPATH

id.item@root /PORP_IN000001UV/controlActProcess/subject/submissionUnit/component/con
textOfUse/subjectOf/submissionReference/id/item/@root

780

781
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6. APPENDIX: LIFE CYCLE CONSIDERATIONS782

The following sections provide additional information about the life cycle of elements in 783
the RPS Message.784

6.1 Context of Use Priority Number785

The Context of Use element can be ordered by using the priority number to show the 786
order in which the Context of Use elements should be displayed when they have the same 787
ContextOfUse.code.  However, that only applies when the keywords are also the same.  788
The example below depicts an example of how both priority number and keywords are 789
used in relation to the Context of Use.790

<component>791
<priorityNumber value="100"/>792
<contextOfUse>793

<id root="12345678-9999-8888-7777-098765432109"/>794
<code code=" IMDRF92" codeSystem="2.16.840.1.113883.3.989.2"/>795
<statusCode code="active"/>796
<setId root="12345678-9999-8888-7777-111111111112"/>797
<versionNumber value="1"/>798
<derivedFrom>799
<!—Reference to Simple Document-->800

<documentReference>801
<id root="11111111-2222-3333-4444-999999999999"/>802

</documentReference>803
</derivedFrom>804
<referencedBy>805

<keyword>806
<code 807

code="MANU001"codeSystem="2.16.840.1.113883.X"/>808
</keyword>809

</referencedBy>810
</contextOfUse>811

</component>812
<component>813

<priorityNumber value="200"/>814
<contextOfUse>815

<id root="12345678-9999-8888-7777-098765432221"/>816
<code code=" IMDRF92" codeSystem="2.16.840.1.113883.3.989.2"/>817
<statusCode code="active"/>818
<setId root="12345678-9999-8888-7777-665544332211"/>819
<versionNumber value="1"/>820
<derivedFrom>821
<!—Reference to Simple Document-->822

<documentReference>823
<id root="11111111-2222-3333-4444-777777777777"/>824

</documentReference>825
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</derivedFrom>826
<referencedBy>827

<keyword>828
<code 829

code="MANU001"codeSystem="2.16.840.1.113883.X"/>830
</keyword>831

</referencedBy>832
</contextOfUse>833

</component>834
835
836

6.2 Managing Context of Uses837

The life cycle management of a contextOfUse is covered in this section.  Once a 838
contextOfUse is submitted with its id, setId and version number, it starts the life cycle for 839
that contextOfUse.  The following rules have been harmonized:840

 The unique identifier will be the key along with the setId to ensure that the life 841
cycle is managed.  842

 Each change to the contextOfUse will need to reference the id and setId.  843

 If replacing a Context of Use, the two instances must have the same 844
contextOfUse.code and associated Keywords (i.e., this will allow it to appear in 845
exactly the same location when it is replaced.846

 The replacement of Context of Use will inactivate the contextOfUse element that 847
was previously sent (i.e., the relatedContextOfUse element(s)).848

The following are reasons for changes to the contextOfUse through its life cycle:849

 New Version:  To version a contextOfUse, a different document will need to be 850
indicated in the documentReference element.851

 Removal (Inactivation) of Context of Use:  If the Context of Use needs to be 852
removed at any time during the life cycle of the submission, a submission unit 853
may indicate the removal of the Context of Use by changing the statusCode854
element.  855

 Reactivation of Context of Use:  If the Context of Use needs to be reactivated 856
after it has been withdrawn or inactivated at any time during the life cycle of the 857
submission, a submission unit may indicate the reactivation of the Context of Use 858
by changing the statusCode element.859

 Replacement of Context of Use:  If a Context of Use needs to be replaced over 860
time, the contextOfUse.code value and keyword(s) of the new contextOfUse861
element should be the same as the one being replaced.  The document referenced 862
by the new contextOfUse element should be different.  863
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864

6.2.1 Ordering Context of Use 865

If a submissionUnit includes components with the same contextOfUse code and keyword866
code, a priority should be set on the component to specify the relative display position of 867
the contextOfUse relative to the other contextOfUse elements.868

<component>869
<priorityNumber value=“100”/>870
<contextOfUse>871

<id root=“12345678-1234-1234-2222-123456789011”/>872
<code code="CDRH6.2" codeSystem="2.16.840.1.113883.3.989.2"/>873
<statusCode code=“active”/>874
<setId root=“12345678-1234-1234-1234-12987654321”/>875
<versionNumber value=“1”/>876
<derivedFrom>877

<!--Document #2”-->878
<documentReference>879

<id root="11111111-2222-3333-4444-777777777777"/>880
</documentReference>881

</derivedFrom>882
             </contextOfUse>883
</component>884
<component>885

<priorityNumber value=“200”/>886
<contextOfUse>887

<id root=“23567845-1234-1234-1234-123456789012”/>888
<code code="CDRH6.2" codeSystem="2.16.840.1.113883.3.989.2"/>889
<statusCode code=“active”/>890
<setId root=“12345678-9512-1234-4512-12987654322”/>891
<versionNumber value=“1”/>892
<derivedFrom>893

<!--Document #2-->894
<documentReference>895

<id root="11111111-2222-3333-4444-777777771277"/>896
</documentReference>897

</derivedFrom>898
             </contextOfUse>899
</component>900

901

6.3 Reordering Context of Use902

There will be times when the contextOfUse elements may be sent in the incorrect order 903
for display and the sender wants to correct the order.  Reordering can also occur when a 904
new Context of Use element needs to be added (see Section Error! Reference source 905
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not found. for additional information) or removed (See Section Error! Reference 906
source not found. for additional information).907

When the contextOfUse elements need to be reordered, the following basic rules should 908
be followed: 909

 If a new component is added during the reordering, that contextOfUse element 910
does not use the contextOfUse.priorityNumber@updateMode attribute.911

 contextOfUse.priorityNumber@updateMode is used for the component being 912
renumbered913

The following example is the basic reordering of the previous context of use that was sent 914
in the incorrect order.  Note: the sender should never or rarely send a submission unit just 915
to reorder contextOfUse elements.  The previous Context of Use with a priority number 916
of 100 does not need to be sent again in this submission unit.  917

The following example shows the reordering of a previously submitted Context of Use 918
(note that only the required elements and attributes are sent) to have a placement prior to 919
the Context of Use with priority number of 100.920

#2– Reordering a Context of Use921
<component>922

<priorityNumber value=“90”/>923
<contextOfUse>924

<id root=“23567845-1234-1234-1234-123456789012”/>925
<statusCode code=“active”/>926
<setId root=“12345678-9512-1234-4512-12987654322”/>927

             </contextOfUse>928
</component>929

930
Note: the example above does not address the additional keywords that may be applied to 931
the Context of Use.  For the purposes of the example above, the assumption is that they 932
have the same keywords.933

934

6.3.1 Inserting Context of Use935

In subsequent submission units of a submission (i.e., regulatory activity), it may be 936
necessary to add a Context of Use with the same contextOfUse.code as a previous 937
sequence.  The following example adds a new Context of use with the same 938
ContextOfUse.code as in the previous examples.939

#2 – Inserting Context of Use940
<component>941

<priorityNumber value=“95”/>942
<contextOfUse>943

<id root=“23567845-1234-1234-1234-123456789013”/>944
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<code code="CDRH6.2" codeSystem="2.16.840.1.113883.3.989.2"/>945
<statusCode code=“active”/>946
<setId root=“12345678-9512-1234-4512-12987654323”/>947
<versionNumber value=“1”/>948

             </contextOfUse>949
</component>950

951

6.3.2 Remove/Inactivate Context of Use952

In subsequent submission units of a submission (i.e., regulatory activity), it may be 953
necessary to remove a ContextOfUse element within the regulatory activity.  In this case, 954
the submission will no longer display the Context of Use, i.e., it is not replaced by 955
another ContextOfUse element.956

#2– Removing a Context of Use957
        <component>958

<contextOfUse>959
     <id root=“12345678-1234-1234-1234-123456789012”/>960
     <statusCode code=“inactive”/>961
     <setId root=“12345678-1234-1234-1234-12987654321”/>962

            </contextOfUse>963
         </component>964

965

Note: The priority number of the Context of Use does not need to be provided.966

6.3.3 Reactivate Context of Use 967

In subsequent submission units of a submission (i.e., regulatory activity), it may be 968
necessary to reactivate a Context of Use element within the regulatory activity.  In this 969
case, the Context of Use reappears in the display, i.e., it is relevant to the submission in 970
the current sequence.971

#3 – Reactivating a Context of Use972
        <component>973

<contextOfUse>974
    <id root=“12345678-1234-1234-1234-123456789012”/>975
     <statusCode code=“active”/>976
     <setId root=“12345678-1234-1234-1234-12987654321”/>977

             </contextOfUse>978
         </component>979

980

6.3.4 Replacing Context of Use981

In subsequent submission units of a submission (i.e., regulatory activity), it may be 982
necessary to replace a Context of Use element within a new ContextOfUse element.  In 983
this case, the submission will no longer display the previously submitted Context of Use 984
as active, i.e., it has been replaced by another ContextOfUse element.985
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The relatedContextOfUse is used in the scenario to show that one contextOfUse is 986
related to another contextOfUse over a period of time. This is a simple relationship and 987
does not include anything but a reference of the unique identifier of the 988
relatedContextOfUse.989

<component>990
<priorityNumber value=“100”/>991
<contextOfUse>992

<id root=“12345678-1234-1234-1234-123456789012”/>993
<code code=“C79305” codeSystem=“2.16.840.1.113883.3.26.1.1” />994
<statusCode code=“active”/>995
<setId root=“12345678-1234-1234-1234-12987654321”/>996
<versionNumber value=“2”/>997

                 < sequelTo typeCode="RPLC">998
             <relatedContextOfUse>999
                             <id root=“87454521-9874-6541-5124-159842345687”/>1000

   </relatedContextOfUse>1001
                 </sequelTo>1002
             </contextOfUse>1003
</component>1004

1005

6.4 Appendix: Bundled Submissions1006

A Bundled Submission includes more than one submission and application related to the 1007
content being submitted in the submission unit.  Each submission in the bundle is 1008
identified and all content in the submission unit is related to all submissions in the bundle 1009
unless otherwise noted.1010

The “bundled” concept has historically been created for the management of paper 1011
submissions when the same changes needed to be made to multiple submissions for the 1012
same regulatory purpose – e.g., manufacturing change that is applicable to all products at 1013
the site.1014

FOR TESTING PURPOSES – The IMDRF RPS Group would like to propose two 1015
variations of testing Bundled Submissions.  This section is not meant to be prescriptive, 1016
but guidelines for you to create sample XML and provide suggestions for the 1017
implementation of bundled submissions.  For the data element, see Section 3 and 5 for 1018
more information.1019

6.4.1 Option #1 – Bundle all Submissions in one Submission Unit1020

Objective: The bundle will be defined by the submissions provided in the submission 1021
units and the content will be applicable to all submissions in the bundle unless negated by 1022
a submission reference on the context of use.1023

The following issues should be considered when conducting testing of bundled 1024
submissions: 1025
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 Not all submission content relates to all submissions in the bundle1026

o Use the negationInd  to indicate when the CoU does not pertain to a 1027
submission in the bundle1028

 Submission Content may have a different life cycle depending on the submission 1029
– i.e., the CoU life cycle is branched1030

o There is currently not a way to clearly indicate when a replacement CoU is 1031
for one submission and not all submissions in the bundle. 1032

1033

6.4.2 Option #2 – Create a submission unit for all submissions in the 1034
bundle and use Submission Group to link the information.1035

Objective: The bundle will be defined by a submission group that is provided for each 1036
submission. Each submission will have its own submission units and the content will be 1037
applicable to only that submission.  One submission unit will contain all documents that 1038
will be used across the bundle – i.e., document reuse.  Each submission unit pertains to 1039
one submission and application, and therefore keywords will need to be defined for each 1040
application in the bundle.  Since submission contents are managed at the submission level1041

The following issues should be considered when conducting testing of bundled 1042
submissions: 1043

 Submission contents are managed within each submission – i.e., context of use 1044
life cycle is not maintain across all submissions in the bundle1045

 Submission Group is used to link all submissions in a bundle.  Receiving systems 1046
should be able to determine “shared” content – i.e., document reused under the 1047
same CoU code and keyword pairs1048

 Submission Grouper does not indicate how many submissions are in the bundle; 1049
and processing individual submission units may be complicated by processing 1050
errors – i.e., incorrect ordering of processing submission units that create the 1051
bundle1052

o Need to receive and process the submission unit with all of the content 1053
prior to validating that all documents are available for use by other 1054
submissions1055

o Allows one or more submissions in the bundle to be updated 1056
independently without specifying the submissions in the bundle1057

1058
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6.5 Appendix: Two-Way Communication1059

The approach used by regulatory authorities would be contained in a regional 1060
implementation guide. 1061

6.6 Appendix: Controlled Vocabulary1062

A spreadsheet will be developed for Beta Testing.  It will be a combination of IMDRF 1063
and regional requirements.1064
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

 
IMDRF-001: Bundled Submission with multiple changes requested 
 

Test Case No.: IMDRF-001 

Test Case Title: Bundled Submission with multiple changes requested 

Test Case Domain: Medical Devices 

IMDRF Requirement Class 
(global/regional): 

Global 

IMDRF Requirement or 
Storyboard No. 

