o/ datafarm

(@ submissions made easy

Release Notes for

Datafarm VUE v1.1
May, 2010
Prepared by:
Datafarm, Inc.



Release Notes for Datafarm VUE v1.1 X S s o

Table of Contents
1 Product Release INTOrMAatioN...........oiiiiiiieiieie et 3
2 o100 (U Tod 1T0] o SRS 3
3 LAY LS N L= SRS 3
4 RESOIVEA DETFECLS ...t st e e ra e enes 3
5 Installation or Upgrade INSTrUCTIONS. ..........cviiiiiiiiiiiesice s 5
5.1  Hardware and Software Checklist (Minimum System Requirements)................... 5
5.2 UPQGrade DELAIIS .......ccooiiiiiiiiiie e 5
5.3  New Installation DetailS...........ccceiieiiiiiiiieiicie e 6
5.4  Registration Details (Not applicable for existing CUStOMErS) .......c.cccevvverieerurarerrnnns 6
5.5  Activation Details (Not applicable for existing CUSTOMErS).........ccccvvevieiiieiieiennnn, 6
5.6 gL 1] OSSR 6
6 KCNOWIN ISSUEBS ...t ettt ettt ettt et et e e e bt e e bt e e e nb e e e br e e e bneenntnae s 6
Confidential Page 2

Approved Template Name-Version #: OG-OPD-Template v1.0\Effective Date: 22-MAY-2009



Release Notes for Datafarm VUE v1.1 X & Ribinissions mads 603

1 Product Release Information
Product Datafarm VUE

Version Number 1.1

Release Type Minor
Release Date May, 2010

Customer Support

For more information or support, please visit our website or
email us at support@datafarminc.com

2 Introduction

This document contains the release notes for Datafarm VUE v1.1. The following sections
describe the release in detail and provide late-breaking or other information that
supplements the main documentation.

3 What’s New

The order of documents displayed in the cumulative view has been improved, so that
life-cycle of a document is more easily interpreted. [8234]

When searching by 'Operation’, the user can now select from a drop-down list rather
than having to manually type the values in. [8236]

When searching by 'Submission Type', the user can now select from a drop-down list
rather than having to manually type the values in. [8238]

The order of the documents displayed in the Cumulative view has been made
consistent across different regions. [8290]

A new option is added to the Save as New feature. When “Convert Append to New”
is selected all Append leaves will be converted to New, otherwise they will remain as
Append. [8301]

For submissions that use multiple DTD's across sequences, the sequential view now
displays the element name corresponding to the DTD used to create the sequence.
The current and cumulative views always use the section nodes from the most recent
DTD. [8303]

Improvements have been made to the printed TOC document, including improved
flexibility in content and positioning of Header and Footer information and an
optional column heading for *Description’ and ‘Filename’. [8365]

4 Resolved Defects

For Japanese region only, when using the 'Save current view as new' feature, the
MD5 checksum value in the index.xml, for<mZl1-administrative-information-and-
prescribing-information> did not match the generated md5 value of jp-regional-
index.xml. [8219]
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When the application was closed using the top right corner ‘close button' (X), the
status bar was not updating correctly. [8221]

In the Properties screen of documents in higher sequences there was a duplication of
xlink:type attributes. [8222]

After performing the right click options ‘Expand all” and then “Collapse all’ on the
same module, both the submission and the module were highlighted for focus in the
Ul. [8224]

When performing a search using the group “Search — CTD Sections (ICH XML)” and
two or more values were selected with the option “All (and condition)”, the results
displayed were using the “Any (or condition)” instead of displaying the message
“Search is complete. There are no results to display.” [8233]

For a ‘Search in Leaf’, searches on the 'ID' value were giving no result even for valid
values. [8237]

After performing ‘Save Current view as new’, an incorrect entry was created for any
deleted leaf in both the index and regional xml files. [8246]

There were 'refresh’ issues when filtering based on country and discipline. [8253]
Clicking on links or bookmarks with action ‘Open a file’ or *‘Go to a page in another
document’ may have displayed an error message. [8258]

When all modules were disabled in the Table of Contents and a user attempted to
reload any submission, module contents were not displayed even though they
appeared to be enabled. [8259]

