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« Webinar series that aims to highlight the different
aspects of validation and the use of SharePoint in
GxP environments

« 5 different sessions covering the different aspects of
deployment, use and validation of MOSS

« Should provide attendees with a good grounding for
their SharePoint projects

« Slides can be distributed upon request. Details on
how to request slides will be distributed to attendees
following each webinar.

« Thank you for your interest!
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Recap of A Risk-based Approach to Validating SharePoint
for Regulated Environments

SharePoint within the GxP context
Regulatory Requirements

Industry Standards

Corporate Standards

What is Configuration Management?

Implementation of formal system specific configuration
control procedures

Configuration deployment and version control techniques
Integration with the validation and change control process
Importance of leveraging a risk based approach to QC
Using SharePoint to manage configuration control
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Create a ‘Big Picture’ of your MOSS deployment so as to ensure
that you are able to adequately accommodate all of your
controlled and non-controlled needs

Use a risk based approach to focus and reduce validation efforts
— be strict otherwise everything becomes high risk...

Remember that MOSS is an off-the-shelf product and that you
should limit validation scope to high risk business and regulatory
requirements as much as possible

Establish a MOSS validation team to oversee and manage the
validation process and changes to the controlled MOSS
environment

Implement SOPs and WIs which clearly define how the
environment is configured and administered and which level of
documentation / re-validation is required by type of change

Use a step by step deployment methodology to keep things
manageable
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« Microsoft SharePoint is a web portal technology that is
highly customizable and very user friendly

« Within a GxP context, Microsoft SharePoint can be used to:

Manage documents and GxP records

Design electronic forms for the collection of data for
everyday operational GxP activities

Manage lists and trackers of information centrally, replacing
Excel spreadsheets and Access databases

Manage distribution of information and collaboration
between geographically dispersed teams

Implement interactive workflows in line with SOPs to
better manage processes

Provide real-time GxP metrics and KPIs through dashboards
to facilitate decision making
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« SharePoint technology is being used more and more in
many functional areas within the life science industry

« Within the context of a regulated environment, it is
imperative to maintain proper configuration control
over the validated SharePoint environment

« This can represent a significant challenge given the
granularity and the large scope of SharePoint, particularly
when using this platform as a document and records
management solution

« Organizations need to plan their SharePoint Architectures
and configuration to ensure scalability and compliance
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« 21 CFR part 11 (Scope and Application 2003)

« 11.10(c) Protection of records to enable their accurate
and ready retrieval throughout the records retention
period

« 11.10(k) Use of appropriate controls over systems
documentation including :

(1) Adequate controls over the distribution of, access
to, and use of documentation for system
operation and maintenance

(2) Revision and change control procedures to
maintain an audit trail that documents
time-sequenced development and modification of
systems documentation

www.montrium.com COPYRIGHT MONTRIUM 2009



monTtrium

 FDA: CSUCI - May 2007/

§ F5 Change Control - The integrity of the data and the
integrity of the protocols should be maintained when
making changes to the computerized system, such
as software upgrades, including security and
performance patches, equipment, or component
replacement, or new instrumentation. The effects of
any changes to the system should be evaluated and
some should be validated depending on risk.
Changes that exceed previously established
operational limits or design specifications should be
validated. Finally, all changes to the system should be
documented.
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« PIC/S PI 001-3 - September 2007 (Annex 11)

« §7.2. - Clearly identifies ISO standards and GAMPS5 as
acceptable practices for configuration management

- §18.1 The formal change control procedure should outline
the necessary information and records for the following
areas:

e [...]
- Interface of change control procedure with
configuration management system

- §24.10 - Inspector’s Checklist clearly indicates need for
configuration management

« Other GMP / GLP related guidance also exists...
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« That configuration of systems is clearly
documented

« That configuration documentation is maintained
and controlled

« That configuration management forms part of
change control

« That changes to systems (including configuration
changes) be evaluated for impact and risk

« That formal change control and configuration
management procedures be in place

« That the integrity of the system and data
contained within is guaranteed
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- ISPE GAMP5

« GAMP 5 section 4.3.4.1 - Change
Management

« GAMP 5 Section 4.3.4.2 - Configuration
Management
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Critical areas for business wide standardization:

« Clear and formal corporate Taxonomies

Alignment with adopted industry standards:
« ICH guidance and reference models such as TMF / EDM, etc.
« CDISC data standards where applicable
* Quality methodologies (Six Sigma, ISO, TQM, etc.)

« Document classification and records management / retention

« Uniform site structures, content types and metadata across all
departmental sites and libraries (should be aligned with Taxonomy)

« Formal procedures and policies to govern the use of the regulated
SharePoint environment

« Standardized Metrics and KPIs across the organization
« Numbering and Nomenclature standards
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« Configuration Management is:

« The establishment and maintenance of a system’s
features and performance within the context of its
requirements, design and operational information
throughout its lifetime

« A sub-process of Change Control

« A formal process for defining and maintaining system
configuration within the context of Change Control

« Required by regulation for systems used to generate
electronic records or manage GxP regulated activities
required by predicate rule
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What is Configuration
monTrium Management?

« According to GAMP 5, configuration management
consists of the following activities:

Configuration Configuration

Identification Evaluation
WHAT to keep HOW to verify
under control that control

What and How?
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Configuration
Identification

WHAT to keep
under control

-

The components of the system subject to \
configuration management should be clearly

established

The system should be broken down into

configuration items, which are clearly identified and
documented during system specification and
development (Configuration Specifications)

A configuration item is a component of the system
which does not change as a result of the normal
operation of the system

Configuration items should be modified only by
application of a change management process /

Source: GAMP5

www.montrium.com
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Configuration
Control

HOW to

erform the : . :
e control Changes to configuration items should be coordinated \

and controlled. This includes the following activities:

* Version Control - A unique name and a version
number should identify each configuration item

« Change Control - Change control should be
applied to all configuration items

« Configuration Item Storage - Configuration
items should be stored and controlled in such a
way that they are protected from unwanted or
unauthorized changes

* Delivery Control - The release and delivery of
\ software and documentation should be controlley
Source: GAMP5
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Configuration
Status
Accounting

HOW to \
document the
control : :
» Appropriate SOPs should be in place to govern
the configuration control process
« Documentation showing the status and history
of configuration items should be maintained.
 The documentation should include the details of
the changes made and demonstrate that the
requested changes were approved for

execution, reviewed and approved after

\ execution /
Source: GAMP5
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Configuration
Evaluation

HOW to verify
that control

« The configuration control documentation should
be subject to document control, review and
approval process according to defined
procedures

 The document control process should ensure that
the configuration status accounting is accurate
and up to date

« The document control process should provide an

\ audit of the configuration management process/
Source: GAMP5S
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WHAT &
HOW
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« In order to use SharePoint for regulated activities, a
clear process for deploying and controlling the
environment is required