2.2.1.2 Adding submission units to an existing submission (PORP_SN000002UV) 
2.2.1.3 Creating a new submission to an application (PORP_SN000003UV) 
2.2.1.5 One submission unit to multiple applications (PORP_SN000005UV) 
2.2.1.6 One submission unit to multiple submissions (PORP_SN000006UV) 
2.2.1.8 Withdrawing a submission (PORP_SN000008UV) 
2.2.1.9 Send Submission Unit to Regulatory Authority (PORP_SN000030UV) 
2.2.2.1 Adding new files to a submission (PORP_SN000009UV) 

Test Case Scenario Description: 
This test scenario is global, but the example used for testing purposes is FDA specific.  For this test scenario an Application is a PMA 
(PXXXXXX), a submission is a PMA Supplement (PXXXXXX/SXXX), and a Submission Unit (PXXXXXX/SXXX/AXXX) is an 
Amendment. 
 
Bundled Submissions – a single submission unit that impacts multiple Submissions and associated Applications and products.  As an 
example – a submission that requests approval for a manufacturing change, design change and labeling change that would impact 
multiple products previously approved within multiple Applications. 

 Initial Submission Unit applies to 3 Applications (P092345, P085678, H100123) and defines changes as noted below.  
The PMA-supplement numbers assigned to the bundle (following FDA receipt of the Submission Unit) are:P092345/S099, 
P085678/S078,and H100123/S023. 

 Submission Unit #1 - The initial Supplement to each of the Applications  
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o Design change - P092345/S099, P085678/S078 
o Design change -H100123/S023 
o Packaging change - P092345/S099, P085678/S078,and H100123/S023  
o Sterilization -  P092345/S099, P085678/S078,and H100123/S023  
o Labeling - P092345/S099, P085678/S078,and H100123/S023  
Submission Unit #2 - Response to Additional Information Request - Design 
o Design change - P092345/S099/A001 (different doc reference) 
o Design change - H100123/S023/A001 (adding a new document) 

 Submission Unit #3 - Response to Additional Information Request - Packaging/Sterilization 
o Packaging change - P092345/S099/A002, P085678/S078/A001, H100123/S023/A002 (life cycle content) 
o Sterilization -  P092345/S099/A002, P085678/S078/A001, H100123/S023/A002 (life cycle content) 
o Labeling -P092345/S099/A002, P085678/S078/A001, H100123/S023/A002 

 Submission Unit #4 - Response to Additional Information Request 
o Design change -P092345/S099/A003, P085678/S078/A002 
o Design change - H100123/S023/A003 
o Packaging change -P092345/S099/A003, P085678/S078/A002, H100123/S023/A003 
o Sterilization - P092345/S099/A003, P085678/S078/A002, H100123/S023/A003 

 Submission Unit #5 - Withdraw of a Submission from Bundle 
o All content related to P092345/S099 (A004) 

 

Test Case Test Case 1  Test Case 2 Test Case 3 Test Case 4 Test Case 5 

Description Initial contents 
provided to all 
submissions in 
the bundle  
 
(Submission 
Unit #1) 

Response to 
Additional Information 
Request - Design 
 
(Submission Unit #2) 

Submission Unit #3 - 
Response to Additional 
Information Request - 
Packaging/Sterilization 
 
(Submission Unit #3) 

Submission Unit #4 - 
Response to 
Additional Information 
Request 
 
(Submission Unit #4) 

Submission Unit #5 - 
Withdraw of a 
Submission from 
Bundle 
 
(Submission Unit #5)

Affected P092345/S099, P092345/S099/A001 P092345/S099/A002 P092345/S099/A003 H100123/S023/A004
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Test Case Test Case 1  Test Case 2 Test Case 3 Test Case 4 Test Case 5 

Submission/Application P085678/S078, 
H100123/S023  
(Note: S #s will 
be assigned by 
regulator 
following 
receipt of the 
submission 
unit.) 

H100123/S023/A001 P085678/S078/A001 
H100123/S023/A002 

P085678/S078/A002 
H100123/S023/A003 

Changes to Submission 
Contents 

NA Add new Context of 
Use elements for  
● M3.9 - 

CoU.code=CH.3.3
.1.1 Summary 
(new document)  

Lifecycle Context of 
Use for: 
● M3.10 - 

CoU.code= 
CH.3.3.1.2 Full 
Report (new 
version of 
previously 
submitted report) 

Lifecycle Context of 
Use for package and 
sterilization changes:  
● M2.2 - CoU.code= 

CH.2.1 General 
Summary of 
Submission 

● M3.48 - CoU.code= 
CH.3.3.10.2  
Manufacturer 
Sterilization 

● M5.2 - CoU.code= 
CH.5.1Product/Pack
age Labels, 
Package 
Insert/Instructions 
for Use (for each 
submission) 

Add new Contexts of 
use: 
● M3.9 - 

CoU.code=CH.3.3
.1.1 Summary 
(test (multiple 
testing instances - 
one for each 
submission) 

● M3.50 - 
CoU.code= 
CH.3.3.10.2.1 
Summary 

● M3.80 
CoU.code=CH.3.6
.2.1 Summary 

Inactivate all context 
of use elements 
related to 
H100123/S023  
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Test Case #1 
 
Test Case #1:   
A Manufacturer is making a change to a series of ablation catheters and pacing leads.  There are three families of products impacted 
by this change.  Each family of products is approved under a separate Application (2 PMAs and 1 HDE)  in the US.   
Design changes are being made to improve manufacturing efficiency.  The changes for pacing leads (Design Change B)  are slightly 
different from the catheters (Design Change A).   Packaging changes are being made to extend shelf life.  Labeling changes must be 
made based on the design, packaging and shelf life changes.   The resulting submission will be a bundled supplement to 2 PMAs 
and an HDE. 
The design changes being made will require 2 types of mechanical testing:  fatigue testing (applies to Pacing leads -  H100123 only), 
and electrical testing which applies only to the catheter families (P092345 and P085678). 
The packaging changes are being made to all products, and correspond with a request to extend shelf life by 6 months for each 
product.  To support this, sterilization validation and packaging validation have been done.  Revised labeling has also be provided to 
support the changes. 
 
This Initial Submission Unit includes a supplement to three Applications (P092345, P085678,and H100123) and defines the following 
changes: 

● Design change A - P092345/S099, P085678/S078 
● Design change B- H100123/S023 
● Packaging change - P092345/S099, P085678/S078,and H100123/S023  
● Sterilization - P092345/S099, P085678/S078,and H100123/S023  
● Labeling - P092345/S099, P085678/S078,and H100123/S023  

NOTE:  The SXXX numbers following the application numbers will not be assigned by the regulator until after test case 1 is complete, 
and so should not be reflected as submission numbers in this initial message. 

Test Case Objective: 
● To submit an initial bundled submission for multiple changes across several submissions/applications.  The changes will be 

applicable to one or all submissions/applications in the bundle. 

Test Requirements: 
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● The RPS message shall enable a sender to submit one submission unit that initiates new submissions under multiple 
applications. 

● The RPS message shall enable the sender to specify what content is applicable to each of the submissions identified in the 
bundle by application and submission number. 

● The RPS message shall enable the life cycle of submission content across multiple submissions/applications. 

 
 

[RPS] Data elements RPS Data Attributes Notes 

Submission Unit id@root 
code@code 
statusCode@code =active 

 

Submission id@root 
code@code 
 

 

Submission Group id@root  

Application id@root 
code@code 

P092345 
P085678 
H100123 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom 
applicant.sponsoringOrganization.addr 
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Submission Contents 
CoU Keywords Document Title Applicable to the following 

Submissions/Applications 

M1.1 - CoU.code= CH.1.0.1 
Cover Letter 
 

 
 
 

Cover Letter P092345/S099, 
P085678/S078, 
H100123/S023 

M1.3 - CoU.code= CH.1.1 
Application Form 

FDA Cover Sheet FDA Application Form P092345/S099, 
P085678/S078, 
H100123/S023 

M1.4 - CoU.code= CH.1.1.2 
Listing of Device 

 Listing of Devices P092345/S099, 
P085678/S078, 
H100123/S023 

M1.7 - CoU.code= CH.1.4 User 
Fees 
 

 FDA User Fees P092345/S099, 
P085678/S078, 
H100123/S023 

M1.8 - CoU.code= CH.1.5 
Presubmission 
Correspondence 
 

 Pre-submission 
Correspondence 

P092345/S099, 
P085678/S078, 
H100123/S023 

M1.9 - CoU.code= CH.1.6 
Acceptance for Review 
Checklist 

 FDA Review Checklist P092345/S099, 
P085678/S078, 
H100123/S023 

M1.15 - CoU.code=CH.1.7.5 
Truthful and Accurate 
Statement 

 Truthful & Accurate Statement P092345/S099, 
P085678/S078, 
H100123/S023 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

M1.16 - CoU.code=CH.1.7.6 
Class III Summary and 
Certification 

 Class III Summary & 
Certification 

P092345/S099, 
P085678/S078, 
H100123/S023 

M2.2 - CoU.code= CH.2.1 
General Summary of 
Submission 
 

 Summary of Submission 
Changes 

P092345/S099, 
P085678/S078, 
H100123/S023 

M3.7 - CoU.code= CH.3.3.1 
Physical and Mechanical 
 
 

 Non-Clinical Testing Summary P092345/S099, 
P085678/S078, 
H100123/S023 

M3.9 - CoU.code=CH.3.3.1.1 
Summary (test 
 

Study description:  Flex 
Texting,  
study identifier: TRP2112,  
date of initiation: Jan. 5, 2013 

Fatigue Test Summary H100123/S023 
 
 

M3.9 - CoU.code=CH.3.3.1.1 
Summary (test 
 

Study description:  Impedence 
Testing,  
study identifier:  TRP300 
 date of initiation:  Nov. 2, 2012 

Electrical Test Summary P092345/S099,  
P085678/S078 

M3.10 - CoU.code= CH.3.3.1.2 
Full Report 
 

Study description:  Flex 
Texting,  
study identifier: TRP2112,  
date of initiation: Jan. 5, 2013 

Fatigue Test Report H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

M3.10 - CoU.code= CH.3.3.1.2 
Full Report 
 

Study description:  Impedance 
Testing,  
study identifier:  TRP300 
 date of initiation:  Nov. 2, 2012 

Electrical Test Report P092345/S099, 
P085678/S078, 

M3.48 - CoU.code= 
CH.3.3.10.2  Manufacturer 
Sterilization 

 Sterilization Summary P092345/S099, 
P085678/S078, 
H100123/S023 

M3.50 - CoU.code= 
CH.3.3.10.2.1 Summary 

Study description: EtO 
validation 
study identifier: TRP9001 
Date of initiation: Jan. 15, 2013 

Sterilization Validation 
Summary 

P092345/S099, 
P085678/S078, 
H100123/S023 

M3.51 - CoU.code= 
CH.3.3.10.2.2 Full Report 

Study description: EtO 
validation 
study identifier: TRP9001 
Date of initiation: Jan. 15, 2013 

Sterilization Validation Report P092345/S099, 
P085678/S078, 
H100123/S023 

M3.73 - CoU.code= CH.3.6 
Expiration Period and Package 
Validation 

 Shelf Life & Storage Overview P092345/S099, 
P085678/S078, 
H100123/S023 

M3.74 - CoU.code=CH.3.6.1 
Expiration Period of the 
Product 

 Shelf Life Change Summary P092345/S099, 
P085678/S078, 
 H100123/S023 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

