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Calyx RIM 7.1.3 Release Notes

Calyx RIM 7.1.3 Release Notes

The Release Notes contain information about updated files, new functionality, resolved issues, and any open issues or
workarounds in this release of Calyx RIM 7.1.3.

The details in these Release Notes supersede all similar details that appear anywhere else in this release of the product
or its other documentation.

Regulatory Updates
Support for China (CN) eCTD Module 1 version 1.0.

API Updates
Calyx RIM 7.1.3 includes multiple API updates including updates for IDMP.

API support for Application Country EU CTR Applications. Any entity created or updated as a result of the EU
CTR support is API enabled.

Changes between Calyx RIM 7.1 API and Calyx RIM 7.1.3 API are documented in the Calyx RIM Administration.
See: Calyx RIM Administration > Technical Administration > Calyx RIM API Documentation.

IDMP
Additional IDMP data points for capturing alternate active ingredients for Pharmaceutical Products and
Manufactured Items.

Power BI
Support for the SQL Direct Access model that includes the SQL reporting database with support for the
Registration, Security Data and tables that support out of the box Power BI reports.

Entity Fields

Fields and Columns Added: Calyx RIM 7.1.3

\

Entities
The following table describe fields and columns that were added in this release. These include the fields and column
that were added to support IDMP data capture.

Calyx RIM 7.1.3 Release Notes

© Calyx™ 2023. 1 Calyx RIM 7.1.3 Release Notes
Calyx.ai Calyx RIM 7.1.3 Release Notes



Table 1: Active Ingredients

Field/Option
Name

Field Type Description Business Rules

Alternate
IDMP Active
Ingredient

Drop-down
list,
selection
widget.

The Pharmaceutical
Product Active
Ingredient Attributes
and Manufactured Item
Active Ingredient
Attributes pages now
include the respective
field. See: Registrations
> Active Ingredient
Attributes.

— For Manufactured Item Active Ingredient: this
field can be configured as a drop-down list
with the values from the Component
Reference Active Ingredients.

— For Pharmaceutical Product Active
Ingredient: this field can be configured as a
drop-down list with the values from the
Component Reference Active Ingredients of
Components associated with a
Pharmaceutical Product. To search for a
Component Active Ingredient, you need to
assign Components to Pharmaceutical
Product.

This field can also be configured as the
substance selection widget with all the active
values from Data Administration > Substance
Values.

Note: For configuration assistance, please
contact your Business Development
Representative.

Database Columns Changed: Calyx RIM 7.1.3

The following Database Columns were added, modified, or removed in this release.

Field Name Field Size Database Column Name Db Column
Size

Db Table Name

Alternate IDMP
Active Ingredient

N/A ALTERNATE_SUBSTANCE_ID NUMBER XPHARMA_PRODUCT_AI

N/A ALTERNATE_SUBSTANCE_ID NUMBER MI_AI
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Resolved Issues: Calyx RIM 7.1.3

The following issues that were reported to Technical Support have been resolved. Issues are listed in descending order
by their tracking numbers. Customer incident numbers that were recorded when the issues were reported are
included in brackets [#####] following the tracking number.

If an issue was resolved in a previously released certified hotfix (CHF), that CHF build number is included.

Publishing
Issue Build Hotfix Build Description

DE27672
[INC0085185]

7.1.3.0.0006 N/A When searching for a document based on EDMS
Number in DMS Browse window to assign it to the
assembly, it was not displayed and no custom
attributes were populated. This issue is resolved.
The document with the custom attributes is
displayed.

DE27588;
[INC0084413]

7.1.3.0.0006 N/A When an assembly contained docrefs that were
in a repository that was not specified in Technical
Administration, the import of an assembly failed.
This issue is resolved. The assembly imports with
the documents unassigned.

DE26892 7.1.3.0.0006 N/A China: After importing an eCTD folder, the 2.3.1
section was missing in the structure of the
imported assembly. This was caused by incorrect
published output. This issue is resolved. Now, the
structure of the imported assembly will be the
same as the source. The CN eCTD ICH
Module2-5 v3.2.xml file template is updated
for China region with this fix.

26825 7.1.3.0.0006 6.2.0.8 EAEU: If the Drug Registration Document Code
field had a value in a submission, the Drug
Registration Document Name was not included in
the index-r-022.xml file after publishing. The
Drug Registration Document Name was also not
saved in the leaf after an eCTD import. The issue
is resolved. Now, both Drug Registration
Document Name and Drug Registration
Document Code are included in the index-
r-022.xml file after publishing and in the leaf
after an eCTD import.
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Registrations
Issue Build Hotfix Build Description

26768;
[INC0058320]

7.1.3.0.0006 6.2.0.8 The /all and /query endpoints did not work via
API for the package set registration, product
registration, full product presentation, package
set - country entities and resulted in an error.
This issue is resolved. The following endpoints
work correctly via API:
— /insight/api/v2/license/packageset-

registration/all
— /insight/api/v2/license/product-

registration/all
— /insight/api/v2/license/full-product-

presentation/all
— /insight/api/v2/license/packageset/all
— /insight/api/v2/license/packageset/country/all

Calyx RIM7.1 COB and Known Issues

For Clarification of Behavior (COB) and Known Issues, see: COB and Known Issues topics under Calyx RIM7.1
Release Notes (Cumulative).
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