« This process should aim to document the design,
configuration, QC and maintenance of controlled
SharePoint workspaces including 34 party applications

« Required SOPs:
« SharePoint Admin/Configuration SOP
« Configuration Management SOP
« Change Control SOP

« Other IT SOPs such as Backup, Security, Non-Conformance
Management
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HOW
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« The SharePoint specific SOP that governs the configuration
and maintenance of the SharePoint platform should
include:

Roles and Responsibilities

Identification and classification the configuration items
Procedure for initial configuration of the system
Procedure for requesting, approving, executing and
verifying changes

References to the tools / mechanism used in the
configuration of the system, such as a “SharePoint

Configuration Specifications” document, SharePoint
Administration Guide

www.montrium.com COPYRIGHT MONTRIUM 2009



Operational Change & Configuration Management

WHAT & |

=
B HOW
& ¢ charge -
B i c=a J—= opan
[} L
14
i
Mugt inghyge: kL 1
= - - . ; )
a::r‘\c charge .;'}I._l:'\‘ Class CRangs { crange Class CF
= ~hangs Matiicaiion Request ard notly Contred | e (e PR ——— Rl
Contral . E— | Log L) as Impiemented
= Kumber e - \ !
o 4
— -
w (Clse-Canceies
= '
o ! - .
Clkse Chargs / i
- |ganity attected 1 Matifcaton | Rec nd matity | |
configuration Bems {system | _ i Recussiar | Cerfgualion | |
companents) \ S e I W
De=fine documentaton and I| E -~
rg requremanis 1
= 1
b
T
)
=
w Yoz
(Upedaie)
L
_E Configuratic Review Impact || Configuration
E o nily Chang Assessment ez ey M r.le_r::zrre-r.
o = Frocess
= 4
[ =
= = A
o E
=
=L
Umdabe],
1 i
3 ! i
- Far i N
= 5 L., n Chanpe ! Rmviaw
§ £ - Assign ! Complesed . molementation
- Actan Hems) | Actor lt=m ; Approval
w = ] r )
)
Yes
i
o - - ne
= ‘omplete Fre- Comolste
& Impiementation [ Mo eS| Imokemsntation TEs
- Action Hem Action Ier
<L
Yes
=N
o L
o s Resaloe lssue
= QA Approval
]
[ )
4
= o M
[T H
6]
E‘ :':Ii Chanpe * Hanoover
i
o X Management

www.montrium.com

COPYRIGHT MONTRIUM 2009



J Configuration IDENTIFY
MONTCrIUM Identification

The configuration items for SharePoint can be divided
Into 4 levels:

Application level items
(InfoPath forms, Workflows)

Administrative (farm) level items
(Farm level settings, Web application management, Shared Services
administration)
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.\ Controlled vs.
monTrium Non-Controlled

Central Admin

Uncontrolled Web

Application Validated Controlled Web Application

Controlled Record Center or
- I

Functional Sites - Document

Validated ~ custom Repository -

Hyperlinks Hyperlinks Validated

Uncontrolled
Functional Sites
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o Configuration
MOoNnNTrium Documentation

User / Application level items (SharePoint Workspace
Configuration)

SharePoint
Configuration
Specification

System User Access System level items ( Hardware,

Description Matrix

OS Configuration)

Application IT System Inventor System Configuration
; Configuration v Y Specification
Functional Specificati
Specification RECICCEON
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« Verify...
... if other dependant systems will be affected

... what configuration items of the system being
changed will be affected (i.e. libraries, forms,
columns etc.)

.. what functionalities of the system will be
affected (workflows, web-services, user
interface, etc.)

... iIf data integrity will be affected
... if any documentation will be affected
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« There are no known solutions which allow fully automated
configuration and verification of SharePoint...but...

« There are two primary approaches that could be
considered for configuration verification:
« 100% Manual verification
« Time consuming
« Still prone to human error
- Data extract and compare

« Define a standard format in Excel between the SCS and the
configured environment

« Perform an automated compare to detect discrepancies
« Perform a secondary manual review of a sample based on risk
i.e. High risk areas
« Important: Ensure that verification is documented,
reviewed and approved

www.montrium.com COPYRIGHT MONTRIUM 2009



VERIFY

monTtTrium

« Typically configuration changes to the application
level may require retesting using existing or new
test scripts

« The same risk assessment techniques and risk
criteria should be used as during the initial
validation

« Should significant configuration and/or application
changes be required a new version of the FS may be
required

« Change control should govern the QC exercise

« Impact assessment should also be done for the
user and administration layer
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« This example will take us through the following process in
line with our SharePoint Configuration Management SOP
based on the GAMP 5 methodology using simple tools in
SharePoint itself

- Change Request by end-user

« System administrator update configuration specification
identifying which configuration items are to be updated

« Configuration specification is approved for execution
« Implementer executes the configuration specification

« A QC / Verification is performed to ensure that the system
was configured as per specification

« Creation of CS record and electronic approval
« Change Request is closed

« Throughout this process, we’'ll also see the integration with
the validation and change control process
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Change Control
monTrium Library

} CSLM All Sites -

Demo Platform  Biometrics  Clinical Ops | IT | PreClnicall QA  Regulatory  Pharmaceutical Development  Pharmacovigilance  Search  Records Center  Business Architecture  Documentation Management  Program

Demo Platform

'q_ Demo Platform = IT » CS5LM > Change Control Requests

= Change Control Requests

View All Site Content Mew = I Upload =~ ] Actio
gﬂznut:ﬁzed Type Mame SystemID (_)Checked QutTo CR Status System Owner  System Admin  Project Leader QA Rep SME Change Perm Temp  Change Type Change Urgency
» Valdated IT System = CR Status : Preferredlame (1)
Inventory
. %] CC- Y51 PreferredMame Paul Fenton Michael Michael Michael Permanent Functional Emergency
= System Companent List o2 Zwetkow Zwetkow  Zwetkow
= Hardware Inventory
n Software Inventory = CR Status : Pre-Implementation Approval (3)
= System Documentation %;1 CC- 5Ys2 Pre- Michael Francois Michael Michael Michael Permanent System Admin Emergency
003 Implementation  Zwetkow Baudoin Zwetkow Zwetkow  Zwetkow and
System Validation Approval Maintenance
Documents @ Ccc- 5¥52 Pre- Michael Francois Michael Michael Michael Permanent Configuration Low
= C5V Documents oz Implementation  Zwetkow Baudain Zwetkow Zwetkow  Iwetkow COnly
I
® C5V Packs Approva
dard %] cC- 5Y52 Pre- Michael Francois Paul Fenton Michael Michael Permanent Functional Emergency
= Stan - User 020 Implementation  Zwetkow Baudoin Zwetkow  Zwetkow
Requirements Bank Approval
= Standard Test Scripts
Bark = CR Status : Under Review (5)
® Other deliverables %] CC- SYS1 Under Review Paul Fenton Michael Paul Fenton Paul Paul Permanent Configuration High
= Templates 004 Iwetkow Fenton Fenton Only
= ShareFoint %}] CC- S¥51 Under Review Paul Fenton Michael
Configuration o5 Fwetkow
Specificati
R %] CC- SYS1 Under Review Paul Fenton Michael Michael Michael Michael Permanent Functional Low
Executed Scripts o0& Iwetkow Zwetkow Zwetkow  Zwetkow
» Executed Test Scripts %] CC- SY52 Under Review Michael Francois Michael Michael Michael Permanent Configuration Low
5 o7 Fwetkow Baudoin Zwetkow Zwetkow  Zwetkow Only
= NCRs
%] CC- Y53 Under Review Faul Fenton Michael Faul Fenton Paul Paul Permanent System Admin High
Change Control 003 Zwetkow Fenton Fenton and
- o Maintenance
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Change Control
Form