M3.76 -  
CoU.code=CH.3.6.1.1 
Summary 

Study description:  Shelf Life 
Sterility 
Study identifier: TRP4554 
Date of initiation: June 6, 2012 

Shelf Life Test Summary P092345/S099, 
P085678/S078, 
H100123/S023 

M3.77 - CoU.code= CH.3.6.1.2 
Full Report 

Study description:  Shelf Life 
Sterility 
Study identifier: TRP4554 
Date of initiation: June 6, 2012 

Shelf Life Test Report P092345/S099, 
P085678/S078, 
H100123/S023 

M3.78 - CoU.code=CH.3.6.2  
Package Validation 

 Packaging Validation Summary P092345/S099, 
P085678/S078, 
H100123/S023 

M3.80 CoU.code=CH.3.6.2.1 
Summary 

Study description:  Drop Test, 
Study identifier: TRP3555 
Date of initiation:  Feb. 4, 2013 

Packaging Validation Summary P092345/S099, 
P085678/S078, 
H100123/S023 

M3.81 - CoU.code= CH.3.6.2.2 
Full Report 

Study description:  Drop Test, 
Study identifier: TRP3555 
Date of initiation:  Feb. 4, 2013 

Packaging Validation Report P092345/S099, 
P085678/S078, 
H100123/S023 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Catheter Family 1 Package 
Label 

P092345/S099 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Catheter Family 1 IFU P092345/S099,  

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Catheter Family 2 Packaging 
Label 

P085678/S078 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Catheter Family 2 IFU P085678/S078 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Pacing Lead Package Label H100123/S023 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Pacing Lead IFU H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

 
 
Test Case #2 
Test Case #2: 
The FDA asks questions related to the design changes.  The Sponsor responds to the questions with an explanation of why the 
electrical testing methodology provides adequate testing for the catheter family in P092345/S099.  The sponsor also provides a new 
version of the fatigue test report for the family of pacing leads (H100123/S023)   
 
Summary: Submission Unit #2 - Response to Additional Information Request - Design 

● Design change - P092345/S099(adding a new document) 
● Design change - H100123/S023 (adding a new version of a previously provided test report) 

 

Test Case Objective: Make a change to submission content to support the following actions:  
● To provide additional content to support the design change for P092345/S099 
● To provide additional content to support the design change for H100123/S023 

Test Requirements: 
● A submission unit can add a new context of use and document to support a change for one of the submissions in a bundled 

submission. 
● New submission contents can apply to only a subset of submissions in the bundle. 

 

 

[RPS] Data elements RPS Data Attributes Notes 

Submission Unit id@root 
code@code 
statusCode@code =active 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

[RPS] Data elements RPS Data Attributes Notes 

Submission id@root 
code@code 
 

App#1= S099 
App#2= S078 
App#3= S023 

Submission Group id@root Submission Group 

Application id@root 
code@code 

App#1= P092345 
App#2= P085678 
App#3= H100123 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom 
applicant.sponsoringOrganization.addr 

 

 
Submission Contents 
CoU Keywords Document Title Applicable to the following 

Submissions/Applications 

M1.1 - Cover Letter 
CoU.code= CH.1.0.1  

 
 
 

Cover Letter P092345/S099, 
P085678/S078, 
 H100123/S023 

M3.9 - CoU.code=CH.3.3.1.1 
Summary (test 
 

Study description:  Impedance 
Testing,  
study identifier:  TRP300 
 date of initiation:  Nov. 2, 2012 

Electrical Testing Response to 
Questions 

P092345/S099 
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M3.10 - CoU.code= CH.3.3.1.2 
Full Report 
 

Study description:  Flex 
Texting,  
study identifier: TRP2112,  
date of initiation: Jan. 5, 2013 

Fatigue Testing Report v2 H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

Test Case #3 
 
Test Case #3: 
FDA has asked questions related to the technical data to support the shelf life extension request.  The sponsor responds to the 
request with a revised change description that better describes the packaging change, a revised sterilization validation summary that 
includes additional explanation of anomalies, and revised instructions for use for all products. 
Submission Unit #3 - Response to Additional Information Request - Packaging/Sterilization 

● Packaging change - P092345/S099, P085678/S078, H100123/S023 (life cycle content) 
● Sterilization -  P092345/S099, P085678/S078, H100123/S023 (life cycle content) 
● Labeling - P092345/S099, P085678/S078, H100123/S023 

 

Test Case Objective: Make a change to submission content to support the following actions:  
● To provide additional content to support the sterilization and packaging changes in all of the submissions included in the 

bundle.  
● To provide a life cycle change to previously submitted content for all submissions in the bundle. 
● To provide additional content to support the labeling change that are submission-specific. 
● To provide additional information that is related to the request for additional information, but not directly requested by the 

regulatory authority. 

Test Requirements: 
● Some of the submission content is applicable to all submissions in the bundle. 
● Some of the submission content is only applicable to one submission in the bundle. (note - this is the labeling - IFU content) 

 
 

[RPS] Data elements RPS Data Attributes Values 

Submission Unit id@root 
code@code 
statusCode@code =active 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

[RPS] Data elements RPS Data Attributes Values 

Submission id@root 
code@code 
 

App#1= S099 
App#2= S078 
App#3= S023 

Submission Group id@root Submission Group 

Application id@root 
code@code 

App#1= P092345 
App#2= P085678 
App#3= H100123 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom 
applicant.sponsoringOrganization.addr 

 

 
Submission Contents 
CoU Keywords Document Title Applicable to the following 

Submissions/Applications 

M1.1 - CoU.code= CH.1.0.1 
Cover Letter 
 

 
 
 

Cover Letter P092345/S099, 
P085678/S078, 
 H100123/S023 

M2.2 - CoU.code= CH.2.1 
General Summary of 
Submission 
 

 Summary of Submission 
Changes 

P092345/S099, 
P085678/S078, 
 H100123/S023 

M3.48 - CoU.code=  Sterilization Summary P092345/S099, 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

CH.3.3.10.2  Manufacturer 
Sterilization 

P085678/S078, 
 H100123/S023 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Catheter Family 1 IFU P092345/S099 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Catheter Family 2 IFU P085678/S078 

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 

 Pacing Lead IFU H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

 

 
Test Case #4 
 
Test Case #4: 
The FDA has requested additional information to support the change.  There were questions about the test methodology in fatigue 
testing (H100123/S023), and around acceptability of test failures during electrical testing (P092345/S099, P085678/S078).  There are 
also questions around the sample size used to validate the packaging change, at the method used to validate sterilization.  This 
submission unit provides responses to those questions.  
 

● Design change - P092345/S099, P085678/S078 
● Design change - H100123/S023 
● Packaging change - P092345/S099, P085678/S078, H100123/S023 
● Sterilization -  P092345/S099, P085678/S078, H100123/S023 

Test Case Objective:  
● To provide additional content to support the design change for each of the submissions in the bundle. 
● To provide additional content to support the packaging and sterilization changes.  
● To provide a life cycle change to previously submitted content for all submissions in the bundle. 

Test Requirements: 
● Some of the submission content is applicable to all submissions in the bundle. 
● Some of the submission content is only applicable to one submission in the bundle. 
● Some of the submission content is applicable to two of the three submissions in the bundle. 
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[RPS] Data elements RPS Data Attributes Notes 

Submission Unit id@root 
code@code 
statusCode@code =active 

 

Submission id@root 
code@code 
 

App#1= S099 
App#2= S078 
App#3= S023 

Submission Group id@root Submission Group 

Application id@root 
code@code 

App#1= P092345 
App#2= P085678 
App#3= H100123 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom 
applicant.sponsoringOrganization.addr 

 

 

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final

16 May 2014 Page 85 of 145



 
Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

Submission Contents 
CoU Keywords Document Title Applicable to the following 

Submissions/Applications 

M1.1 - CoU.code= CH.1.0.1 
Cover Letter 
 

 
 
 

Cover Letter P092345/S099, P085678/S078,  
H100123/S023 

M3.9 - 
CoU.code=CH.3.3.1.1 
Summary (test 
 

Study description:  Flex 
Texting,  
study identifier: TRP2112,  
date of initiation: Jan. 5, 
2013 

Fatigue Test Summary  H100123/S023  

M3.9 - 
CoU.code=CH.3.3.1.1 
Summary (test 
 

Study description:  
Impedence Testing,  
study identifier:  TRP300 
 date of initiation:  Nov. 2, 
2012 

Electrical Test Summary P092345/S099,  
P085678/S078 
 

M3.50 - CoU.code= 
CH.3.3.10.2.1 Summary 

Study description: EtO 
validation 
study identifier: TRP9001 
Date of initiation: Jan. 15, 
2013 

Sterilization Validation 
Summary 

P092345/S099, P085678/S078,  
H100123/S023 

M3.80 
CoU.code=CH.3.6.2.1 
Summary 

Study description:  Drop 
Test, Study identifier: 
TRP3555 
Date of initiation:  Feb. 4, 
2013 

Packaging Validation 
Summary 

P092345/S099, P085678/S078,  
H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

 
Test Case #5 
 
Test Case #5: 
The FDA has raised questions about the proposed changes to pacing lead family that cannot be adequately addressed.  As a result, 
the sponsor has decided to withdraw the request for changes to H100123/S023. 
Submission Unit #5 - Withdraw of a Submission from Bundle 

● All content related at H100123/S023 
 

Test Case Objective:  
● To provide a complete withdrawal of the Submission H100123/S023 from the bundle. 

Test Requirements: 
● An entire submission is removed from the bundle and all of the contents are inactivated to show that the content is no longer 

relevant to the submission being removed. 

 
 

[RPS] Data elements RPS Data Attributes Notes 

Submission Unit id@root 
code@code 
statusCode@code =active 

 

Submission id@root 
code@code 
 

App#1= S099 
App#2= S078 
App#3= S023 

Submission Group id@root Submission Group 

Application id@root App#1= P092345 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

[RPS] Data elements RPS Data Attributes Notes 

code@code App#2= P085678 
App#3= H100123 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom 
applicant.sponsoringOrganization.addr 

 

 
 
Submission Contents 
CoU Keywords Document Title Applicable to the following 

Submissions/Applications 

M1.1 - CoU.code= CH.1.0.1 
Cover Letter 
 

 
 
 

Cover Letter H100123/S023 
 

M1.3 - CoU.code= CH.1.1 
Application Form 
statusCode=inactive 

FDA Cover Sheet FDA Application 
Form 

H100123/S023 
 

M1.4 - CoU.code= CH.1.1.2 
Listing of Device 
statusCode=inactive 

 Listing of Devices H100123/S023 
 

M1.7 - CoU.code= CH.1.4 User 
Fees 
statusCode=inactive 

 FDA User Fees H100123/S023 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

M1.8 - CoU.code= CH.1.5 
Presubmission Correspondence 
statusCode=inactive 

 Pre-submission 
Correspondence 

H100123/S023 
 

M1.9 - CoU.code= CH.1.6 
Acceptance for Review 
Checklist 
statusCode=inactive 

 FDA Review 
Checklist 

H100123/S023 
 

M1.15 - CoU.code=CH.1.7.5 
Truthful and Accurate Statement 
statusCode=inactive 

 Truthful & Accurate 
Statement 

H100123/S023 
 

M1.16 - CoU.code=CH.1.7.6 
Class III Summary and 
Certification 
statusCode=inactive 

 Class III Summary & 
Certification 

H100123/S023 
 

M2.2 - CoU.code= CH.2.1 
General Summary of 
Submission 
statusCode=inactive 

 Summary of 
Submission Changes

H100123/S023 
 

M3.7 - CoU.code= CH.3.3.1 
Physical and Mechanical 
statusCode=inactive 
 

 Non-Clinical Testing 
Summary 

H100123/S023 
 

M3.9 - CoU.code=CH.3.3.1.1 
Summary (test 

Study description:  Flex 
Texting,  

Fatigue Test 
Summary 

H100123/S023 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

statusCode=inactive study identifier: TRP2112,  
date of initiation: Jan. 5, 2013

 

M3.10 - CoU.code= CH.3.3.1.2 
Full Report 
statusCode=inactive 

Study description:  Flex 
Texting,  
study identifier: TRP2112,  
date of initiation: Jan. 5, 2013

Fatigue Test Report H100123/S023 
 
 

