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monTtrium

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

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

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

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

A Thank you for your interest!
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Configuration Management Best Practices:

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

o o Do Do Do Do

http://www.montrium.com/en/home/past-webinars.php
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AHow we work today: Impacts and Challenges
AHolistic approachto  GxP management
AAligning your organization through BPM

AFeeding your operational brain with Bl

APutting SharePoint to value added use

AA real life SP example: IMP Shipment Authorization
ARolling knowledge into dashboards
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Information and procedural silos

A 1 n t o dsaR/léndscape we have independent sets
of:

I Resources: Individuals, groups, organizations,
material, equipment, etc.

I Technology: Computerized systems, software, etc.

I Processes: Department, organization, project or
product specific

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

A This makes our working environment inefficient,
clumsy (as opposed to agile) and costly
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The Silos Symptoms:

A Limited cross system/cross functional knowledge
A NVA transcribing, reconciling and collating data

A Unclear work progress at any one point in time
becoming even murkier across department and
organization

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

A Under exploitation of operational data
A Opposing sets of metrics and KPIs across functions
A System redundancies
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Al n t o dsaB @ndronment, we strive to:
I Make better drug development decisions
I Accelerate time to market
I Increase organizational efficiency and agility

I Improve understanding and management of
R&D and manufacturing processes

I Reduce cost

I Reduce risk

I Improve quality

I Improve compliance
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A To meet the challenge we must break down organizational
and procedural silos by:

I Leveraging new technologies and work methods

I Map out, re -engineer, automate and integrate
processes

I Leverage and establish procedural and data standards
I Integrate computerized systems and data sources
I ldentify clear and measurable metrics and KPlIs

I Align and integrate the quality system with automated
processes
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A Business process management
(BPM) is a management approach
focused on aligning all aspects of
an organization

A Itisa holistic management
approach that promotes business
effectiveness and efficiency while
striving for innovation, flexibility,
and integration with technology

A s based on continuous
improvement of processes

Technology

Resources Processes
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BPM technology
elements

ASites and sub
ATask lists
AcCalendars
ABlogs

ADashboards
AExcel services
APerformance Point

\

- sites

ollaboration
Tools

Business
Analytics

ASharePoint

controlled libraries

and workspaces

AThird party BDC
(Business Data

Catalogue)

.

Management
Store

Process
Engine

AwWorkflows

AEmails, Alerts and
Notifications

WWw.montrium.com
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Definition of

| lligen
MOATALUM 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 abillity to
apprehend the
Interrelationships of
presented facts in such
a way as to guide action
towards a desired goal.
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A BI refers to skills, processes,
technologies, applications and
practices used to support
decision making

Bl technologies provide
historical, current, and
predictive views of business
operations

Bl is composed on reports,
dashboards, metrics and
analytical models

Bl Is capable of transforming
operational and business data

Into information and knowledge

WWw.montrium.com
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High Level Structure
or Hierarchy

A We typically think of
clinical trial
organization as
hierarchical

A Processes usually align
to a particular level of
hierarchy

A Processes can be high
level and then drill
down

A

WWw.montrium.com
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A Milestones are predefined events within a
Process or processes

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

A Examples of Milestones  would be:

I IND Submission (Molecule Level)
I Protocol Approval (Study Level)

i FSFV (Site Level)

WWw.montrium.com COPYRIGHT MONTRIUM 2010



CT Milestone Map

Example

monTrium
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or many datapoints

o Po Do Do

Examples of KPIs would be:

I Time between FSFV and DB Lock (study level)

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

KPIs are calculated or non -calculated values based on one

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

I Time between last query and DB lock (study level)

I Time to query resolution (study, site level)

Common Goal Business Wide KPIs Engineered to

and Metrics Understanding Support the Goal and

Cross of Processes Promote Continuous
Functionally and Priorities Improvement

WWw.montrium.com
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ldentifying
. milestones and KPIs
mMmonTrium  with process maps

_ MOL101-IND Preparation -
Time = 4mths

- Time to FPFV-
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A Data sources for KPIs and Milestones can come
from:

I Documents and document metadata

I Procedures and procedural data (workflows)
I Databases (EDC, CTMS, Safety etc.)

I Project plans and manual metrics

A When thinking about data for KPIs and
Milestones, it is Important to identify unique data
sources

A Establishment and use of standards is key to be
able to integrate data sources and procedures
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The GxP environment is document centric

Document centric organizations require business wide
taxonomy standards to insure consistency of information

Taxonomy can be applied to lists, site/sub - Site structures,
content types and columns (metadata) in SharePoint

Taxonomy should be build from other available standards or
models when possible

Configuration specification should be built based on
business wide taxonomy standard when available

o o To Do D»

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
o | Processes through
MmonTrium BPM

B| Business Analytics (Milestones and KPlIs)

BPM Process Engine (Process Maps)

Interface /

Collaboration Tools / Content Management Store
Transport

People
Processes
Platforms
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Dashboards i
roll -up, drill -down, drill  -In
A By identifying key metrics, milestones and indicators
at all levels we are able to develop multi -dimensional

dashboards

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

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

A This model enables us to pin point key factors which
have positive/negative impacts on our operations
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Implementing this approach often requires changes to
components of the QMS

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

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

Clearly identify all interconnections on process maps
Re-engineer manual processes into automated processes

Finally align these elements to your BPM and collaborative
environment

o o Do Do Do Do
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Business System
Architecture Architecture )

(BA) (SA)

WWw.montrium.com COPYRIGHT MONTRIUM 2010



System Design
monTrium Process

(MS SharePoint)