ij Submit| I.g Save | Save As... | LB Close | View CR Information - | (= Print View

Powered by: r”-B_Inﬁ:uli‘atl'r Forms Services | *

monTrium

IT Change Control Form

(CC #: CC-056

Status: Under Review

’ CR. Information

| |

Analysis

) |

Disposition

] ’ Acceptance

]

Change Requestor: | Paul Fenton Request Date: | 06/05/2010

System ID:

5Y51 -

System State:

Validated

System Description:

Electronic Document Management System

m

Change Type:

Configuration Only

* permanent

e Temporary

Component ID IComponent Description Component State
SYS1C002 « |Test Server Qualified

E Insert item

Comments: Need to add a column to Clinical Operations

If temporary, enter date:

Change Urgency:

High

-

[Target Completion
Date:

22/04/2010

Clinical Operations would like to add column 'Investigator Name' for all
Proposed Change:| Investigator content types

Justification:

Standard column addition for SharePoint Clinical Operations Work Center

(Change Roles

System Owner

Paul Fenton

System Administrator

Michael Zwetkow

SME (Technical Expert)

Tevin Pathareddy

Project Leader (if applicable)

John Smith

@)@

www.montrium.com
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Change Control
monTrium Workflow

Demo Platform > QA > Change Control Forms > Nintex Workflow Designer

Nintex Workflow Designer: Change Control Initiation

Workflow Actions &
Commonly used

Set a condition

&

Request approval
>4

Send a notification

Exchange 2007
Integration
Libraries and lists
Logic and flow
Operations
Provisioning
Publishing
SharePoint profiles
Sites and workspaces
User interaction
My Snippets

WWW.montrium.com

Create and madify Nintex workflows.

Actions = I Settings ~

______________________________________________________________

Mo

CC Stattus == Initiated

dedined &y approved

9 9
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Change Control
montrium Workflow

Message
P s 3 ¥ - Find &
) S - — &, safe Lists - = ¥ n
L : = o 4 i
| | 2, Related -
Reply | Reply Forward || Delete Moveto Create Other Elock ] Mot Junk Categorize Follow Mark as sendto
to All Folder~ Rule Acions~ | Sender v Up~ Unread || ki Select~ OneMote
Respond Actions Junk E-mail IF] Cptions L] Find OneMote
From: Paul Fenton Sent: Thu 06/05/2010 5:39 |
Tao: Paul Fenton
Co
Subject: Configuration Change for Sys 01 - Electronic Document Mangement System Required

ﬁ Change Control
monTrium

Workflow Notification
Change Control number CC-056 was submitted by Paul Fenton on 4™ April 2010. The change control details are as follows:

System: Electronic Document Management System (Sys-01)
System Component: Test Server
Urgency: High
Change Type: Configuration Only
Target Completion Date: | 4™ June 2010
Change Description Clinical Operations would like to add ‘Investigator Name’ column to all content types ‘Investigator

Documents’

You can access the configuration file here
Once you have defined the required changes in the configuration file, please close this task here.

The next step in this workflow will be Configuration Change Approval for Execution
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Demo Platform  Biometrics  Clinical Ops EI Pre-Clinical QA  Regulatory  Pharmaceutical Development

onfiguration
pecifications

FPharmacovigiance  Search  Records Center

Business Architecture

All Sites

Documentation Management

Program Management

Re

|3

Demao Platform > IT > CSLM > SharePoint Configuration Specifications

SharePoint Configuration Specifications

View All Site Content

Computerized
Systems

= Yalidated IT System
Inventory

= System Component List
» Hardware Inventory

» Software Inventory

= System Documentation
System Validation
Documents

= C5Y Documents

= C5V Packs

= Standard User
Reguirements Bank

= Standard Test Scripts
Bank

= Other deliverables

= Templates

= SharePoint
Configuration
Specdifications

Executed Scripts

= Executed Test Scripts

= MCRs

Change Control

= Change Control
Requests

= CC Impact Actions

SCS for all departments

I Upload ”‘I Actions = I Settings =

Type Mame Author
MTM-5CS-Biometrics | Hew Stephanie Tanguay
MTM-5CS-Clinical ! HEw Tevin Pathareddy
MTM-5C5-C5LM ! rew Michael Zwetkow
MTM-5CS-DataManagement | HEW Paul fenton
MTM-5CS5-Global ! HeEw Tewvin Pathareddy
MTM-5CS-Preclinical ! new Tevin Pathareddy
MTM-5CS-Regulatory Affairs | HEW Michael Zwetkow

B B B B B 8 2

WWW.montrium.com

Modified

5/5/2010 16:54
5/5/2010 16:54
5/5/2010 16:53
5/5/2010 16:54
5/5/2010 17:26
5/5/2010 16:53
5/5/2010 16:54

Status
Verified
Verified
Verified
Authoring
Autharing
Execution

Approval

Version Mumber »

2.0
4.0
3.0
1.0
3.1
13
2.2

COPYRIGHT MONTRIUM 2009
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« Excel based configuration specification

« Allows the definition of all configuration
parameters at the global and functional level