M3.48 - CoU.code= CH.3.3.10.2  
Manufacturer Sterilization 
statusCode=inactive 

 Sterilization 
Summary 

H100123/S023 
 

M3.50 - CoU.code= 
CH.3.3.10.2.1 Summary 
statusCode=inactive 

Study description: EtO 
validation 
study identifier: TRP9001 
Date of initiation: Jan. 15, 
2013 

Sterilization 
Validation Summary 

H100123/S023 
 

M3.51 - CoU.code= 
CH.3.3.10.2.2 Full Report 
statusCode=inactive 

Study description: EtO 
validation 
study identifier: TRP9001 
Date of initiation: Jan. 15, 
2013 

Sterilization 
Validation Report 

H100123/S023 
 

M3.73 - CoU.code= CH.3.6 
Expiration Period and Package 
Validation 
statusCode=inactive 

 Shelf Life & Storage 
Overview 

H100123/S023 
 

M3.74 - CoU.code=CH.3.6.1  Shelf Life Change H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

Expiration Period of the Product 
statusCode=inactive 

Summary  

M3.76 -  
CoU.code=CH.3.6.1.1 Summary 
statusCode=inactive 

Study description:  Shelf Life 
Sterility 
Study identifier: TRP4554 
Date of initiation: June 6, 
2012 

Shelf Life Test 
Summary 

H100123/S023 
 

M3.77 - CoU.code= CH.3.6.1.2 
Full Report 
statusCode=inactive 

Study description:  Shelf Life 
Sterility 
Study identifier: TRP4554 
Date of initiation: June 6, 
2012 

Shelf Life Test 
Report 

H100123/S023 
 

M3.78 - CoU.code=CH.3.6.2  
Package Validation 
statusCode=inactive 

 Packaging Validation 
Summary 

H100123/S023 
 

M3.80 CoU.code=CH.3.6.2.1 
Summary 
statusCode=inactive 

Study description:  Drop Test, 
Study identifier: TRP3555 
Date of initiation:  Feb. 4, 
2013 

Packaging Validation 
Summary 

H100123/S023 
 

M3.81 - CoU.code= CH.3.6.2.2 
Full Report 
statusCode=inactive 

Study description:  Drop Test, 
Study identifier: TRP3555 
Date of initiation:  Feb. 4, 
2013 

Packaging Validation 
Report 

H100123/S023 
 

M5.2 - CoU.code= CH.5.1  Catheter Family 1 H100123/S023 

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final

16 May 2014 Page 91 of 145
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

Product/Package Labels, 
Package Insert/Instructions for 
Use 
statusCode=inactive 

Package Label  

M5.2 - CoU.code= CH.5.1 
Product/Package Labels, 
Package Insert/Instructions for 
Use 
statusCode=inactive 

 Catheter Family 1 
IFU 

H100123/S023 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-001 

 

 
 
Software Tools: [List the vendor, product name and version of the software tool being used to input the changes into the actual 
message. For example Altova, XML Spy, VS 3.0] 
 
The following fields will be completed during testing 

Test Date:  

Tester’s Name:  

Tester’s Email:  

Test Case Deviations: [Describe any unplanned deviations used to continue testing. For example: The test case 
description instructed you to attach an “approval letter.pdf” to the message but it was not 
allowed so you attached an “approval letter.doc” to continue testing] 

Actual Test Results: [Document whether the test passed or failed based on the Expected Results. For example: 
“Passed. Actual Results matched Expected Results” or “Failed. See Discrepancies and 
Issue Number 123456”] 

Test Result Discrepancies: [Document any differences between the Actual Results and the Expected Results. For 
example: The Expected Results stated the Regulated Industry should receive a 
correspondence containing submission information but submission information did not 
display in correspondence.] 

Issue Number: [Enter the number provided by the issue-tracking software.] 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-002 
 

 1

IMDRF-002: Bundled Submissions with changes involving keywords and subsets of the bundle 
 

Test Case No.: IMDRF-002 

Test Case Title: Bundled Submissions with changes involving keywords and subsets of 
the bundle 

Test Case Domain: Medical Devices 

IMDRF Requirement Class (global/regional): Global 

IMDRF Requirement or Storyboard No. 2.2.1.2 Adding submission units to an existing submission 
(PORP_SN000002UV) 
2.2.1.3 Creating a new submission to an application 
(PORP_SN000003UV) 
2.2.1.5 One submission unit to multiple applications 
(PORP_SN000005UV) 
2.2.1.6 One submission unit to multiple submissions 
(PORP_SN000006UV) 
IMDRF Storyboard 24d 
2.2.1.9 Send Submission Unit to Regulatory Authority 
(PORP_SN000030UV) 
2.2.2.1 Adding new files to a submission (PORP_SN000009UV) 
2.2.2.2 Replacing a previously submitted file (PORP_SN000010UV) 

 
Test Case Scenario Description: 
This test scenario is global, but the example used for testing purposes is Health Canada specific.  For this test scenario an  
Application is a Canadian Device Licence (Lic ######), a submission is a New Medical Device Licence Application (baseline case - 
no reference numbers available at time of creation) OR Medical Device Licence Amendment Application (Licence ###### available 
at time of creation), and a Submission Unit (Lic ###### available at time of creation) is an Amendment. 
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Regulated Product Submissions R2 Test Case Scenario IMDRF-002 
 

 2

Bundled Submissions – a single submission unit that impacts multiple Submissions and associated Applications and products.  As an 
example – a submission that requests approval for a manufacturing change (e.g., sterilization method) and labeling change that 
impacts multiple products previously approved within multiple Applications. 
 
This test case scenario involves a number of related approvals (baseline) for similar products (3 different dermal filler products) that 
are branded differently and intended for different uses and therefore have separate approvals. An amendment to the existing 
approval is then created to request change to the source of the collagen used in the products. Although the amendment is applicable 
to all 3 approvals, specific changes and keywords are associated with all OR a subset of the approvals. 
 
Initial Submission Unit applies to 3 Licences (Lic# 10001, Lic# 20002, Lic# 30003) and defines changes as noted below.  Application 
numbers are assigned by Health Canada upon receipt of the submission. For each licence to be amended a new application number 
is generated - upon approval the amendment is issued under the same Licence Number. 
 
The implementation guide (IG) includes two options that are being considered for handling bundles. PLEASE USE BOTH OPTIONS 
(I.E. XML SAMPLES FOR EACH). FEEDBACK BEYOND THE SAMPLES IS WELCOME WITH RESPECT TO THE PROS/CONS 
TO EACH APPROACH OR SUGGEST AN ALTERNATIVE APPROACH. 
  

Test Case BASELINE  
(Test Case 1) 

Test Case 2 

Description Original (New) Licence Application (Initial 
contents provided to all submissions in 
the bundle) 
  
(Submission Unit #1) 

Amendment to all submissions 
  
(Submission Unit 2) 

Affected 
Submission/
Application 

App# 613111 (Lic# 10001)  
App# 613212 (Lic# 20002) 
App# 613313 (Lic# 30003) 
 
Note: At the time of initial submission of a 

App# 613121 (Lic# 10001)  
App# 613223 (Lic# 20002) 
App# 613323 (Lic# 30003) 
 
Note: App#s will be assigned by regulator following receipt of the 
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Test Case BASELINE  
(Test Case 1) 

Test Case 2 

new product these numbers do not exist, 
they are provided here to establish 
context for the lifecycle of the products. 
App#s are assigned following receipt by 
the regulator; Lic# are assigned at time 
of approval.   

submission unit. The Lic# should be available for these submission 
units as they are amendments to existing approvals. 

Changes to 
Submission 
Contents[l2]  

N/A  NEW 

CH.1.0.1 Cover 
Letter 

Cover Letter 
#2 

Lic#10001, 
Lic#20002, 
Lic#30003 

CH.3.3.9 Bio Safety 
CH3.3.9.1 Summary 

Bovine 
Abbatoir 
Certificate #2 

Lic# 30003 

CH.3.3.9 Bio Safety   
CH3.3.9.1 Summary 

Porcine Viral 
inactivation 
study #1 

Lic #10001 & 
20002 

CH.3.3.9 Bio Safety  
CH3.3.9.1 Summary 

Porcine 
Abbatoir 
Certificate  #1 

Lic #10001 & 
20002 

CH.3.3.9 Bio Safety  
CH3.3.9.1 Summary 

Porcine Risk 
Assessment #1 

Lic#10001, 
Lic#20002, 
Lic#30003 
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Test Case BASELINE  
(Test Case 1) 

Test Case 2 

 REVISED 

CH.2.3.1 
Comprehensive 
Device Description 
& Principle of 
Operation 

Device 
Description & 
Principles v2 

Lic#10001, Lic#20002, 
Lic#30003 

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions 
for Use 

IFU10001v2 Lic #10001 

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions 
for Use 

IFU20002v2 Lic #20002 
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Test Case 1 

ABC Devices holds 3 existing licences for three different dermal fillers marketed under different names and intended for use in 
different injection locations (i.e. Lic#10001 – Lips; Lic#20002 crowlines; Lic#30003 cheeks). The three versions all contain collagen 
of animal source. The difference between the products lies in the packaging (different syringes), the clinical evidence (for different 
locations of injection) and labelling (different IFUs and tradenames). 
 
The original licences were issued for Bovine sourced collagen from an abbatoir within the Brazil. 
 
The initial content would be a complete set of content as required for the submission type. For the purposes of this testing we are 
only listing the initial contents as those relevant to the test case scenario. Specifically, 
 
NOTE:  The File numbers following the application numbers are assigned by regulator upon receipt of the submission. 

Test Case Objective: 
 To make changes to submission contents (placement in CoU-Keyword pairs) that affects more than one submission in the 

bundle. 

Test Requirements: 
 To ensure that the submission content is correctly attributed to the submission over the complete regulatory activity. 

  
  

[RPS] Data elements RPS Data Attributes Notes 

Application application.id.item@root 
application.id.item@extension 

Lic# 10001 
Lic# 20002 
Lic# 30003 

Application Reference applicationReference.id@root 
applicationReference.id@extension 

N/A 
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[RPS] Data elements RPS Data Attributes Notes 

Submission id.item@root 
id.item@extension 
submission.code@code 
submission.code@codeSystem 

App# 613121 (Lic #10001) 
App# 613223 (Lic #20002) 
App# 613323 (Lic #30003) 
Note:  the Submission number has not yet 
been assigned when this submission is 
made. 

Submission Group id@root When testing use this to group 
Submissions across Submission Units.  
See implementation guide. 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom 
applicant.sponsoringOrganization.addr 

Applicant Name & Address 

  

 Submission Contents 
Note: In the Document Title column, the notation “#(X)” (e.g. #1) equates to a new document and “v(X)” (e.g. v1) would be a new 
version of a document. 

CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

CH.1.0.1 Cover Letter   Cover Letter #1 Lic#10001, Lic#20002, 
Lic#30003 

CH.2.3.1 Comprehensive 
Device Description & Principle 
of Operation 

 Device Description & 
Principles v1 

Lic#10001, Lic#20002, 
Lic#30003 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

 CH3.3.9.1 Summary 
 

Country:”Brazil”; 
Source:”Bovine”; Study 
description: “Viral inactivation”, 
study identifier: “VIBOV001v1”, 
date of initiation: “Dec 2011” 

Bovine Viral inactivation study 
v1 

Lic#10001, Lic#20002, 
Lic#30003 

 CH3.3.9.1 Summary 
 

Country:”Brazil”; 
Source:”Bovine”; Study 
description: “Abbatoir 
Certificate”, study identifier: 
“BOVABB001”, date of 
initiation: “Jan 2012” 

Bovine Abbatoir Certificate #1 Lic#10001, Lic#20002, 
Lic#30003 

 CH3.3.9.1 Summary Country:”Brazil”; 
Source:”Bovine”; Study 
description: “Biological Mat. 
Risk Assessment”, study 
identifier: “BMRSBOV001v1”, 
date of initiation: “Jun 2010” 

Bovine Risk Assessment v1 Lic#10001, Lic#20002, 
Lic#30003 

CH.5.1 Product/Package 
Labels, Package 
Insert/Instructions for Use  

 IFU10001v1 Lic#10001 

CH.5.1 Product/Package 
Labels, Package 
Insert/Instructions for Use 

 IFU20002v1 Lic#20002 

CH.5.1 Product/Package  IFU30003v1 Lic#30003 
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

Labels, Package 
Insert/Instructions for Use  

  
  
Test Case #2 
ABC Devices then decides that they would like to use collagen of a porcine source from an abbatoir located in Brazil for their lower 
volume products (i.e. Lic#10001 & #20002). In support of this application they provide a new accompanying cover letter, a revised 
Comprehensive Device Description, and Biological Safety information (i.e. A new viral inactivation study, a new Certificate of 
Abbatoir Inspection, and a revised biological material risk assessment). They are also adding a new abattoir for the Bovine source 
under Lic #30003. They also revise the package insert for the licences (i.e. Lic#10001 & #20002) to warn against use in patients 
with known allergy to materials of porcine origin. 
  

