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Datafarm Vue v1.1 Certified Hotfix 1 Release Notes

This document describes a hotfix provided by Liquent to fix one or more issues found with Datafarm

VUE® version 1.1. This fix has undergone Quality Control regression testing, certifying the system works as
expected. As a Certified Hotfix, this change will not create a new code branch, but will be identified by the
updated build number on the existing codeline, not a new release number.

Contacting us

Technical support is available in North America, Europe, and Japan Monday through Friday (excluding
regional holidays) between 0900 (9:00 A.M.) and 1700 (5:00 P.M.) local time.

If you have questions about this product and you cannot find the information you need in this document or
any other documentation supplied with this product (including the online Help system), contact the Liquent
Technical Support team for assistance, as follows:

Contact method
Phone North America: +1 508 263 9301 - 9:00 am to 8:00 pm ET (GMT -
5)
Europe: +44 (0) 870 974 3779 - 3:30 am to 1:00 am GMT
India: +91 (0) 80 32903 619 - 9:00 am to 5:00 pm IST (GMT + 5.5)
Japan: +81 34 5801744 - 9:00 am to 10:00 am & 12:30 pm to 5:00 pm
(GMT +9)
E-mail support@liquent.com
Liquent Lounge | hitp://lounge.liquent.com
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This documentation, as well as the software described in it, is provided under a software license agreement with Liquent. Use of this software and all related
documentation is subject to and limited by the terms and conditions stated in such software license agreement. The content of this documentation is furnished for
informational use only, is subject to change without notice and should not be construed as a commitment by Liquent. Liquent assumes no responsibility or liability for any

errorsor inaccuracies that may appear in this documentation.

No part of this documentation may be reproduced or transmitted in any form or by any means, electronic or mechanical, for any purpose without the express permission

of Liquent.
Copyright (C) 2010 Liquent. All rights reserved.

Copyright protection claimed includes all forms and matters of copyrightable material and information now or hereafter allowed by statutory or judicial law, including

without limitation, material generated from the software programs that are displayed on the screen, such asicons, screen displays, graphics, user interfaces, and so on.
Government and Civilian Agency Restricted Rights Legend.

Use, duplication, or disclosureis subject to restrictions as set forth in subparagraph (c)(2)(ii) of the Rightsin Technical Data and Computer Software clause at DFARS
25.227-7013 and subparagraphs (a) through (d) of the Commercial Computer Software - Restricted Rights clause at 48 CFR 52.227-19, and clause 18-52.277-86(d) of the

NASA supplement to the FAR, as applicable, and the limitations set forth in the Liquent software license agreement.
The contractor/manufacturer is Liquent, 101 Gibraltar Road, Suite 200, Horsham, PA 19044.

Liquent CoreDossier, Liquent EZsubs, Liquent InSght, Liquent PDFaqua, Liquent Enterprise Services, Liquent InSght services, Liquent Render Perfect, Liquent UltraLink
areregistered trademarks of Liquent. Liquent InSight Foundation, Liquent InSight Manager, Liquent InSight Publisher, Liquent InSght Viewer, Liquent eCTD Reviewer,
Liquent SmartLink, Liquent SmartLink for Word, Liquent Authoring Manager, Liquent SmartScribe, Liquent PublishPerfect, InSght Xref, Xref Manager, S-Cubed, and S-

Cubed CRT are trademarks of Liquent.

PDF technology powered by PDFNet SDK copyright © PDFTron™ Systems Inc., 2001-2010, and distributed by Liquent, Inc. under license. All rights reserved.
Portions may include Datalogics SDK™, under license from Datal ogics and are copyrighted.

Portions may include PDF Conversion technology, under license from Neevia Technology, Inc. and are copyrighted.

SASistheregistered trademark of SASInstitute, Inc. Windows, Windows NT, Windows XP and Internet Explorer are the registered trademarks of Microsoft Corporation,
Adobe, Acrobat and PDF are trademarks of Adobe Systems, Incorporated. Other brands and product names are trademarks or registered trademarks of the respective

holders.
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Datafarm Vue v1.1 Certified Hotfix 1 details
Thisisan interim fix to issues that have been reported to Liquent. It is not ageneral release of VUE.
Y ou can apply this hotfix to VUE 1.1.