« Serves as the basis for configuration definition
and verification

 \Version controlled within SharePoint
« Approved prior to execution

 PDF rendition of executed configuration
specification

« Can be maintained in paper or electronic form
(eSigs) as a record

www.montrium.com COPYRIGHT MONTRIUM 2009
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Role Name Initiz" Signature Date DCW Version Comments
w w w -
SCS Author Tevin Pathareddy s 2.0 Adding a rew librar
Approver [for execution] Stephanie Tanguay | 5T Z2-Aug-08 2.1 Approved for execution
Implementer Louis-Philippe Lavoie |LPL 2d-Aug-08 2.2 Implemented in Test
Verifier e 26-fAug-08 23 verified
Stenhanic T ST verifed version 2.4 was published to Major version 3.0 as "Implemented”. 3.1 approved for enecution
Approver [for execution) FRIEIS UEMERER E-Ot-05 31 on Sharepaint side.
Implementer Loviz-Philippe Lavaie |LFL T-Olat-03 39
Updated the follwing Sharepoint Sheets forimplementation:
Tevin Pathareddy TF Site-Library Spec - 5P; Document Specs 5P, Site Columns SP
5CS Author 15-Jan-03 3.2 Searches SP; Security - 5P
. Approved: Site-Library Spec - SP; Document Specs SP; Site Columns SF;
Approver [for execution] A 16-Jar-03 3.3 Searches SP; Security - 5P
Tevin Pathareddy TP Implemented: Site-Library Spec - SP; Document Specs SP; Site Columns SP;
Implementer 20-Jan-03 3.3 Searches SP;, Security - 5P
o (BT ) Verified: Site-Library Spec - SP; Document Specs SF; Site Columns SP;
Yerifier Leue-Fpe ot LA 1-Feb-03 3.3 Searches SP; Security - 5P
Update the following sheets:
Imitial Configuration Steps
Document Spec - 5P
Tewin Pathareddy TF Site Columns - SP
Searches - 5P
Security - 5P
SCS Author 12-Feb-03 35 Archiving Profile
Approver [for execution) Stephanie Tanguay | ST Zd-Feb-09 36 on SP test
Implementer Louis—Philippe Lavoie | LPL 24-Feb-03 36
Verifier i e i L 2-Mar-03 36
Approver [for execution] Stephanie Tanguay | 5T 5-Mar-03 3T far implementationon sharepaint production
Implementer Louis—Philippe Lavoie |LPL I-Mar-09 37
Verifier Tevin Pathareddy TP -Mar-09 37
5CS5 Author VeeinlP=irerealy U= 12-May-03 3.8 Changed the Status value to "Final Approved” for triggering the document to be sent to Livelink
Approver [for execution] |Stephanie Tanguay | 5T 18-May-03 34
Implementer Laouis=Philippe Lavaoie |LPL 23-Jun-03 339
[T T osire Dbl e s D AT EE] AiAdnd DR cm bt frame = flm cr s ]

www.montrium.com
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Initial Configuration Steps Implemented Implemented
User Guide St ~ inTest ~| By~ Date ~ inProd ~| By~
SharePoint Environment

Create the Clinical Site within the Livelink WorkCenter SharePoint Site as per the

1 . . Yes TP 20-Jan-09 Yes LPL
"Site-Library Specs-Sp" Sheet
Create SharePoint libraries and define the settings as per "Site-Library Specs-SP"

2 Yes TP 20-Jan-09 Yes LPL
sheet
Create SharePoint content types at departmental site level as per "Document

3 ) ] Yes TP 20-lan-09 Yes LPL
Specs-SP" Sheet column C and associate any template as define by Column E

4 Create site columns as defined by the “Column - SP" sheet column A Yes TP 20-Jan-09 Yes LPL
Associate the Content Types to their respective Libraires as defined by the

] Yes TP 20-Jan-09 Yes LPL
"Document Specs-SP" Sheet
Create SharePoint folder for the respective libraries as per "Document Specs -SP"

6 Sheet column B and for each folder, modify the "Change Mew Button Order" to Yes TP 20-Jan-09 Yes LPL
associate the correct content type to the folder
If "Document Specs - SP" Sheet column F specfies that a worklow exists, then

7 createfuse the associated worklows for the content type as defined in SRS NSA Yes LPL
document. Column H references the workflow 1D

8 Implement the searches for each Content Type as defined by "Searches-SP" Sheet Yes TP 20-Jan-09 Yes LPL

9 Implement the security for each Content Type as defined by "Security-SP" Sheet Yes TP 20-Jan-09 Yes LPL

General Information
DCW Version: | Version 3.17
URS Version (1.0
DS Version |[1.3
Server Name: |MOSS Prod / MOSS Dev
Environment: |Production

www.montrium.com
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Site  Site Administration

Level to create |Application

=
-
Enable _ = o
Define : "o
an . First 2z
alternat Your First day week of = = Indexing ASPX Page Content
Work of week 5
g year =
Calendar Week F: E
E Implemented Verified in
= in Test Envt By Date Test Envt By Date
Man,
Tue, Sunday, [Janl, Do not index ASPX pages if Ves Gk 10-Apr-02 Ves Gk 15-Apr-09
Document Wed, start at |endtime thizs site contains fine-
Top-Level Site Management None Thu, Fri |3:00AM |5:00PM |yes grained permissions hd
Man,
Tue, Sunday, [Janl, Do not index ASPX pages if Ves Gk 11-Apr-02 Ves Gk 16-Apr-09
Wed, start at |endtime thizs site contains fine-
Subsite NA Finance None Thu, Fri  |2:00AM |5:00PM [yes grained permissions
Man,
Tue, Sunday, [Janl, Do not index ASPX pages if Ves Gk 12-Apr-02 Ves Gk 17-Apr-09
Pharmaceutical Wed, start at |endtime thizs site contains fine-
Subsite NA Development None Thu, Fri |8:00 AM |5:00PM |yes grained permissions
Man,
Tue, Sunday, [Janl, Do not index ASPX pages if Ves Gk 13-Apr-02 Ves Gk 15-Apr-09
Wed, start at |endtime thizs site contains fine-
Subsite NA Quality Assurance None Thu, Fri  |2:00AM |5:00PM [yes grained permissions
Man,
Tue, Sunday, [Janl, Do not index ASPX pages if Ves Gk 14-Apr-09 Ves Gk 19-Apr-09
Wed, start at |endtime thizs site contains fine-
Subsite NA Clinical Operations None Thu, Fri  |2:00AM |5:00PM [yes grained permissions
Man,

www.montrium.com
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Ist >ektings on Creation