Test Case Objective: Make a change to submission content to support the following actions: 
●  To provide revised content to support the collagen source change for Lic# 10001 & 20002 
●  To provide additional content to support the additional collagen source for Lic# 30003 

Test Requirements: 
A submission unit can add a new context of use, associated keywords, and document to one or more submissions in the bundle 
A submission unit can version existing context of use, associated keywords, and version documents for some of the applications in 
the bundle. 
●  New submission contents can apply to all OR only a subset of submissions in the bundle. 
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[RPS] Data elements RPS Data Attributes Notes 

Application application.id.item@root 
application.id.item@extension 

Lic#10001 
Lic#20002 
Lic#30003  

Submission id.item@root 
id.item@extension 
submission.code@code 
submission.code@codeSystem 

App# 613121 (Lic #10001) 
App# 613223 (Lic #20002) 
App# 613323 (Lic #30003) 

Submission Group id@root When testing use this to group 
Submissions across Submission Units.  
See implementation guide. 

Applicant applicant.sponsoringOrganization.id 
applicant.sponsoringOrganization.name 
applicant.sponsoringOrganization.telecom
applicant.sponsoringOrganization.addr 

Applicant Name & Address 
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Submission Contents 
Note: In the Document Title column, the notation “#(X)” (e.g. #1) equates to a new document and “v(X)” (e.g. v1) would be a new 
version of a document. 

CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

CH.1.0.1 Cover Letter  Cover Letter #2 Lic#10001, Lic#20002, 
Lic#30003 

CH.2.3.1 Comprehensive 
Device Description & Principle 
of Operation 

 Device Description & 
Principles v2 

Lic#10001, Lic#20002, 
Lic#30003 

 CH3.3.9.1 Summary Country:”Brazil”; 
Source:”Bovine”; Study 
description: “Abbatoir 
Certificate”, study identifier: 
“BOVABB002”, date of 
initiation: “Feb 2012” 

Bovine Abbatoir Certificate #2 Lic# 30003 

 CH3.3.9.1 Summary Country: “Brazil”; Source: 
“Porcine”; Study description: 
“Viral Inactivation”, study 
identifier: “VIPOC001”, date of 
initiation: “Jan 2012” 

Porcine Viral inactivation study 
#1 

Lic #10001 & 20002  

  
 CH3.3.9.1 Summary  

Country: “Brazil”; Source: 
“Porcine”; Study description: 
“Abbatoir Certificate”, study 
identifier: “POCABB001”, date 
of initiation: “December 2011” 

Porcine Abbatoir Certificate #1 Lic #10001 & 20002  
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CoU Keywords Document Title Applicable to the following 
Submissions/Applications 

  
 CH3.3.9.1 Summary  

Country: “Brazil”; Source: 
“Porcine”; Study description: 
“Biological Mat. Risk 
Assessment”, study identifier: 
“BMRSPOC001”, date of 
initiation: “December 2011” 

Porcine Risk Assessment #1 Lic#10001, Lic#20002, 
Lic#30003 

CH.5.1 Product/Package 
Labels, Package 
Insert/Instructions for Use  

 IFU10001v2 Lic #10001 

CH.5.1 Product/Package 
Labels, Package 
Insert/Instructions for Use  

 IFU20002v2 Lic #20002 
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Software Tools: [List the vendor, product name and version of the software tool being used to input the changes into the actual 
message. For example Altova, XML Spy, VS 3.0] 
  
The following fields will be completed during testing 

Test Date:   

Tester’s Name:   

Tester’s Email:   

Test Case Deviations: [Describe any unplanned deviations used to continue testing. 
For example: The test case description instructed you to attach 
an “approval letter.pdf” to the message but it was not allowed so 
you attached an “approval letter.doc” to continue testing] 

Actual Test Results: [Document whether the test passed or failed based on the 
Expected Results. For example: “Passed. Actual Results 
matched Expected Results” or “Failed. See Discrepancies and 
Issue Number 123456”] 

Test Result Discrepancies: [Document any differences between the Actual Results and the 
Expected Results. For example: The Expected Results stated 
the Regulated Industry should receive a correspondence 
containing submission information but submission information 
did not display in correspondence.] 

Issue Number: [Enter the number provided by the issue-tracking software.] 
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IMDRF-003: Application for many products - Australia Conformity 
Assessment 
 

Test Case No.: IMDRF-003 

Test Case Title: Application for many products - Australia 
Conformity Assessment 

Test Case Domain: Devices 

IMDRF Requirement Class 
(global/regional): 

Global 

IMDRF Requirement or Storyboard No. IMDRF Storyboard 20 
Modify Information about a Submission 
(PORP_SN000034UV) (for example 
Submission Number) 

 
Test Case Scenario Description: 
Submission Unit 1 

● The Applicant has lodged a Conformity Assessment Application through TGA’s on-line 
system, and received an Application number.  The TGA has now requested that they 
provide required documentation to support the Application.  The Applicant sends this 
initial submission unit with documentation to support their Application.  The Applicant is 
seeking approval for 5 high risk devices (device A, device B, device C, device D, device 
E.  

Submission Unit 2 
● The manufacturer did not provide a full mechanical test report in their initial submission 

unit.  The TGA requests that they submit one.  At this point the TGA has also assigned a 
Submission Number which must be referenced in the response. 

Submission Unit 3 
● TGA has asked additional questions that require the sponsor to send a submission unit 

with the following updates:  a revised risk management report for Devices D and E; and 
a revised clinical report.  TGA also does not feel the biocompatibility report submitted 
adequately shows safety for all 5 devices.  As a result, the applicant removes Device E 
from the keywords for the previously submitted COU, and provides a new 
Biocompatiblity test report that applies only to Device E. 

Submission Unit 4 
● TGA has asked additional questions related to the biocompatibility of Device E.  The 

Applicant cannot address the questions at this time and requests that Device E be 
withdrawn from the Application. 
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Test Case Test Case 1 Test Case 2 Test Case 3 Test Case 4 

Description  Initial Conformity 
Assessment Evidence 
Application 

Add additional COUs, 
update submission 
metadata 

Revise previously 
submitted COUs to add 
product keywords and 
revised files 

Withdraw a product and 
related files from the 
submission 

Changes to 
Submission 
Contents & 
Metadata 

N/A Add a new Submission 
number 
New COU & Document 
CH.3.3.1.2 Full Report 

Revise CH.3.1 Risk 
Management; and 
CH.4.1.1.2 Clinical Trial 
Report 
 
Remove Device E from 
keywords of CH.3.3.6.2 
Full Report 
 
Remove Device E from 
keywords of CH.3.3.6.1 
Summary.  Lifecycle 
content with updated file. 
Add new COUs 
CH.3.3.6.2 Full Report 
and CH.3.3.6.1 Summary 
that apply only to Device 
E 

Remove Device E from 
all keywords.   
Inactivate CH.5.1 
Product/Package Labels, 
Package 
Insert/Instructions for Use 
for Device E only 
Inactivate CH.3.3.6.2 Full 
Report and CH.3.3.6.1 
Summary  that applies 
only to Device E 
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Test Case #1 

Test Case #1: The Applicant has lodged a Conformity Assessment Application through TGA’s 
on-line system, and received an Application number.  The TGA has now requested that they 
provide required documentation to support the Application.  The Applicant sends this initial 
submission unit with documentation to support their application.  The applicant is seeking 
approval for 5 high risk devices (device A, device B, device C, device D, device E.  

Test Case Objective:  
• Submit a new Application that covers multiple products.  Not all documents apply equally to 
all products. 

Test Requirements: 
● An Applicant can submit a new Application without a Submission number. 
● The message contains the date the Application was sent 
● The message can identify both the Applicant and the Manufacturer as distinct parties 
● The message identifies an applicant with name, address and client ID # 
● The relationship of the new application to the previous Application number can be 

tracked in the RPS message 

 

Data elements [RPS] Data elements Sample Value 

Submission Date  July 1, 2013 

Submission id@root 
code@code 
 

 

Application id@root 
code@code 

DV-2013-CA-12345-9 

Related Applications Application Reference DV-2013-CA-22334-9 

Applicant applicant.sponsoringOrganizatio
n.id 
applicant.sponsoringOrganizatio
n.name 
applicant.sponsoringOrganizatio
n.telecom 
applicant.sponsoringOrganizatio
n.addr 

Applicant N 
1234 Pleasant Way 
Sydney, Australia 
 
Client ID 822 

Manufacturer applicant.sponsoringOrganizatio Device Inc. 
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Data elements [RPS] Data elements Sample Value 

n.id 
applicant.sponsoringOrganizatio
n.name 
applicant.sponsoringOrganizatio
n.telecom 
applicant.sponsoringOrganizatio
n.addr 

2255 West Place 
Cleveland, OH, USA 

 
Submission Contents 
CoU Keywords Document Title Comments 

CH.1.0.1 Cover Letter  Cover Letter  

CH.1.1 Application 
Form/Administrative 
Information 

 Application Form  

CH.1.2 Quality 
Management System, 
Full Quality System 
or Product 
Certification 
Certificate 

Certification 
Number:  AU 
Q78432 
Certificate Version: 
2 
 

QMS Certificate  

CH.1.5 Pre-
Submission 
Correspondence and  
Previous Regulator 
Interactions 

 Application 
Lodgement Record 

 

CH.1.8 Declaration of 
Conformity 

 Declaration of 
Conformity 

 

CH.2.1 General 
Summary of 
Submission 

 Submission Summary  

CH.2.3.1 
Comprehensive 
Device Description & 
Principle of Operation 

 Device Description  
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CoU Keywords Document Title Comments 

CH.2.3.2 Description 
of Packaging 

 Packaging 
Description 

 

CH.2.3.3 History of 
Development 

 Product History  

CH.2.4 Reference 
and Comparison to 
Similar and/or 
Previous Generations 
of the Device 

 Previous Product 
Generations 

 

CH.2.4.1.1 Intended 
Use / Intended 
Purpose / Intended 
User 

 Intended Use  

CH.2.4.1.2 Intended 
Environment for use  

 Environment for Use  

CH.2.4.1.3 
Indications for Use 

 Indications for Use  

CH.2.4.1.5 
Contraindications For 
Use 

 Contraindications for 
Use 

 

CH.2.5 Essential 
Principles (EP) 
Checklist 

 Essential Principles  

CH.2.6.1 Global 
Market History 

 Marketing History  

CH.2.6.2 Global 
Incident Reports and 
Recalls 

 Recalls and Adverse 
Events 

 

CH.2.6.3 Incident 
Rate of Incident 
Reports and Recalls 

 Recall Incident Rate  

CH.3.1 Risk 
Management 

Products: Device A, 
Device B, Device C 

FMEA Analysis  
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CoU Keywords Document Title Comments 

CH.3.1 Risk 
Management 

Products: Device D, 
Device E 

FMEA Analysis  

CH.3.3.1.1 Summary  Mechanical Testing 
Summary 

 

CH.3.3.3.1 Summary Products: Device A, 
Device B, Device C 

Electrical Testing 
Summary 

 

CH.3.3.3.2 Full 
Report 

Products: Device A, 
Device B, Device C 
 

Electrical Testing 
Report 

 

CH.3.3.3.1 Summary Products: Device D, 
Device E 

Electrical Testing 
Summary 

 

CH.3.3.3.2 Full 
Report 

Products: Device D, 
Device E 
 

Electrical Testing 
Report 

 

CH.3.3.6.1 Summary Products: Device A, 
Device B, Device C, 
Device D, Device E 

Biocompatibility 
Summary 

 

CH.3.3.6.2 Full 
Report 

Products:  Device A, 
Device B, Device C, 
Device D, Device E 
 

Biocompatibility 
Report 

 

CH.3.6 Expiration 
Period and Package 
Validation 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Package Validation  

CH.3.6.1 Expiration 
Period of the Product 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Expiration Period  

CH.4.1 Overall 
Clinical Evidence 
Summary 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Clinical Summary  

CH.4.1.1.1 Clinical 
Trial Synopsis 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Clinical Trial 
Synopsis 

 

16 May 2014 Page 113 of 145



Regulated Product Submissions R2 Test Case Scenario IMDRF-003 
 

 7

CoU Keywords Document Title Comments 

CH.4.1.1.2 Clinical 
Trial Report 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Clinical Report  

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device A Package Label  

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device B Package Label  

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device C Package Label  

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device D Package Label  

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device E Package Label  

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Instructions for Use  
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Test Case #2 
 

Test Case #2: The manufacturer did not provide a full mechanical test report in their initial 
submission unit.  The TGA requests that they submit one.  At this point the TGA has also 
assigned a Submission Number which must be referenced in the response. 

