
www.montrium.com COPYRIGHT MONTRIUM 2010

SharePoint for Pharma -
Beyond Automation: 
Extracting Actionable 
Intelligence from 
SharePoint

Presented by 

Fred Landry

Pharmaceutical IT Consultant

May 21st 2010



www.montrium.com COPYRIGHT MONTRIUM 2010

SharePoint for 
Pharma Series

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

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

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

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

Å Thank you for your interest!



www.montrium.com COPYRIGHT MONTRIUM 2010

Recap of last
webinar

Configuration Management Best Practices:

Å Define a clear change control and configuration management process 
which allows you to easily understand what is required

Å Use SharePoint to govern the process and manage all documentation 

Å Apply standards across the enterprise for taxonomy and nomenclature 

Å Develop appropriate QC techniques which ensure accuracy whilst 
being streamlined 

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

Å Implement controlled and non -controlled environments to minimize 
overhead

http://www.montrium.com/en/home/past-webinars.php

http://www.montrium.com/en/home/past-webinars.php
http://www.montrium.com/en/home/past-webinars.php
http://www.montrium.com/en/home/past-webinars.php
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Introduction
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ÅHow we work today: Impacts and Challenges

ÅHolistic approach to GxP management

ÅAligning your organization through BPM

ÅFeeding your operational brain with BI

ÅPutting SharePoint to value added use

ÅA real life SP example: IMP Shipment Authorization

ÅRolling knowledge into dashboards

Overview
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How we work today

Information and procedural silos

Å In todayôs GxP landscape we have independent sets 
of: 

ïResources: Individuals, groups, organizations, 
material, equipment, etc.

ïTechnology: Computerized systems, software, etc.

ïProcesses: Department, organization, project or 
product specific 

Å All generate data and information which for the most 
part remains dislocated and underexploited 

Å This makes our working environment inefficient, 
clumsy (as opposed to agile) and costly
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The silo effect: 
Lack of operational 
knowledge

The Silos Symptoms:

Å Limited cross system/cross functional knowledge
Å NVA transcribing, reconciling and collating data
Å Unclear work progress at any one point in time 

becoming even murkier across department and 
organization

Å Inability to predict resource requirements and adapt 
to ever changing market demands

Å Under exploitation of operational data
ÅOpposing sets of metrics and KPIs across functions
Å System redundancies
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The Challenge

ÅIn todayôs GxP environment, we strive to:

ïMake better drug development decisions

ïAccelerate time to market

ïIncrease organizational efficiency and agility

ïImprove understanding and management of  
R&D and manufacturing processes

ïReduce cost

ïReduce risk

ïImprove quality

ïImprove compliance
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Meeting the 
Challengeé

Å To meet the challenge we must break down organizational 
and procedural silos by:

ïLeveraging new technologies and work methods

ïMap out, re -engineer, automate and integrate 
processes

ïLeverage and establish procedural and data standards

ï Integrate computerized systems and data sources

ï Identify clear and measurable metrics and KPIs

ïAlign and integrate the quality system with automated 
processes
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Definition of BPM

Å Business process management
(BPM) is a management approach 
focused on aligning all aspects of 
an organization

Å It is a holistic management 
approach that promotes business 
effectiveness and efficiency while 
striving for innovation, flexibility, 
and integration with technology

Å Is based on continuous 
improvement of processes

Source: Wikipedia

BPM

Technology

ProcessesResources

Resources

Technology

Processes
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BPM technology 
elements

ÅWorkflows

ÅEmails, Alerts and 
Notifications

ÅDashboards

ÅExcel services

ÅPerformance Point

ÅSharePoint 
controlled libraries 
and workspaces

ÅThird party BDC 
(Business Data 

Catalogue)

ÅSites and sub - sites

ÅTask lists

ÅCalendars

ÅBlogs

Collaboration

Tools

Management

Store

Process

Engine

Business

Analytics
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Definition of 
Business Intelligence

In 1958 Hans Peter Luhn , 
a computer scientist at IBM 
used the term business 
intelligence for the first 
time. He defined 
intelligence as: 
" the ability to 
apprehend the 
interrelationships of 
presented facts in such 
a way as to guide action 
towards a desired goal. "
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Definition of BI

Å BI refers to skills, processes, 
technologies, applications and 
practices used to support 
decision making

Å BI technologies provide 
historical, current, and 
predictive views of business 
operations

Å BI is composed on reports, 
dashboards, metrics and 
analytical models

Å BI is capable of transforming 
operational and business data 
into information and knowledge

BI

Performance 
Monitoring

Planning & 
Budgeting

Business 
Analysis
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High Level Structure 
or Hierarchy