tion and Mavigation i sioning ! ings List Advanced Settings
o 2]
= = c = =
L = w U o o c o
2= (8 .E%2 VE = = E =
~ c a 225w =1z £ 2 a = =
F2 |ZEEni |5aa z|2 8 =
5fF |Egfce= |BELEE S|= 8 B E .
w F TEZEZE I Y . o|n o« E
c|S3g|838rs |EEEE &L 2 B Ee afE L
S|gzE|f2=Ez g5 8¢ E e E 2 HRE 8 2 z
B 2 3 ® 5w - of|wm = o 5 5] 5] == E T E
BlgEZ|E28=52[223 ¢ =T & = 2| £35 £y E < :
|- S E|EE g2 2 5|ERE= HiE R 3 =| o & HER E 2
Level to create Mame Al FsS2 S=E= 2 B 2 a6 R 6|3 E = & B 2 z I8 = * 2
Top Site
Document Management Members
T T R TR Document Management Owners
fthiz line has been Document Management Visitors
added to define only Home Visitors
once the Users rights) Businezs Data Custom List Members
Below lines just Records Center Web Service Submitters
reference this line Viewers
Any userwhocan
Top site API| Producer Yes No Yes read items Mo All ltems  |All ltems Enabled Mo fes Same as permission reference
Any user who can
Top site AP| Supplier Yes No Yes read items Mo Allltems  |All ltems Enabled Mo Yes ‘Same as permission reference
Any user who can
Top site Area Yes No Yes rezd items Mo Allltems  |All ltems Enabled Mo Yes ‘Same 35 permission reference
Any userwhocan
Top site Business Unit Yes No Yes resd items Mo Allltemsz  |All ltems Enabled Mo es ‘Same 35 permission reference
Any userwhocan
Top site Diepartment Yes No Yes resd items Mo Allltemsz  |All ltems Enabled Mo fes Same 35 permission reference
Any userwhocan
Top site Distributor Yes No Yes read items No Allltems  |All ltems Enabled Mo fes Same 35 permission reference
Document Distribution Any userwhocan
Top site Location Yes No Yes read items Mo All ltems  |All ltems Enabled Mo fes Same as permission reference
Any user who can
Top site Dosage Yes No Yes read items Mo Allltems  |All ltems Enabled Mo Yes ‘Same as permission reference
Any userwhocan
Top site Dosage Form Yes No Yes resd items Mo Allltemsz  |All ltems Enabled Mo fes ‘Same 35 permission reference
Any userwhocan
Top site Dirug Product Name Yes No Yes resd items Mo Allltemsz  |All ltems Enabled Mo es ‘Same 35 permission reference
Any userwhocan
Top site Dirug Substance Name Yes No Yes resd items No Allltemsz  |All ltems Enabled Mo fes Same 35 permission reference
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Implemente

Folder Level 1 Folder Level 2 Content Type - SharePoint Template |DocTypelD Workflow ID  Record dinTesi~| By~
Yes GK
General Deviation TP
Clinical Files
Investigator Deviation TP
Brochure Investigator Brochure Yes 1B DLP Yes
Study-Level Ves Gk
Docs
Correspondence Yes GK
General Correspondence Yes GEN DLP Yes Yes GK
Meetings Mo MIN DLP Mo Yes GK
Mote to File Mo NOT DLP Yes Yes GK
CRO Mo Yes GK
CRO Training Records Mo TRM DLP Yes Yes GK
CRO Transfer of Obligations Mo X0OB DLP Yes Yes GK
COM - CRO Contact List Mo CON DLE Yes Yes GK
CRO Personnel CV's Mo PCV DLE Yes Yes GK
CRO Carrespondence Mo COR DLF Yes Yes GK
CRO Contract Mo CTR DLE Yes Yes GK
CSR Mo Yes GK
Clinical Study Reports Mo CSR DLF Yes Yes GK
General Mo Yes GK
Investigator List Mo INY DLF Mo Yes GK
Study Procedure Manual Mo SPM DLF Yes Yes GK
Study Randomization Process Mo SRP DLF Mo Yes GK
Inform Consent .
Deviation TP
Documents Mo

www.montrium.com

COPYRIGHT MONTRIUM 2009



monTtTrium

Implement
Site Column - SharePoint Level to Create colu|Level to Configure Comments/Source edin Te: ~ By ~ Date |~
Program Top-Level Product 101 Library Filtered Lookup MTMJJrogram_mfo,fProgram Pl Yes GK 23-Feb-10
(Filter: None, Parent: None)
Product 102 Library Filtered Lookup MTMJJrogram_mfo,fProgram Gl Yes GK 23-Feb-10
(Filter: None, Parent: None)
Product 103 Library Filtered Lookup MTMerogram_mfo,fProgram Gl Yes GK 23-Feb-10
(Filter: None, Parent: None)
Molecule Top-Level Product 101 Library Filtered Lookup M-TMerogram_mfo,fMGIecule PD-101 Yes GK 23-Feb-10
(Filter: Program, Parent: Program)
Product 102 Library Filtered Lookup M:I'MJJrogram_mfo,fMGIecule PD-102 Yes GK 23-Feb-10
(Filter: Program, Parent: Program)
Product 103 Library Filtered Lookup MTMJJrogram_mfo,fMGIecule PD-103 Yes GK 23-Feb-10
(Filter: Program, Parent: Program)
Meed to update all content type mappings
CRO or Partner Doc No Top-Level Top-level Single Line of text |with new mapping to Livelink ves 6K A-Mar-10
Regulatory Number Top-Level Top-Level Lookup N/A
MTM_program_info / Indication N/A
Indication Top-Level Top-Level Filtered Lookups  |{Filter: Molecule, Parent: Molecule)
B Filtered Lookup MTM_cIinical_directoryfstudy number e e
Clinical Study No Top-Level Top-Level (Filter: None, Parent: None)
Country Top-Level Top-Level Single Line of text N/A
Expiration Date Top-Level Top-Level Date N/A
MTM_functional_organization / organization N/A
Source Organization Top-Level Top-Level Filtered Lookups |{Filter: None, Parent: None)
Doc Status Top-Level Top-Level Lookup N/A
Version Number Top-Level Top-Level Single Line of text N/A
Content Type Built-1n N/A N/A
Document Type Prefix Site Clinical Operations Calculated Field TRIM{LEFT([Content Type] 4}) Yes LPL |24-Feb-09
Author Top-Level Top-Level Single Line of text
Title Built-In N/A N/A
Created Built-In N/A N/A
Signature Date Top-Level Top-Level Date N/A
MTM_Original_Media / Title ..
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31;: E :n_-g E(3[[3(|e]2|c| = L u Sl e (e el ol & 22 |8 |8 [Implemented Implemented Verified in
TypelMetadata ':l-:ud:"EEﬁﬁﬂﬁgﬂﬁéﬁﬁﬁﬁaafiéééiééﬁ inTest ™| By~ Date ™ inProd ™| By~ Date| ™ Test | ¥