Test Case Objective:  
•Submit a new mechanical test report that applies equally to all products.  Update submission 
number. 

Test Requirements: 
● An Applicant can add Application and/or Submission numbers to an existing 

Application 
● Applicant can add a new COU, document and file 

  

Data elements [RPS] Data elements Sample Value 

Submission id@root 
code@code 
 

DC-2013-12345-6 

Application id@root 
code@code 

DV-2013-CA-12345-9 

Related Applications  DV-2013-CA-22334-9 

Applicant applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 
applicant.sponsoringOrganiza
tion.addr 

 

Applicant applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 
applicant.sponsoringOrganiza
tion.addr 

Applicant N 
1234 Pleasant Way 
Sydney, Australia 
 
Client ID 822 
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Data elements [RPS] Data elements Sample Value 

Manufacturer applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 
applicant.sponsoringOrganiza
tion.addr 

Device Inc. 
2255 West Place 
Cleveland, OH, USA 

 
Submission Contents 
CoU Keywords Document Title Lifecycle Comments

CH.3.3.1.2 Full 
Report 
 

Products: Device A, 
Device B, Device C, 
Device D, Device E 

Mechanical Testing 
Report 

new COU 
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Test Case #3 
Test Case #3: TGA has asked additional questions that require the sponsor to send a 
submission unit with the following updates:  a revised risk management report for Devices D 
and E; and a revised clinical report.  TGA also does not feel the biocompatibility report 
submitted adequately shows safety for all 5 devices.  As a result, the applicant removes 
Device E from the keywords for the previously submitted COU, and provides a new 
Biocompatiblity test report that applies only to Device E. 

Test Case Objective:  
Respond to TGA questions with revised documents, new documents that do not apply to all 
products, and indicate some documents are no longer applicable to some products. 

Test Requirements: 
● The same document can be submitted with a new COU to track removal of a keyword. 
● A COU with multiple device keywords can be revised to reflect a revision to the 

submitted file 

  

Data elements [RPS] Data elements Sample Value 

Submission id@root 
code@code 
 

DC-2013-12345-6 

Application id@root 
code@code 

DV-2013-CA-12345-9 

Related Application  DV-2013-CA-22334-9 

Applicant applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 
applicant.sponsoringOrganiza
tion.addr 

Applicant N 
1234 Pleasant Way 
Sydney, Australia 
 
Client ID 822 

Applicant applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 

Use for Manufacturer: 
Device Inc. 
2255 West Place 
Cleveland, OH, USA 
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Data elements [RPS] Data elements Sample Value 

applicant.sponsoringOrganiza
tion.addr 

 
Submission Contents 
COU Keywords Document Title Lifecycle Comments 

CH.3.1 Risk 
Management 

Products: Device D 
Device E 

Risk Management 
Report 

Revised COU 

CH.4.1.1.2 Clinical 
Trial Report 

 Clinical Report Revised COU 

CH.3.3.6.1 Summary Products: Device A, 
Device B, Device C, 
Device D 

Biocompatibility 
Summary 

Submit new 
biocompatibility 
summary document 
to reflect removal of 
Device E.  Remove 
Device E from the 
keywords (creating a 
new COU) 

CH.3.3.6.2 Full 
Report 

Products:  Device A, 
Device B, Device C, 
Device D 
 

Biocompatibility 
Report 

Remove Device E 
from the keywords, 
and as a result create 
a new COU.  The 
submitted file still 
applies 

CH.3.3.6.1 Summary Products: Device E Biocompatibility 
Summary Device E 

New COU with a new 
document to cover 
Device E 

CH.3.3.6.2 Full 
Report 

Products:  Device E Biocompatibility 
Report Device E 

New COU with new 
document to cover 
Eevice E 
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Test Case #4 
Test Case #4: TGA has asked additional questions related to the biocompatibility of 
Device E.  The Applicant cannot address the questions at this time and requests that 
Device E be withdrawn from the Application. 

Test Case Objective:  
Withdraw a single product from the Application and appropriately update all COUs and 
keywords 

Test Requirements: 
● A product can be removed from keywords for an existing COU within modifying the 

submitted information 
● A COU can be inactivated 

  

Data elements [RPS] Data elements Sample Value 

Submission id@root 
code@code 
 

DC-2013-12345-6 

Application id@root 
code@code 

DV-2013-CA-12345-9 

Related Applications  DV-2013-CA-22334-9 

Applicant applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 
applicant.sponsoringOrganiza
tion.addr 

Applicant N 
1234 Pleasant Way 
Sydney, Australia 
 
Client ID 822 

Applicant applicant.sponsoringOrganiza
tion.id 
applicant.sponsoringOrganiza
tion.name 
applicant.sponsoringOrganiza
tion.telecom 
applicant.sponsoringOrganiza
tion.addr 

Use for Manufacturer: 
Device Inc. 
2255 West Place 
Cleveland, OH, USA 
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Submission Contents 
CoU Keywords Document Title Comments 

CH.1.0.1 Cover Letter  Cover Letter  

CH.3.1 Risk 
Management 

Products: Device D FMEA Analysis New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.3.3.3.1 Summary Products: Device D Electrical Testing 
Summary 

New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.3.3.3.2 Full 
Report 

Products: Device D 
 

Electrical Testing 
Report 

New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.3.3.6.1 Summary Products: Device E Biocompatibility 
Summary Device E 

Inactivate COU 

CH.3.3.6.2 Full 
Report 

Products: Device E Biocompatibility 
Report Device E 

Inactivate COU 

CH.3.6 Expiration 
Period and Package 
Validation 

Products: Device A, 
Device B, Device C, 
Device D 

Package Validation New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.3.6.1 Expiration 
Period of the Product 

Products: Device A, 
Device B, Device C, 
Device D 

Expiration Period New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.4.1 Overall 
Clinical Evidence 
Summary 

Products: Device A, 
Device B, Device C, 
Device D 

Clinical Summary New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.4.1.1.1 Clinical 
Trial Synopsis 

Products: Device A, 
Device B, Device C, 
Device D 

Clinical Trial 
Synopsis 

New COU to remove 
Device E from 
keywords.  Document 
stays the same. 
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CoU Keywords Document Title Comments 

CH.4.1.1.2 Clinical 
Trial Report 

Products: Device A, 
Device B, Device C, 
Device D 

Clinical Report New COU to remove 
Device E from 
keywords.  Document 
stays the same. 

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device E Package Label Inactivate COU 

CH.5.1 
Product/Package 
Labels, Package 
Insert/Instructions for 
Use 

Products: Device A, 
Device B, Device C, 
Device D 

Instructions for Use New COU to remove 
Device E.  Revised 
user manual 

 
Software Tools: [List the vendor, product name and version of the software tool being used to 
input the changes into the actual message. For example Altova, XML Spy, VS 3.0] 
The following fields will be completed during testing 

Test Date:  

Tester’s Name:  

Tester’s Email:  

Test Case Deviations:  [Describe any unplanned deviations used to continue testing. For 
example: The test case description instructed you to attach an 
“approval letter.pdf” to the message but it was not allowed so you 
attached an “approval letter.doc” to continue testing] 

Actual Test Results: [Document whether the test passed or failed based on the 
Expected Results. For example: “Passed. Actual Results matched 
Expected Results” or “Failed. See Discrepancies and Issue 
Number 123456”] 

Test Result 
Discrepancies:  

[Document any differences between the Actual Results and the 
Expected Results. For example: The Expected Results stated the 
Regulated Industry should receive a correspondence containing 
submission information but submission information did not display 
in correspondence.] 
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Issue Number:  [Enter the number provided by the issue-tracking software.] 
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Test Case No.: IMDRF-005

Test Case Title: Modular Submission

Test Case Domain: US

IMDRF Requirement Class (global/regional): Regional

IMDRF Requirement or Storyboard No. TBD

Narrative of TCS:
Company A, manufactures two different chemically crosslinked injectable animal tissue wrinkle-fillers.  One product treats very deep
wrinkles (Deep-Fill) and one product treats superficial wrinkles (Super-Fill).

While clinical studies were ongoing, the sponsor held informal discussions with FDA concerning the submission of a Modular PMA
application for the two devices.  Once an informal agreement was reached with FDA concerning the contents of the future Modular
PMA, Company A submits a finalized PMA Shell to FDA (Module 0).

Company A submits PMA Module 1 which describes product manufacture (QMS Procedures) and manufacturing facility controls
(QS Regulation Compliance) for the two wrinkle filler devices.

After review of Module 1 contents, the FDA determined that Module 1 is incomplete and sends a deficiency letter to Company A
requesting additional information.  As a result, Company A submits a response to the FDA deficiency letter in a PMA Module
Amendment to Module 1.   This response includes the missing manufacturing information found during the review of previously
submitted module.   After review of the Amendment, the FDA found Module 1 to be sufficient and closed the module.

Company A submits Module 2 which describes new information on the non-clinical studies with the two wrinkle filler products.

IMDRF/RPS WG/N21FINAL:2014
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Company A notifies FDA that they have changed the source of animal tissue for their wrinkle filler device, Deep-Fill only.  This information is
submitted in a PMA Module Supplement, because this new manufacturing information is submitted to the previously closed (i.e., accepted)
Module 1.

The sponsor also submits an Amendment to the PMA Shell which describes the new manufacturing information and revised timetable for
updating Module 1.

Company A submits the final PMA Module (i.e., Module 3) that contains all relevant clinical data and labeling information to support
the full submission of the PMA and updates to non-clinical data in previously provided in Module 2 – to include Comparability Data
(i.e., chemical and mechanical testing) for the source change of their wrinkle filler, Deep-Fill.
Because this completes the Modular PMA submission, FDA considers the Modular PMA closed and assigns a new PMA number to
the complete PMA Modular submission – i.e., all content submitted from this point forward supports the Original PMA.

Definitions from the FDA Guidance
● Modular PMA is a compilation of sections or "modules" submitted at different times that together become a complete PMA

application.
● PMA Shell is an outline and description of the contents of all the modules that will comprise the PMA.
● PMA Module is a discrete section of the PMA that can be submitted and reviewed independently. A module is a set of

elements, tests, information, etc., that addresses a selected aspect of the device application, such as manufacturing or animal
testing.

● PMA Module Amendment is information an applicant submits to FDA to modify a pending module.
● PMA Module Supplement is information submitted to a closed module for FDA review of a change or modification to the

information provided in the original module.
● Final PMA Module – contains the final clinical data, proposed labeling, and summary of safety and effectiveness), plus the

incorporation by reference of previously submitted modules, will complete the modular PMA.

Test Case Scenario Description:

Test Case Test Case Test Case #2 Test Case #3 Test Case #4 Test Case

IMDRF/RPS WG/N21FINAL:2014
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#1 #5

Description PMA Shell
provides
the outline
of the
modular
PMA

Module 1 with
initial content
including
manufacturing
information for
the device
products.

∙    Module 2
with new
content
including
non-clinical
information.

∙    In addition,
a response
to request of
additional
information
to Module 1
is submitted

∙    Module 1 is
reopened with
a change to
one of the
source
materials,
including
manufacturing
information for
the change.

∙    Revision to
the PMA Shell
that indicates
the change to
manufacturing
information as
well as
revised
timetable for
Module 1
content.

Final Module
with initial
content
including the
clinical data
and labeling
information,
as well as
updated
non-clinical
information
for the
application
for
premarket
approval.

