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Release notes

EudraCT Version: 8.0.3
Version Goal: Patch Release 3
Release Date: 20/06/11
Environment: Production

Release Contents:

This release addresses an existing issue with Amendments functionality where Amendments are not
displayed from current versions of CTA.

The release also includes fixes to address a number of other issues in the main application and in
business validation rules (Schematron files).

Version content (testable functionalities/use cases)

Functionality / Use Case Comments

BUC16 Enter Amendments Data Updated to cover changes to ensure
Amendments are correctly displayed from
current versions of CTA and changes to
the information displayed in the
amendments summary.

BUCS58 Validate Clinical Trial Application Business rule validation (Schematron)
fixes as described below.

BUCS55 Validate 3™ Country CT Information Business rule validation (Schematron)
fixes as described below.

Issues resolved for this version are shown in the table below. The issues cover defects, functional and
technical improvements.

7 Westferry Circus e Canary Wharf e London E14 4HB e United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile +44 (0)20 7418 8670
E-mail info@ema.europa.eu Website www.ema.europa.eu An agency of the European Union

© European Medicines Agency, 2011. Reproduction is authorised provided the source is acknowledged.



Key Summary

ECT-2994 | validation Rule (Batch Ill) - FEAT6.2.2.24: F.3.3.7 for 3rd Country

ECT-2993 | validation Rule (Batch Ill) - FEAT6.2.2.23: F.3.3.6 - for 3rd Country

ECT-2992 | yalidation Rule (Batch Ill) - FEAT6.2.2.13: D.2.2.2 - for 3rd Country

ECT-2937 | validation Rule (Batch Ill) - D.3.6 Route of administration for max dose

ECT-2969 | validation Rule (Batch Ill) - FEAT6.2.2.22 - E.8.9 Estimated trial duration for
3rd Country

ECT-2988 | validation Rule (Batch Ill) - FEAT 6.2.2.32 E.8.6.1 Trial Involves 3rd countries

ECT-2975 | validation Rule (Batch Ill) - FEAT6.2.1.3 - also Applies to 3rd Country

ECT-2997 | correct page title of XSDs to EudraCT version 8 Schemas

ECT-2978 | validation Rule (Batch Ill) - FEAT6.2.1.55 - 3rd Country

ECT-2989 | validation Rule (Batch Ill) - FEAT 6.2.2.10 - D.2.2.3 - 3rd Country

ECT-2991 | validation Rule (Batch Ill) - FEAT 6.2.2.12 - D.2.2.1 - 3rd Country

ECT-2990 | validation Rule (Batch Ill) - FEAT 6.2.2.11 - D.2.2.4 - 3rd Country

ECT-2664 | Correct the ordering in the IMP and CT references

ECT-3019 Change to the columns displayed when listing amendments in amendments
summary for a CTA

ECT-3020 Change the application version displayed to 8.0.3

ECT-2972

Revisit of Amendments functionality

ECT-3018 | MedDRA version showing wrong in EudraCT Search Results.

ECT-3015 Message displayed on screen when deleting an amendment record is not the

same wording as specified in the BUC16 (BUC update)

Additional information
None.
Installation steps deviating from the deployment guide

None.
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