Inwestigatar Brochure E|lR alajo ajojajajojojojofolo|jojofa|{a|a)0| O|Deviation  |TP E-Apr-10  [Dewiation |TP E-fpr-10  |Yes
General Corespondence ojo|0|oO|R|R|R(O|O|OfO O|0|R Q|ojojojojojojofojo|0|R|O|Yes GE 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Meating= 0|0|0|a|R|R|R|O|O|O]O alo| R olojofjojofojo{a{o|o|0| R|0O|Yes Gk 23-Feb-10 |Yes TP 2d-Feb-10 |Y'es
Mate ta File O|o0|0|0|R|R|R|O|O|O]O alalR ajojojojofofofofo|o|0| R 0O|Yes Gk 23-Feb—10 |Wes TP 2d-Feb-10 |Yves
CRO Training Pecords O|o0|0|0|R|R|R|O|O|O]O alalR ajojojojofofofofo|o|0| R 0O|Yes Gk 23-Feb—10 |Wes TP 2d-Feb-10 |Yves
CRO Transfer of Obligations 0|0|0|a|R|R|R|O|O|O]O alo| R olojofjojofojo{a{o|o|0| R|0O|Yes Gk 23-Feb-10 |Yes TP 2d-Feb-10 |Y'es
COM - CRO Contact List O|o0|0|0|R|R|R|O|O|O]O alalR ajojojojofofofofo|o|0| R 0O|Yes Gk 23-Feb—10 |Wes TP 2d-Feb-10 |Yves
CROPersonnel C\V's 0|0|0|a|R|R|R|O|O|O]O alo| R olojofjojofojo{a{o|o|0| R|0O|Yes Gk 23-Feb-10 |Yes TP 2d-Feb-10 |Y'es
CRO Corespondence O|o0|0|0|R|R|R|O|O|O]O alalR ajojojojofofofofo|o|0| R 0O|Yes Gk 23-Feb—10 |Wes TP 2d-Feb-10 |Yves
CRO Contract 0|0|0|0|R|R|R|O|O|O]O a|o| R olojojofjofofofo{o|0|0| R|0O|Yes Gk 23-Feb-10 |Yes TP 24-Feb-10 |Y'es
Clinical Study Reparts 0|0|0|0|R|R|R|O|O|O]O a|o| R olojojofjofofofo{o|0|0| R|0O|Yes Gk 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Irwestigatar List 0|0|0|0|R|R|R|OjO]O]O a0k olojofofofofofofo|o|a] R|O|Yes Gk 23-Feb-10 |Yes TP 24-Feb-10 |Y'es
Study Procedure Marual ojo|0|o|R|B|R|OjO{OlO ajo|R glojojofolo|jojofo{o|0] R O|Yes GE 23-Feb—10 |Yes TP 2d4-Feb—10 |Yes
Study Bandomization Process ola|0|o|RIR|R|O|O{O]O Q|0 R alojojofojo|ojofo{o| 0] R|0O|Yes GE 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Informed Consent Template Approval Farm ola|0|o|RIR|R|O|O{O]O Q|0 R alojojofojo|ojofo{o| 0] R|0O|Yes GE 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Central IRE or [EC Approved Advertizements ola|0|o|RIR|R|O|O{O]O Q|0 R alojojofojo|ojofo{o| 0] R|0O|Yes GE 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Central IRE or IEC Membership List 0|0|0|a|R|R|R|O|O|O]O alo|R alojofjojofofo{a{o|o|0| R|0O|Yes Gk 23-Feb—10 |Yes TP 2d-Feb-10 |YVes
Central IRE or [EC Pratacal and Informed Consent &pproval ola|0|o|RIR|R|O|O{O]O Q|0 R alojojofojo|ojofo{o| 0] R|0O|Yes GE 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Certral IRE or [EC Other Spprovals and Documents aja|0|o|R(RB|IR|O|C|{OlO ajo| R ajojojofolo|jojofa{o|0) R|O|Yes Gk 23-Feb-10 |Yes TP 24-Feb—10 |Yes
Central IRE or [EC Study Approval ola|0|o|RIR|R|O|O{O]O Q|0 R alojojofojo)jojofo|{o| 0] R|O|Deviation |TP 30-Mar-10 [Dewiation |TP 30-Mar-10 |Yes
Certral IRE or [EC Progress Beports aja|0|o|R(RB|IR|O|C|{OlO ajo| R ajojojofolo)jojafa|{o| 0] R|O|Deviation |TP 30-Mar-10 [Dewviation |TP S0-Mar-10 |Yes
Caontracts with Central Laborataries ojo|0|O|R|R|R(O|O|OfO o|a|R Q|ojofojojojojofo|o|0|R|O|Yes GE 23-Feb-10 |Yes TP 24-Feb-10 |Yes
Other Central Lab Dacuments gja|j0|o|RIR|R|OjO[O]O ajo| R ajojojofojo|jojofojo|a]R|O|Yes GE 23-Feb-10 |Yes TP 2d-Feb-10 |Yes
Central Lab Marual & Procedures ojo|0|O|R|R|R(O|O|OfO o|a|R o|ojofojojoja)lo{o|0|0| R| O|Deviation |TP 30-Mar-10 |Deviation |TP 30-Mar-10 |Yes
Carmtrall =k Aemradirstinmes nialnlalrIIRIRIOOIOTIOIO e il ool ol ol POl Nasisrdan TR AN=-M=ar-11 [ Maniarian TR A= zr=11 [W'as
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Implement Implement
Site Settings Value edinTe ¥ By ¥ Date ¥ | edinPr ~ By ¥

Title Clinical Operations Dreviation TP 20-lan-09 Yes LPL 9
Clinical Site for regulated documents which Yes - 20-1an-09 Yes LPL g
Description will become records in Livelink
URL Mame o Deviation TF 20-Jan-09 fes LRL 9
Site Template Enterprise -* Document Center Yes TP 20-lan-09 Yes LPL 9
Uzer Permizzions Uze the same 3= parent site Yes TP 20-lan-09 Yes (5 9
. ) Yes TP 20-lan-09 Yes LPL 9
Use the top link bar from the parent site |Yes
List thiz new site in the site directory Yes Yes TP 20-lan-09 fes LPL 9
Library Settings on Creation Clinical Template Created from Clinical Template Created from Clinical Template Created from Clinical Template
Mame Clinical Template Product-101 Product-102 Product-103 fes GK 23-Feb-10 |Yes TP 24
Document Library for Molecule | Document Library for Molecule | Document Library for Molecule Yes GK 23.Feb-10 |Yes TP 24
Description Clinical Operations Template Library Product-101 Product-102 Product-103
Mavigation - Display this document Yes K 93 Feb 10 |Ves P 24
Library on the quick Launch Yes Yes Yes Yes
Document Version History - Create a
wversion each time you edit a filz in the fes GK 23-Feb-10 |Yes TF 24
library Yes = W= Yes
Document Template None None None Mone fes GK 23-Feb-10 |Yes TP
Document Library Advanced Settings Value Value Value Value
Content Types - Allow management of Yes K 93 Feb 10 |Ves P 24
content types Yes Yes Yes Yes
Browser-Enabled Documents Openinthe client spplication Openin the client spplication Openinthe client spplication Openinthe client application fes GK 23-Feb-10 |Yes TF 24
Custom Send to Destination NfA NJ/A NJA N/A Yes GK 23-Feb-10 |Yes TP 24
Folders - Display "New Folder Yes GK 23-Feb10 |Ves T 24
command on the New menu No Nag No No
Search ez ez ez CH Yes GK 23-Feb-10 |Yesz TP 24