Method #1:
Individual
Submission
units

Submissio
n Unit #1

Submission
Unit #2

Submission
Unit #3
Submission
Unit #4

Submission Unit
#5
Submission Unit
#6

Submission
Unit #7

Method #2: Submissio Submission Submission Submission Unit Submission
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IMDRF RPS Working Group, Final

16 May 2014 Page 126 of 145



Reviewable
Units

n Unit #1 Unit #2 Unit #3
(2 reviewable
units)

#4
(2 reviewable
units)

Unit #5

Summary of
Change

Changes to
CH.6.A and
CH.6.B

Changes to
CH.6.A and
CH.6.B

Changed to
CH.3.2 and
CH.3.3

Test Case #1
Test Case #1: (December 2013)

Company A, manufactures two different chemically crosslinked injectable animal tissue wrinkle-fillers.  One product treats very
deep wrinkles (Deep-Fill) and one product treats superficial wrinkles (Super-Fill).

While clinical studies were ongoing, the sponsor held informal discussions with FDA concerning the submission of a Modular PMA
application for the two devices.  Once an informal agreement was reached with FDA concerning the contents of the future Modular
PMA, Company A submits a finalized PMA Shell to FDA (Module 0).

Test Case Objective:
-        Submit initial content, PMA Shell, for a Modular PMA which may be modified at a later date if there are changes to the
planned submission of each module in the modular PMA.
-        Test two methods of submitting modular submissions:

o   Use of Reviewable Units
o   Use of CV to submit individual Submissions for each Module.

Test Requirements:
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●       The message shall submit initial content for a Modular PMA, the PMA Shell.

Module 0 – Finalized PMA Shell
[RPS] Data Elements Code Identifier

Application Modular PMA M130099

Submission Shell M0

Submission Unit Module 0 - Shell

Submission Contents
CoU Keywords Document Title Application/Submission

CH.1.0.1 Cover Letter Cover Letter with Shell Outline
(Filename: file1.pdf)

M130099/M0

CH.1.1 Application Form FDA Cover Sheet FDA Application Form
(Filename: file2.pdf)

M130099/M0

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final

16 May 2014 Page 128 of 145



Test Case #2
Test Case #2: (March 2014)

Company A submits PMA Module 1 which describes product manufacture (QMS Procedures) and manufacturing facility controls
(QS Regulation Compliance) for the two wrinkle filler devices.

The submission contents have the following special considerations:
-        The manufacturing submission content for Deep-Fill and Super-Fill supports manufacturing at one manufacturing site,
Wrinkle NY.
-        The actual source animal tissue is different in each of the products, Deep-Fill is composed of Source C and Super-Fill
is composed of Source D.  Consequently, the supporting submission content for the source material is provided by two
different Master Files (MAF-080012 and MAF-090010).

Test Case Objective:
-        Submission of one component of the modular PMA submission
-        Test two methods of submitting modular submissions:

o   Use of Reviewable Units
o   Use of CV to submit individual Submissions for each Module.

Test Requirements:
●       The message shall indicate the manufacturing site, product and source as appropriate for the submission contents.
●       The message shall provide a reference to a master file for each of the source materials.
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Module 1 – Original Submission Contents
[RPS] Data Elements Code Identifier

Application Modular PMA M130099

Submission Original M1

Submission Unit Module 1 - Original

CoU Keywords Document Title Application/Submission

CH.1.0.1 Cover Letter Cover Letter
(Filename: file3.pdf)

M130099/M1

CH.1.1 Application Form FDA Cover Sheet FDA Application Form
(Filename: file4.pdf)

M130099/M1

CH.2.1 - General Summary of
Submission

Executive Summary Module 1
(Filename: file5.pdf)

M130099/M1

CH.2.3.1 Device Description
and Principles of Operation

Device Description
(Filename: file6.pdf)

M130099/M1

CH.6A.1.2 -
General Manufacturing
Information

Manufacturing Information
(Filename: file7.pdf)

M130099/M1
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CH.6.A.2 - Quality
management system
procedures

QMS Procedures
(Filename: file8.pdf)

M130099/M1

CH.6B.2 - Quality
management system
information

QMS Information
(Filename: file9.pdf)

M130099/M1

CH.6.B.5.1 - Design and
development information

Wrinkle NY (Manufacturing
Site)
Deep-Fill (Device)
Tissue C (Source)

Design and Development
(Filename: file10.pdf)

M130099/M1

CH.6.B.5.1 - Design and
development information

Wrinkle NY (Manufacturing
Site)
Super-Fill (Device)
Tissue D (Source)

Design and Development
(Filename: file10.pdf)

M130099/M1

CH.6.B.5.2 - Purchasing
information

Wrinkle NY (Manufacturing
Site)
Deep-Fill (Device)
Tissue C (Source)

Purchasing Information
(Filename: file11.pdf)

M130099/M1

CH.6.B.5.2 - Purchasing
information

Wrinkle NY (Manufacturing
Site)
Super-Fill (Device)
Tissue D (Source)

Purchasing Information
(Filename: file11.pdf)

M130099/M1

CH.6.B.5.3 - Production and
service controls information

Wrinkle NY (Manufacturing
Site)
Deep-Fill (Device)

Production and Service
Controls
(Filename: file12.pdf)

M130099/M1
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Tissue C (Source)

CH.6.B.5.3 - Production and
service controls information

Wrinkle NY (Manufacturing
Site)
Super-Fill (Device)
Tissue D (Source)

Production and Service
Controls
(Filename: file12.pdf)

M130099/M1

Test Case #3
Test Case #3: (September 2014)

Company A submits Module 2 which describes new information on the non-clinical studies with the two wrinkle filler products.

After review or Module 1 contents, the FDA determined that Module 1 is incomplete and sends a deficiency letter to Company A requesting
additional information.  As a result, Company A submits a response to the FDA deficiency letter in a PMA Module Amendment to Module
1. This response includes the missing manufacturing information found during the review of previously submitted module.

Test Case Objective:
-        To submit new module content along with change to existing module.
-        Test two methods of submitting modular submissions:

o   Use of Reviewable Units
o   Use of CV to submit individual Submissions for each Module.
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Test Case Requirements:
-        The message shall indicate the manufacturing site, product and source as appropriate for the submission contents.

Module 1 Amendment - Update to Manufacturing
information
[RPS] Data Elements Code Identifier

Application Modular PMA M130099

Submission Original M1

Submission Unit Module 1 - Amendment

Submission Contents
CoU Keywords Document Title Application/Submission

CH.1.0.1 Cover Letter Cover Letter
(Filename: file13.pdf)

M130099/M1

CH.1.1 Application Form FDA Cover Sheet FDA Application Form M130099/M1
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(Filename: file14.pdf)

CH.2.1 - General Summary of
Submission

Executive Summary Module 1 Rev 1
(Filename: file15.pdf)

M130099/M1

CH.2.3.1 - Device Description
and Principles of Operation

Device Description Revision 1
(Filename: file16.pdf)

M130099/M1

CH.6.A.1.1 - Product
Descriptive Information

Product Description
(Filename: file17.pdf)

M130099/M1

CH.6.A.2 - Quality
management system
procedures

QMS Procedures Revision 1
(Filename: file18.pdf)

M130099/M1

CH.6.B.5.1 - Design and
development information

Wrinkle NY (Manufacturing
Site)
Deep-Fill (Device)
Tissue C (Source)

Design and Development Revision 1
(Filename: file19.pdf)

M130099/M1

CH.6.B.5.1 - Design and
development information

Wrinkle NY (Manufacturing
Site)
Super-Fill (Device)
Tissue D (Source)

Design and Development Revision 1
(Filename: file19.pdf)

M130099/M1

Module 2 – Original Submission Contents
[RPS] Data Elements Code Identifier

Application Modular PMA M130099
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Submission Original M2

Submission Unit Module 2 – Original

Submission Contents
CoU Keywords Document Title Applications/Submission

CH.1.0.1 Cover Letter Cover Letter
(Filename: file20.pdf)

M130099/M2

CH.1.1 Application Form FDA Cover Sheet FDA Application Form
(Filename: file21.pdf)

M130099/M2

CH.2.1 - General Summary of
Submission

Executive Summary Module 2
(Filename: file22.pdf)

M130099/M2

CH.3.2.2 - Declaration and/or
Certification of Conformity

Standards Certification of
Conformity
(Filename: file23.pdf)

M130099/M2

CH.3.3.2.2 – Full Report
(Chemical Characterization)

GLP, Safety, Performance, In
Vitro
Study C-101
2011-01-01]

Chemical Characterization Full
Report
(Filename: file24.pdf)

M130099/M2

CH.3.3.1.1 – Full Report
(Physical and Mechanical
Characterization)

GLP, Safety, Performance, In
Vitro
Study M-100
2011-01-01]

Mechanical Full Report
(Filename: file25.pdf)

M130099/M2
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CH.3.3.6.2 – Full Report -
Biocompatibility/Toxicity
Testing

Safety, In Vivo
Study B-101
2011-01-01

Biocompatibility Full Report
(Filename: file26.pdf)

M130099/M2

CH.3.3.11.1 – Summary
(Animal Testing)

Safety, Performance, In Vivo
Study A-101
2011-01-01

Animal Testing Summary
(Filename: flie27.pdf)

M130099/M2

Test Case #4
Test Case #4: (February 2015)

Company A notifies FDA that they have changed the source of animal tissue for their wrinkle filler device, Deep-Fill only.  This information is
submitted in a PMA Module Supplement, because this new manufacturing information is submitted to the previously closed (i.e., accepted)
Module 1.
The submission contents have the following special considerations:

-        The actual source animal tissue provided for Deep-Fill was originally covered by Master File, MAF-080012.  With the
change in source animal tissue, a different Master File needs to be referenced, MAF-090021.
-        The submission contents for the manufacturing information only applies to Deep-Fill and therefore the content should
only be updated for this product that is manufactured at the same manufacturing site, Wrinkle NY.

The sponsor also submits an Amendment to the PMA Shell which describes the new manufacturing information and revised timetable for
updating Module 1.
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Test Case Objective:
-        Submitting content to a module that was previously closed.

Test Requirements:
-        The message shall allow a closed module to be reopened and update submission content.
-        The message shall allow a change to the modular content in the form of an update to the PMA Shell.
-        The message shall indicate the module for which the submission unit is being submitted.
-        The message shall indicate the addition of an application reference.
-        The message shall indicate the removal of an application reference.

Module 1 Supplement – Change to source material
[RPS] Data Elements Code Identifier

Application Modular PMA M130099

Submission Original M1

Submission Unit Module 1 - Supplement

Submission Contents
CoU Keywords Document Title Application/Submission

CH.1.0.1 Cover Letter Cover Letter M130099/M1

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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(Filename: file28.pdf)

CH.1.1 Application Form FDA Cover Sheet FDA Application Form
(Filename: file29.pdf)

M130099/M1

CH.2.1 - General Summary of
Submission

Executive Summary Module 1
Revision 2
(Filename: file30.pdf)

M130099/M1

CH.2.3.1 - Device Description
and Principles of Operation

Device Description Revision 2
(Filename: file31.pdf)

M130099/M1

CH.6A.1.1 - Product Descriptive
Information

Product Description Revision 1
(Filename: file32.pdf)

M130099/M1

CH.6.A.2 - Quality management
system procedures

QMS Procedures Revision 2
(Filename: file33.pdf)

M130099/M1

CH.6.B.1 - Quality management
system information

QMS Information Revision
(Filename: file34.pdf)

M130099/M1

CH.6.B.5.3 - Production and
service controls information

Wrinkle NY (Manufacturing
Site)
Deep-Fill (Device)
Tissue C2 (Source)

Production controls
(Filename: file35.pdf)

M130099/M1

Module 0 Amendment – Update to PMA Shell
[RPS] Data Elements Code Identifier

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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Application Modular PMA M130099

Submission Original M0

Submission Unit Module 0 – Shell Revision

Submission Contents
CoU Keywords Document Title Application/Submission

CH.1.0.1 Cover Letter Cover Letter – PMA Shell
Revision
(Filename: file36.pdf)

M130099/M0

CH.1.1 Application Form FDA Cover Sheet FDA Application Form
(Filename: file37.pdf)

M130099/M0

Test Case #5
Test Case #5:  (March 2015)

Company A submits the final PMA Module (i.e., Module 3) that contains all relevant clinical data and labeling information to support
the full submission of the PMA.  Because this completes the Modular PMA submission, FDA considers the Modular PMA closed and
assigns a new PMA number to the complete PMA Modular submission – i.e., all content submitted from this point forward supports
the Original PMA.