Thefix is supplied as a ZIP file containing the following components that comprise the cumulative package
Set:

Component Version Customizable L ast modified build
Datafarm VUE.exe 1.1.0.023 No 11
MasterXML Generator.dl| 1.1.0.023 No 11
ch-region-1.0.xd N/A N/A N/A
ch-region-1.0.1.xd N/A N/A N/A
ch-region-1.1.xs N/A N/A N/A
dtd-mappings.xml N/A N/A N/A
optional-sections.xml N/A N/A N/A
search-attributelist.xml N/A N/A N/A
section-order.xml N/A N/A N/A
tranglation.xml N/A N/A N/A

New with this hotfix
Datafarm Vue v1.1 Certified Hot Fix 1 includes support for the following:

* VUE now supports the Swissmedic M1 v1.1 DTD. [9901]
* VUE now supports the Study Data Specification 1.5.1. [9997]

Issues resolved by this hotfix
Datafarm Vue v1.1 Certified Hot Fix 1 resolves the following issue(s):

Issue Description

9790 If an STF contained afile that no longer existed in the XML, then VUE would not
load the submission for viewing.

10079 Users were unable to log on to VUE using a non-English Citrix machine.
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Hardware and software checklist (minimum system requirements)

System Processor

Pentium® 1GHz or faster

System Memory

256MB RAM (512MB suggested but not required)

Free Disk Space
Operating System

50MB

Microsoft® Windows X P Professional SP2/
Vista SP2 Business Editionl/Windows 7

Other Software/Components

Microsoft® .NET Framework 2.0 or later
Microsoft® Internet Explorer 6.0 or later
MozillaFirefox 3.0 or later*

Adobe® Acrobat® or Acrobat® Reader 6.0 or later
Microsoft® Word 2000 or later®

SAS Viewer? (free download from www.sas.com)
Microsoft® Excel 2000 or |ater?

! Supported but not certified.

2 Required only to view Microsoft Word, Excel, or SAS documents in submissions,

Installing this hotfix: upgrade or new installation

Y ou must use the following procedure to install this hotfix. This hotfix should be installed on each VUE

client in your environment.

Copy all filesthat are being replaced to another location, such as a shared network drive, for backup

pUrpOses.

WARNING

For any customizable filesincluded with this hotfix, perform a"diff" procedure to determine

whether changes were made that you need to carry forward to the new files.

Hot fix files only (upgrade installation procedure)

1. Inthe<install drive>\Program FilesDATAFARM \Datafarm VUE folder, rename the existing

Datafarm VUE.exe.

2. Copy the Datafarm VUE.exe file provided with this hot fix release to the application path <install

drive>\Program FilesDATAFARM\Datafarm VUE folder.

3. Copy thefile Master XM L Generator .dll file provided with this hot fix release to the path <install

drive>\Program FilesDATAFARM\Datafarm VUE\bin folder

4. Confirmthe Datafarm VUE.exe and Master XM L Gener ator.dll you copied is the correct version by

verifying the following:
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* Right-click on the Datafarm VUE.exe/ Master XM L Generator.dll file and select Properties,
then select the Version tab.
* In Other version information, verify that the value in the File Version field is 1.1.0.023

Copy the following files provided with this hot fix release to the application path <install drive>
\Program FilesDATAFARM \Datafarm VUE\bin\config\xsl folder.

e ch-region-1.0.xd

* ch-region-1.0.1.xd

e ch-region-1.1.xd

Copy the following files provided with this hot fix release to the application path <install drive>
\Program FilesDATAFARM\Datafarm VUE\bin\config folder.

e dtd-mappings.xml

» optional-sections.xml

e search-attributelist.xml
» section-order.xml

e trandation.xml

New installation details

1
2.
3.

Double-click on the Datafarm VUE.exefile.
Select the required language for the installation.

Follow the on-screen instructions in the VUE Setup screens, clicking Next whenever you are ready
to proceed to the next step. When the process is complete, a message displaysindicating that VUE is
successfully installed.

Registration details (not applicable for existing customers)

1

Double-click on the Datafarm VUE icon on the desktop or select Datafarm VUE from Start |
Programs | Datafarm eCTD Apps. The Product Registration window appears.

Click the Register button and complete the required information in the License Registration window.
Select the License Type and accept the License agreement.

If you have Microsoft Outlook, select the Email button and send the License request to
support@ligquent.com.

NOTE

Refer to the Help system for additional methods that do not use Microsoft Outlook.

5. Closethe License Registration window.
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Activation details (not applicable for existing customers)

Liquent will send you thelicensexml file.

After receiving the license.xml, extract thefileto your desktop or to a folder on your local drive and
complete the activation using the following steps.

1. Double-click on the Datafarm VUE icon from the desktop or select Datafarm VUE from Start >
Programs > Datafarm eCTD Apps. Product Registration screen appears.
2. Click onthe Activate button and open the License.xml received from technical support.
The hotfix is now installed and ready to use, with the new functionality active.

Known issues

The following are known issue(s):

Issue Description

8270 For Japan (JP) submissions, the appended document was not showing under parent
node in the sequential view for m2-m5.

9170 An unknown file typeicon is displayed in the current, cumulative and sequence views
for .csv, .css, and .xsd files.

9183 A search that includes afilter on galenic form will display results for all galenic
forms.

9318 When the Internet Explorer (IE) version is"8.0.6001.18702", external linksin a PDF
document will not open.

9319 The VUE Licensetool doesn’t create avalid license on Windows 2000.
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