ÅWe typically think of 
clinical trial 
organization as 
hierarchical

ÅProcesses usually align 
to a particular level of 
hierarchy

ÅProcesses can be high 
level and then drill 
down

Pgm

Molecule

Study

Site

Investigator
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Identifying 
milestones

ÅMilestones are predefined events within a 
process or processes

ÅMilestones correspond to predefined key events 
or values within the various levels of the process 
maps

ÅExamples of Milestones would be:

ïIND Submission (Molecule Level)

ïProtocol Approval (Study Level)

ïFSFV (Site Level)
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CT Milestone Map 
Example
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Identifying KPIs

Å KPIs are key operational indicators which are measured 
using information from processes, data, documents

Å KPIs are calculated or non -calculated values based on one 
or many datapoints

Å KPIs can be drilled in to see underlying KPIs and data or 
rolled -up to see higher level KPIs (they are hierarchal) 

Å Examples of KPIs would be:

ïTime between FSFV and DB Lock (study level)

ïTime between last query and DB lock (study level)

ïTime to query resolution (study, site level)

Common Goal 
and Metrics 

Cross 
Functionally

Business Wide 
Understanding 
of  Processes  
and Priorities

KPIs Engineered to 
Support the Goal and 
Promote Continuous 

Improvement
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Identifying 
milestones and KPIs 
with process maps
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Identify data 
sources and 
integration points

ÅData sources for KPIs and Milestones can come 
from:

ïDocuments and document metadata

ïProcedures and procedural data (workflows)

ïDatabases (EDC, CTMS, Safety etc.)

ïProject plans and manual metrics

ÅWhen thinking about data for KPIs and 
Milestones, it is important to identify unique data 
sources

ÅEstablishment and use of standards is key to be 
able to integrate data sources and procedures
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Establishing a 
Taxonomy Standard

Å The GxP environment is document centric
Å Document centric organizations require business wide 

taxonomy standards to insure consistency of information
Å Taxonomy can be applied to lists, site/sub -site structures, 

content types and columns (metadata) in SharePoint
Å Taxonomy should be build from other available standards or 

models when possible
Å Configuration specification should be built based on 

business wide taxonomy standard when available

Example: The DIA EDM reference model can be used as a 
baseline for clinical trial organizations to formalize the 
required trial documents, their relationships and their 
required metadata.
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Integrating 
Processes through 
BPM
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Building an 
operational 
knowledge model

Dashboards ï

roll - up, drill - down, drill - in
Å By identifying key metrics, milestones and indicators 

at all levels we are able to develop multi -dimensional 
dashboards

Å These dashboards allow us to move up and down in 
our operational knowledge

Å By adding a third dimension we are able to drill in 
both in terms of data but also time

Å This model enables us to pin point key factors which 
have positive/negative impacts on our operations 
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Aligning with the 
QMS

Å Implementing this approach often requires changes to 
components of the QMS

Å When re -engineering processes break them down into clear 
steps, tasks, responsibilities and deliverable elements

Å Adopt and use available standards to define your metrics, 
KPIs and processes. (UML, BPMN, CDISC, etc.)

Å Clearly identify all interconnections on process maps

Å Re-engineer manual processes into automated processes

Å Finally align these elements to your BPM and collaborative 
environment



www.montrium.com COPYRIGHT MONTRIUM 2010

BI Example Using 
Out of the Box 
SharePoint Tools

Excel 

Services
KPIDashboard

Workflows FormsLists / Libraries
Source: Microsoft
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Enterprise 
Architecture

Business

Architecture

(BA)

System 
Architecture

(SA)

Enterprise
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System Design 
Process

BA SA

ÅProcess 
Diagrams

ÅMilestones

ÅKPIs & 
Metrics

Map

BA

ÅTechnology

ÅRegulation

ÅGxP

ÅTOC/Lean 

ÅURS

Optimize 
BA

ÅBPMN

ÅTechnology

Define

SA

BA SA

SOPs

(MS SharePoint)
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Identifying 
milestones and KPIs 
with process maps
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Study Level Process 
Break Down (Site 
Management)
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Site Level Process 
Breakdown (Site 
Initiation)
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Site Level Sub -
Process Breakdown 
(IMP Management)
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IMP Authorization 
Process 
Dependencies
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Clinical Operations 
Document Library
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IMP Shipment 
Authorization Workflow
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New IMP Shipment 
Authorization Request 
in Forms Library



www.montrium.com COPYRIGHT MONTRIUM 2010

New IMP Shipment 
Authorization Request 
InfoPath Form

From CTMS

From SharePoint 

Library
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IMP Shipment Request 
Approved by Clinical 
Operations (Form)



www.montrium.com COPYRIGHT MONTRIUM 2010

IMP Shipment Request 
Approved by Clinical 
Operations (Library)
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IMP Shipment 
Authorization 
Dashboards