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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Company A also provides the updates to non-clinical data, which includes Comparability Data (i.e., chemical and mechanical
testing) for the source change of their wrinkle filler, Deep-Fill.

Test Case Objective:
-        New module that changes the submission type.

Test Requirements:
-        The message shall indicate that the application type changed from Modular PMA to PMA.

Final Module – Clinical and Labelling Submission
Contents
[RPS] Data Elements Code Identifier

Application Modular PMA P150020

Submission Original

Submission Unit Submission

Submission Contents
CoU Keywords Document Title Application/Submission

CH.1.0.1 Cover Letter Cover Letter P150020

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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(Filename: file44.pdf)

CH.1.1 Application Form FDA Cover Sheet FDA Application Form
(Filename: file55.pdf)

P150020

CH.2.0 - [Submission Context]
Chapter ToC

Submission TOC
(Filename: file45.pdf)

P150020

CH2.3.1 - Comprehensive
Device Description & Principle
of Operation

SSED
(Filename: file46.pdf)

P150020

CH.3.2.2 - Declaration and/or
Certification of Conformity

Standards Certification of
Conformity
(Filename: file41.pdf)

P150020

CH.3.3.2.2 – Full Report
(Chemical Characterization)

GLP, Safety, Performance, In
Vitro
Study C-102
2011-01-01]

Chemical Characterization Full
Report
(Filename: file42.pdf)

P150020

CH.3.3.1.1 – Full Report
(Physical and Mechanical
Characterization)

GLP, Safety, Performance, In
Vitro
Study M-105
2011-01-01]

Mechanical Full Report
(Filename: file43.pdf)

P150020

CH.4.1 - Overall Clinical
Evidence Summary

Clinical Evidence
(Filename: file47.pdf)

P150020

CH.4.1.1.1 - Clinical Trial
Synopsis

Controlled Phase (0-24
months)
Protocol D-99

Clinical Trial Synopsis
(Filename: file48.pdf)

P150020

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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2013-01-01

CH.4.1.1.2 - Clinical Trial
Report

Controlled Phase (0-24
months)
Protocol D-99
2013-01-01

Clinical Trial Report
(Filename: file49.pdf)

P150020

CH.4.1.1.3 - Clinical Trial Data Controlled Phase (0-24
months)
Protocol D-99
2013-01-01

Clinical Trial Data
(Filename: file50.pdf)

P150020

CH.4.1.2 - Clinical Literature
Review and Other Reasonable
Known Information

Literature Ref#1
(Filename: file51.pdf)

P150020

CH.5.3 - Physician Labelling Physician Labelling
(Filename: file52.pdf)

P150020

CH.5.4 - Patient Labelling Patient Labeling
(Filename: file53.pdf)

P150020

CH.5.5 - Technical/Operators
Manual

Manual
(Filename: file54.pdf)

P150020

IMDRF/RPS WG/N21FINAL:2014
IMDRF RPS Working Group, Final
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IMDRF RPS Beta Test Findings - Lessons Learned

ID # Subject Finding Summary Examples Resolution

In some bundled submission test samples, CoUs were tagged with the 
submission ID's the CoU supported instead of those that should be 
negated.  The model has a fixed value that indicates the submission ID's 
should be referenced only if the CoU does not pertain to those 
submissions.

<subjectOf negationInd="false">
<submissionReference>
<id>
<item root="9a2411d1-16cf-4359-b970-4d30ed8ee3c6"/>
</id>
</submissionReference>
</subjectOf>

Final resolution will depend upon the HL7 solution for bundled 
submissions.

There are 2 ways to provide a negation reference for more than one 
submission on a CoU:
1) One Submission reference element with multiple "item" parts

<subjectOf negationInd="true">
<submissionReference>
<id>
<item root="9a2411d1-16cf-4359-b970-4d30ed8ee3c6"/>
<item root="9a2411d1-16cf-4359-b970-4d30ed8ee3c4"/>
</id>
</submissionReference>
</subjectOf>

Final resolution will depend upon the HL7 solution for bundled 
submissions.

2) Multiple Submission reference elements with only one submission id per 
submission reference element
Different approaches were taken by different vendors.

<subjectOf negationInd="true">
   <submissionReference>
     <id><item root="9a2411d1-16cf-4359-b970-4d30ed8ee3c6"/></id>
   </submissionReference>
</subjectOf>
<subjectOf negationInd="true">
   <submissionReference>
     <id><item root="9a2411d1-16cf-4359-b970-4d30ed8ee3c4"/></id>
   </submissionReference>
</subjectOf>

Final resolution will depend upon the HL7 solution for bundled 
submissions.

When submitting the next version of a CoU, some vendors implemented 
the version but did not use the sequel to element

Revise the Implementation Guide to reflect a consistent approach for 
COU Lifecycle.  Internal IMDRF discussions are still required to 
determine the implementation approach.

When withdrawing a Submission from a bundle, some samples inactivated 
the CoUs.  This would remove the CoU from all submissions in the bundle, 
rather than just the submission being withdrawn.

Final resolution will depend upon the HL7 solution for bundled 
submissions.

3 Cover Letter Life cycle When a submission unit was withdrawn in a test case, the test samples 
inactivated the cover letter from previous submission units.  This is 
probably not appropriate.

Additional IMDRF discussion required to determine how cover letters 
whould be handled with a submission is withdrawn

4 Application and Submission 
Numbers

Application Numbers and Submission numbers are generally not assigned 
by device regulators prior to submission.  Some test samples included an 
assigned regional ID with the first submission unit.  Others just included a 
GUID.

If a sponsor submits a Submission Unit for which the Application 
number and/or Submission Number has not yet been assigned by the 
regulator, they should simply assign a GUID and omit the regional 
identifier not yet assigned.  Once a regulator assigns a regional 
identification number for the Application and/or Submission, the 
sponsor will include the assigned ID in future submission units 
pertaining to that Application / Submission, along with the originally 
submitted Application and Submission GUIDs.

This resolution applies to testing activities.  Future implementation 
discussions are required to determine the final resolution.

5 Sequence Number Sequence Number format and approach varied widely between different 
vendors.  Within IMDRF, not all regions assign sequence numbers.  And 
we asked that this attribute be made optional in the RPS model to 
accommodate our current practices.

Assigned sequences numbers of 1 and 000000 for the first submission unit 
in the same test case.

Sequence number is now optional, which should resolve the issue.  
The IG will specify that Sequence Number should not be used for 
devices.

There were inconsistencies in how keyword definitions were handled in the 
test samples between vendors. Some vendors provided one element for 
each keyword definition within the application.  Others provided one 
element for each keyword type, and included multiple keywords within that 
element.  The draft IG specified one element for each keyword definition.

The IMDRF resolution will depend on HL7 ballot reconcilliation of 
proposed keyword changes.

Some test samples included the keyword definitions in every submission 
unit.  Others included the full set of definitions only in the first submission 
unit, and then provided updated definitions in subsequent submission 
units.

The IMDRF resolution will depend on HL7 ballot reconcilliation of 
proposed keyword changes.

1 Bundled Submissions - attribution of 
content

2 Context of Use Life cycle

6 Keyword Definitions
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IMDRF RPS Beta Test Findings - Lessons Learned

ID # Subject Finding Summary Examples Resolution

7 Submission Contacts The RPS model allows Submission contact to be provided in 2 places:  on 
the Submission and in the Submission Unit.  Test samples were 
inconsistent in the use of Contact.  Some vendors put it in both places, 
others just used one location.  

Test samples included the same contact information in each Submission 
Unit.  If there is no change to the previously provided contact information, it 
should not be provided again in a subsequent Submission Unit.

The below was used in submissionUnit and submission elements
<callBackContact>
<contactParty>
<id/>
<code code="" codeSystem=""/>
<statusCode code="active"/>
<contactPerson>
<name xsi:type="BAG_EN">
<item>
<part type="GIV" value=""/>
<part type="FAM" value=""/>
</item>
</name>
<telecom xsi:type="BAG_TEL">
<item value="" use="PUB"/>
<item value="" use="PUB"/>
</telecom>
</contactPerson>
</contactParty></callBackContact>

IMDRF IG will constrain the use of Contact Information to the 
Submission level, and specify that Contact Information only be 
included in the first submission unit, and when there are updates 
during review of the submission.  Final resolution will depend on HL7 
Ballot Reconcilliation.

NOTE:  the current ballot comments propose removal of the contact 
information from Submission Unit.  If this change is accepted, 
constraining Contact Information to the Submission level may be 
unecessary.  The resolution to open issues around bundled 
submissions may also change this resolution.

8 Use of Application Reference When a bundled submission is made and the products within the bundled 
submission are related, the IG should specify that an Application 
Reference be used to show Applications for related products.

<reference>
<applicationReference>
<id root="" extension="DV-2013-CA-22334-9"/>
</applicationReference>
</reference>

The IMDRF IG should specify the business scenarios where related 
applications should be used.  Additional IMDRF discussion is required 
to determine the specific implementation guide change(s), and whether 
the approach will be harmonized or regional.  Note that this resolution 
may also be dependent on the HL7 ballot reconcilliation for bundled 
submissionsPriority numbers in test samples were not in a consistent format from each 

vendor; and did not align with the draft IG.
The numbers varied from 1 or 1.00 or 100. Further IMDRF discussion is required to determine the resolution.

Identical CoU - Keyword pairs were given the same priority number in each 
submission unit.

Further IMDRF discussion is required to determine the resolution.

In some samples the priority number was incremented, but by a single digit 
- leaving no room to insert additional content with the same CoU -Keyword 
pair in subsequent submission units.

Further IMDRF discussion is required to determine the resolution.

10 Use of the Document Element Some vendors applied life cycle to the Document Element by assigning set 
ID and version within the samples.  The IMDRF IG specifies that life cycle 
be managed at the CoU level.

<document>  <id root=""/>                                                                                
<title value="Mechanical Testing Report"/>                                                       
<text integrityCheckAlgorithm="SHA256" language="en">                               

Further IMDRF discussion is required to determine the resolution.

Applicant elements in the review.holder and application.holder elements.  
There is nothing written in the IMDRF-IG but in the section "2.5 XML 
Components", where a applicant element appears only in a 
application.holder element.

<holder> <applicant> <sponsorOrganization> <id xsi:type=""> <item root="" 
extension="" /> </id> <name xsi:type="BAG_EN"> <item> <part 
value=""></part> </item> </name> <addr xsi:type="BAG_AD"> <item> <part 
value="" type="STR" /> <part value="" type="CTY" /> <part value="" 
type="CNT" /> </item> </addr> </sponsorOrganization> 
</applicant></holder>

Regional concern. Update will be made to the IMDRF IG to clarify that 
Regional IG should be referenced for specific details.  Regional IGs will 
need to be updated to address the concern.

The samples had references to XML elements that are not in the IG. document.statusCode
document.setId
document.versionNumber

IMDRF needs to confirm the Implementation Guide is accurate and 
clear in this area

When inactivating a CoU, the IG specifies that the Code, Code Systems 
and Version number attributes are not used.  Some test samples included 
these values when inactivating a CoU.

code@code
code@codeSystem
versionNumber@valueIn

IMDRF needs to confirm the Implementation Guide is accurate and 
clear in this area

12 Testing Methodology During the first round of testing our test scripts focused on very detailed 
complex business scenarios.  This was necessary to gain understanding 
and engagement from business stakeholders.  However it resulted in a lot 
of additional effort from the vendors to produce the samples.  It also 
became confusing for everyone to focus on the specific criteria we were 
trying to test.

Things to consider:
Define the test cases and only request key information from the vendor in 
their response.
Meet with the vendors to talk through the test cases prior to them providing 
XML.
Provide the essential XML elements we want provided in the vendor XML 
samples.
As an alternative to getting XML the vendors can provide psuedo logic (In 
Words) describing how they would create the XML and the appropriate 
dependencies.

It is anticipated that future rounds of testing will use test scenarios that 
reflect only specific aspects of the message that we are trying to test.  
Although the initial Test Case Scenarios may be developed to the 
same level of detail used in round 1 to make sure the requirements are 
understood.  We will implement a subsequent step to remove all things 
from the final Test Case Scenario that do not contribute to very specific 
test objectives.

13 Modular PMAs Modular PMA requirements are not met by the model; unable to specify 
content for more than one module in a submission unit with the current 
elements.

Resolution depends on the HL7 ballot reconciliation.

9 Use of Priority Numbers

11 General XML Inconsistencies & 
Observations
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