Document Library Versioning Settings Value
Document Approval - Require content

Yes GK 23-Feb-10 |Yes TP 24
approval for submitted items No No No Mo
Document Version History - Create a
wversion each time you edit 3 file in the fes GK 23-Feb-10 |Yes TP 24
library Create Major Create Major Create Major Create Major
Draft Item Security NfA WA NJA NjA Yes GK 23-Feb-10 |Yes TP 24
Require Check Out Yes Yes Yes fes Yes GK 23-Feb-10 |Yes TF 24
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Records Center

Permission . . Full Contribu Limited LI TR R S T P CEA R B Implemented in
items Pe r m I ss I 0 n s Control  Design te Read Access  Wiew Only Completion Administrator Test Enut B
List Systemn
Permissions Defined s al
Manage Lists - Create and delete lists, add or remove columns in alist,
. . # # # ez Gl
and add or remove public views of alist.
Override Check Out - Discard or check in a document which is checked
B B ‘es Gl
ok ko another user.
Add Items - Add itemns balists, add documents bo document libraries, and
- - # # # # ez Gl
add Web discussion comments.
Edit Items - Edit items in lists, edit documents in document libraries, edit
‘Web discussion comments in documents, and customize Web Part Pages in B B B B " ‘es Gl
document libraries
Delete ltems - Delete items from a list, documents from a document
) . . . B " ‘es Gl
library, and 'Web dizcussion comments in documents.
"l'llrlallI Iterqs - ".'rIE".'.' item= in lists, documents in document libraries, and " " " " " " " Ves G
view web discussion comments.
Approve Items - Approve aminor version of a list item or document. I I " es G
Open Items - YWiew the source of documents with server-side file i i i H A Yes G
¥iew Yersions - View pazt versions of alist itern or document. i i i ki i # ‘fes G
Delete ¥ersions - Delete past versions of alistitem or document. i ‘fes G
Create Alerts - Create e-mail alerts H H H ‘es G
Yiew Appl_lcatlun Pages - View forms, views, and application pages. w w s w u ez G
Enumerate lists.
Site ‘ez Gl
Manage Permissions - Create and change permission levels on the
. - . B " ‘es Gl
‘web zite and assign permissions to users and groups.
¥iew Usage Data - Viewreports on Web site usage ‘fes G
Create Subsites - Create subsites such as team sites, Meeting ez Gl
‘workspace sites, and Document Workspace sites,
Manage Web Site - Grants the ability to perform all administration tasks
- H Yes G
for the web site as well ag manage content.
Add and Customize Pages - 24dd, change, or delete HTML pages or
web Part Pages, and edit the Web zite using a Windows SharePoint Services- B B Yeg G
compatible editar,
Apply Themes and Borders - Apply atheme or borders o the entire i i ‘fes G
Apply Style Sheets - Spply a style sheet (OS5 file] to the Web site. I I es G
Create Groups - Create a group of users that can be used anywhere
L . . Yes Gl
within the site callection.
Browse Directories - Enumerate files and folders in a Web =ite using " Vs G
SharePaint Designer and Web DAY interfaces.
Yiew Pages - Yiew pagesin a'web site. b # A es G
Enumerate Permissions - Enumerate permissions on the Web site, " Ves G

limk CmlAdnr Amsnimment o sk ke
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SCS - Site Level
MOoNTrium Permissions

Manage

Site Name Library name List Name Full Control Hierachy Design Contribute

ClinicalOps-Product101
ClinicalOps-Product102
WorkCenter Clinical Ops-Product103
Clinical Ops-Product10l
Clinical Ops-Product102 |QA

Clinical Operations ClinicalOps-Productl03 |Doc Man
Clinical Template IT

QA

Reg Ops

Doc Man

Porduct 101 I ClinicalOps-Product101 |PM-PD-101
o W

Reg Ops

Doc Man

Porduct 102 Clinical Ops-Product102 |PM-PD102

QA

Reg Ops

Doc Man

I'Wa179

Porduct 103 Clinical Ops-Product103 [PM-PD103
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Item Versio Deviation Description CI?:;;?;:?D“ Reported by Date Reported Comective Action Cnrr:cted C M=z Status
Re[e'ence w w w w w w , b orrecte w b
DeviationlD # Sheet Name Item Namel(s])
Creating the folders before creating the
categony forces to revisit all falders to Steps 2 & 3 were performed
assign the category ta them. Itis faster befare step 1. Step d was
o create the category first and azsign it perfarmed simultansously as
1| Configuration Steps Steps 1-4 01 to folders when they are created. LPL 27=Jun-08 1, during falder creation. LPL 27=Jun-08 |Closed
The dash between document pratfiv and
Document Specs - Tupe=CTSI, type name is not placed cansistently Adjusted tent to have no
2[LL ECAl & RBAT 0.1 with ather rows LFL 27-Jun-08 spaces befarelafter dash LFL Zi-dun-08 |Clozed
Configuration Steps, Changed category name to
Dacument Specs - Categaory name not consistent across "Climic.al Ezzential
3|LL. Categary- Multiple raws 0.1 all sheets LPL ZT=Jun-05 Documents” LFL 27-Jun-08  [Closed
Fallowing discussion, Regulatom
Mumbeer waz implemented 2z 3 separate
fields of the same table in
IP_Pragram_Info. This was not updated Fregulatary Mumber splitinto
Category-Attribute - Regulatary in OCWw, which still show s as one field 3 single-value attributes to
4|LL Mumber 0.1 with multiple valuss. LPL 27 -Jur-08 reflect the OB table LFL 27-Jur-08  [Closed
Updated all atributes tupes
Category-#Atribute - Data Tupe Data tupe names dao not reflect o be consistent with Livelink
S[LL column 01 Livelink's attribute tupes LPL 27=Jun-08 nomenclature LPL 27=Jun-08 |Closed
‘when no amaount specified,
rumber of possible values
was zetto SO [Livelink's
Some attributes with Multiple Yalues set masimum], except for item
Cateqory-attribute - | Multiple Walues to'r'es do not indicate the number of Source Organization where
GILL column 0.1 possible multiple values LPL 27 -Jun-05 there iz only 3 possible LFL 27-Jun-08  [Closed
Renamed columnin OCW to
Category-Attribute - The corespoinding Livelink setting is be conzistent with the LL
TILL Calumn calumn 0.1 "Fieldin Takle” LPL 27-Jun-05 riomenclature LPL Z7-Jur-08 |Closed
Table and The table and figld names for program
Category-Attribute - | Calumn [Field in info does not reflect the actual strings in Table name and columns
a{LL Table] columns 0.1 the SCL database LPL 27-Jur-08 edited o reflect the SOLOE [LPL 27-Jur-08  |Closed
Table name edited ta reflect
the SLL DB
Category-Attribute - The table name does nat reflect the [microbia_functional_organi
3[LL Function 0.1 actual string inthe SOL databasze LFL 27-Jun-08 =zation) LPL Zi-dun-08 |Clozed
Document
Management -
Operations,
Clirizal Ouplicate entries remaowved.
Development - Only Clinical Development -
Clirizal Duplicate entries in the DCW, with Clinizal Operations was given
10| Security - LL Operations 0.1 different &dd ltem permizsions LPL S0MGA2008 Add lkem permizsion LFL 306020058 |Closed
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Final Approval