When a printed TOC was created for Japanese applications, the TOC entries were
showing junk characters. [8260]

When Initial view of the PDF document was set to 'Bookmarks Panel and Page’, the
Bookmarks panel was not being displayed along with the Page in the Content panel of
VUE. [8263]

For study files in current view, the latest information was not showing in the
Properties Screen. [8267]

After 'Save Current view as New' was performed for Japanese submissions, when
documents with operation append were clicked the application was not responding.
[8271]

The order of options on the File Menu and Tool Bar was not consistent. [8275]

The status bar did not display the ‘Country’ field when the screen resolution was set
to 1024 by 768. [8289]

An error message was not displayed when the user right-clicked on offline documents
window and tried to delete files that were in use. [8297]

The 'Document Cross Reference Details' in the Content Viewer did not include all the
entries if the operation of the referenced document was set to ‘Delete’ [8298]

An Unhandled exception was thrown when multiple attributes were selected and the
user clicked on “Clear All’. [8302]
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When sorting on multiple column headers of the 'Search Results' window, the
application froze in Windows 7. [8302]

Printed TOC's created for Swissmedic submissions contained 'junk’ characters. [8304]

The Swissmedic submission was incorrectly showing the label ‘Submission Type’
instead of ‘Application Type’ under the Regional Administrative Information
window. [8323]

The registration information was not being gathered correctly from non-english
operating systems. [8350]

In Japanese submissions the life cycle panel was not displaying information for
documents where the operation was Append, Replace or Delete. [8837]

When viewing a SwissMedic submission the leaves under 1.2.2 were not displayed in
the correct order. [8850]

The regional administrative information was not displaying 2 byte Japanese
characters. [8968]

5 Installation or Upgrade Instructions

5.1

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 50MB

Microsoft® Windows XP Professional SP2/

Operating System |\ ;.. 5P Business Edition1/Windows 7

Other Microsoft® .NET Framework 2.0 or later
Software/Components Microsoft® Internet Explorer 6.0 or later
Mozilla Firefox 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 later?

! Supported but not certified.
2 Required only to view Microsoft Word, Excel, or SAS documents in submissions.

5.2 Upgrade Details
1. Uninstall Datafarm VUE v1.0 by accessing the Add or Remove Programs
option from the Control Panel.
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5.3

5.4

5.5

5.6

2.

Follow the installation instructions as listed below in the ‘“New Installation
Details’ section to install Datafarm VUE v1.1

New Installation Details

1.
2.
3.

Double-click on the Datafarm VUE.exe file.

Select the required language for the installation.

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

Registration Details (Not applicable for existing customers)
Note: Refer to the “Help’ for additional information.

1.

w

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

Click on 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@datafarminc.com.

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

Close the License Registration window.

Activation Details (Not applicable for existing customers)

Datafarm will send you the license.xml file. Once the file is received extract the
file from e-mail to your desktop or a folder on your local drive and complete the
activation using the steps below.

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 on the Activate button and open the License.xml received from
Datafarm technical support.

Manifest

This release consists of the following items:

o Release notes (this file)

6 Known Issues

For JP submissions the appended document was not showing under parent node in the
sequential view for m2-m5. [8270]
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e Anunknown file type icon is displayed in the current, cumulative and sequence views
for .csv, .css, and .xsd files. [9170]

o Search that include a filter on galenic form will display results for all galenic forms.
[9183]

e When IE (Internet Explorer) version is "8.0.6001.18702", External links in PDF
document will not open. [9318]

o Datafarm VUE License tool doesn’t create valid license on Windows-2000. [9319]

Confidential Page 7

Approved Template Name-Version #: OG-OPD-Template v1.0\Effective Date: 22-MAY-2009



	1 Product Release Information
	2 Introduction
	3 What’s New 
	4 Resolved Defects .
	5 Installation or Upgrade Instructions
	5.1 Hardware and Software Checklist (Minimum System Requirements).
	5.2 Upgrade Details
	5.3 New Installation Details
	5.4 Registration Details (Not applicable for existing customers)
	5.5 Activation Details (Not applicable for existing customers)
	5.6 Manifest 

	6. Known Issues