Message

[ 1gnore x __% _E __$ al\deeting (23 Moveta: 7

&4 Team E-mail
%Junkv Delete Reply ReA;ljlly Forward ﬁ"d Maore * z;\p Reply & Delete

43 l% Rules
@ OneMote
Move
- [z Adions =

Move

2} To Manager

&’ Done

7 Create New

% Oa

Unread <

Delete Respond Quick Steps Tags

Mark Categorize Follow

34 Find

2 Related -
Translate
Up~ - L Select -
P Editing

¥ %

Zoom

Paul Fenton
To: Faul Fenton
Co

Subject:

From:

Configuration Change for Sys 01 - Post Execution Approval Required

oh

monTrium

Sent  Fri 07/05/2010 7:33 AM

Change Control

Quality Assurance Approval

Change Control number €C-056 was submitted by Paul Fenton on 4™ April 2010. The change control details are as follows:

Workflow Notification

System: Electronic Document Management System (Sys-01)

System Component: Test Server

Urgency: High

Change Type: Configuration Only

Target Completion Date: | 4™ June 2010

Change Description Clinical Operations would like to add ‘Investigator Mame’ column to all content types ‘Investigator

Documents”

You are required to approve the configuration changes made. To access the PDF record of changes click here
Once you have defined the required changes in the configuration file, please close your approval task here.

Once approved all changes will be final and this change control will be closed.

WWW.montrium.com
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PDF Record and

monTrium Approval

Demo Platform

Biometrics  Clinical Ops | IT | Pre-Clinical QA

All Sites

L

Regulatory  Pharmaceutical Development  Pharmacovigilance  Search  Records Center  Business Architecture  Documentation Management  Program Mana

@

Demo Platform = IT = CSLM > CSV Documents

CSV Documents

Wiew All Site Content

Computerized
Systems

= Validated IT System
Inventory

= System Component List
= Hardware Inventory

= Software Inventory

= System Documentation
System Validation
Documents

= C5W Documents

= CSV Packs

= Standard User
Requirements Bank

= Standard Test Scripts
Bank

= Other deliverables

= Templates

= SharePoint
Configuration
Spedifications

Executed Scripts

» Executed Test Scripts

= NCRs

Change Control

= Change Control
Reguests

= CC Impact Actions

C5V Documents produced during the validation process.

New "‘J Upload "‘I Actions = J Settings =

Type MName System State  Content Type System ID  Document Status  Author () Created By Reviewed and Approved By — Modified () Checked Out To
= System ID : SYS1 (10)

@ CSY-SYS2-WPO- Validation Protocol SYS1 Mike Zwetkow Michael 2/11/2010 8:21 Paul Fenton
0001 Zwetkow

@ CSY-5YS1-TS- Test Script SYS1 Draft Mike Zwetkow Michael 2/11/2010 8:20
0001 Zwetkow

@ C3V-5Y51-WSR- Validation Summary Y51 Mike Zwetkow Michael 2102010 21:28
0001 Report Zwetkow

@ CSY-SYS1-VPL- Vaildated Validation Plan SYS1 Mike Zwetkow Michael 2/11/2010 9:06
0001 Zwetkow

@ CSV-5¥51--0001 Tracehbility Matrix Y51 Approved Stefanie Wu Stefanie Wu 2(23/2010 14:38

@ CSV-5¥S1-WA- Validation Y51 Awaiting Stefanie Wu Stefanie Wu 2(11/2010 12:32
0001 Assessment Approval

E CSY-5YS1-5C5- Configuration SYS1 Awaiting System 5/5/2010 15:32
0003 Specification Approval Account

@ CSV-5Y51-REQ- Requirements Y51 Draft Stefanie Wu Stefanie Wu 2(11/2010 13:05
0001

@ CSY-5YS51--0002 Configuration SYS1 Draft Stefanie Wu Stefanie Wu 2/12/2010 16:25

Spedfication

E C5V-5Y51— Configuration SYS1 Approved Tevin Tevin 5/5/2010 18:21

0004 ! HEw Specification Pathareddy Pathareddy
= System ID : 5¥52 (7)

@ C3V-5Y52-TSR- Vaildated Test Summary Y52 Under Review Stefanie Wu Stefanie Wu 2(11/2010 12:26
0002 Report

@ CSY-5YS2-TER- Vaildated Test Summary SYS2 Stefanie Wu Stefanie Wu 2/11/2010 12:23
0001 Report



Digital Signature of
monTtrium PDF Record

> on

Demo Platform  Biometrics  Clinical Ops ~ IT  Pre-Clinical |QA Regulatory  Pharmaceutical Development  Pharmacovigilance  Search  Records Center  Business Architectur

=p

Learn about requiring approval.

Please select the signature you would like to create Quality fAs=zurance -

Reason Quality f=s=urance approval -

Account credentials

User Name pfentan
Password --------l
Comment
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« Define a clear change control and configuration
management process which allows you to easily
understand what is required

« Use SharePoint to govern the process and manage
all documentation

« Apply standards across the enterprise for taxonomy
and nomenclature

« Develop appropriate QC techniques which ensure
accuracy whilst being streamlined

« Make sure that users understand that all system
configuration is under change control

« Implement controlled and non-controlled
environments to minimize overhead
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« Montrium will present the third webinar in its
SharePoint for Pharma series on Extracting
Actionable Intelligence from Clinical Trials in
SharePoint on Friday May 21st 2010 at 11am EST

« This webinar will cover:
Setting the foundation of business process maps
Understanding how to identify metrics and KPIs within your organization
Importance of establishing cross functional standards
BPM and BI capabilities of SharePoint and how to exploit them
Integration of data sources

« Examples of SharePoint BPM and BI implementation within clinical trials

We look forward to seeing you there!
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Montrium Inc.
361 St-Joseph West,
Montreal (QC) H2V 2P1

Canada

Tel. 514-223-9153
info@montrium.com
WWW.montrium.com
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