SOPs

AProcess ATechnology
Diagrams ( _ A Regulation
Ma ABPMN
( . AMilestones Optimize  Ygyees

BA

ATechnol
BA AKPIs & Echioiogy

Metrics

ATOC/Lean
” AURS
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Study Level Process
o | Break Down (Site
monTrium Management)

(Time to Initiate)

Study Level Metric
{Time from Site Selected to Site Closed)
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Site Level Process
Breakdown (Site
MOoNTrium Initiation)

o o

i Site Management
I
Site Site Qualification Site Monitoring
O_-[ Recruitment ¥ & Selection ‘ > Sitenitiation & Blnslhg l__o

r.;-:.".' _______________________________________________________________________________________________ :_:'1"‘1
¢ Site Initiation
! Regulatory
i Submission -
i Process .
i ™
i +
E |_| Auxiliary

> Supplies
Management
. m ¥ ¥

i
i
i
i
:
: . 1
i
i
ISF Protocol & ICF IMP
Management Managﬂmnnt Managnmant Management
i
| 7] S
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Site Level Sub -
} Process Breakdown
monTrium (IMP Management)

Potential KPIs: IMP Tracking &
Number of In-Process Reconcilliation
IMP Shipment
Authorizations per Study
Avg Time to obtain IMP
hipment Authorization per
study and / or region
Avg Time to obtain
linical operation approval

l )
Site Sub-Process Level Metric
{Time to Authorize)
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MP Authorization
Process
mMmonTrium Dependencies
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IMP Authorization Sub-Process

Protocol ool IRE Approval
< CTA Investigator CV Medical License  Financial Disclosure FDA 1572Form Signature Page [Sfl.lr!?mltted] Letter
g [Final Filed] [Final Filed] [Final Filad] [Final Filed] [Final Filed] [Final Filed] [Final Filed]
S = = = = = = = =
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o
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i : i
1 L]
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! orms manitor e ship form supplier
"Aum(;rr?fa?on io databasa for Authorization
Ship Form” for site abjects OID1 to Record of IMP Ensai
! 0 Assign task to Authorization to Noufle:aﬂen
i 0 Ship H
@ : | C"“Lﬁ'ﬁg":"?ﬂms [Final Filed] All Approvals H
I RE o E 1
8 i [CFBIEItE] Status approve shipment ived H
o i ; Changed :
o i : V ;
1 L]
I Indicate new status and QI Just Update Authorization H
| = status changed date in Recaived R:::lm‘;i‘ﬁ';m to ship form with i
| -Update] — authorization 1o ship Manager to Approval ime, date i
i Investigational product AllOID gh' it and approver H
i form. Received 1 Bpprove shipme information i
P h—————— - {Update] — — — — — — — === ;
i Authorization 1o | :
i Ship Form | H
y T 0
® | : E
= 1 L]
g : 1 :
e i Complete approve '
'; g:, i : i" shipment task E
m 1 L]
S c ! ! | ; !
] | | | Email i
== : : |Motification !
? ! I [Reminder] — — — — :
o i 1 H
| , a
c i ! i
<] ! I i
% = ' |
= ' Complete approve !
E % i i shipment task i
o2 ! : Task '
=8 : Email i
o= ! | Natification !
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Demo Platform Welcome Tevin Pathareddy = | My Site
} Clinical Ops All Sites - |P| Advanced Search
Demo Platform  Biometrics | ClinicalOps | IT  Pre-Clinical QA  Regulstory  Pharmaceutical Development  Pharmacovigilance  Search  Records Center  Program Management Site Actions *
- Demo Platform = Clinical Ops » Product-101
j Product-101
View All Site Content Clinical Study Files
Clinincal Documents New©® | Uplosd © | Actions™ | Setfings © S0 site US-001 -
* Product-101 Type Mame Content Type Program  Molecule Study Mumber  Site Number  PI Name Doc Status Status Date
= Product-102
® Product-103 =) Content Type : Completed CRFs (2]
= ClinOps Dashboards E CRF 105 Completed CRFs Gl Product- Studhy-101 Us-001 Dr Smith Finzal 2f2/2010
101 Approved
Monitoring @] CcRF10s Completed CRFs al Product- Study-101 US-001 Dr Smith Final Filed Y2010 |
= Manitoring Visits 101
» Issues Log
S T =l Content Type : Data Clarification Forms and Queries (1)
= Maonitoring
E Data Query 101 Data Clarification Forms and Gl Product- Studhy-101 Us-001 Dr Smith Final Filed 1/42010
IMP Management Chueries 101
= IMP Shipment
e = Content Type : FDA 1572 (1)
= IMP Shipment Requests E Study-101-1572-001 ! HEw FDA 1572 Gl Product- Study-101 Us-001 Paul Final Filed 2112010
101 Fenton
= IMP Managems=nt
Trackers = Content Type : Financial Disclosure Forms (1}
s Site Activation Tracker E FIM Disclosure for site UISDIL Financial Disclosure Forms F1 Product- Studhy-101 US-001 Finzal 152010
103 Approved
Lists
Tack =l Content Type : Investigator CWs (3}
» Tasks
Investigator CV Invvestigator CVs Gl Product- Study-101 LS-001 Dr Fenton Finzl Filed &/ 2010
® Clinical Team Calendar E E 101 dy- e/ I
= KPI-IMP Shipment TH  MCP-103-302-US-001-CV- Investigstor CVs ov Product- Studhy-101 Us-001 Green Finzl 172010
Authorization 00z 101 Approved
Forms E Studhy-101-US-001-ICV- Inwvestigator CVs cv Product- Studhy-101 US-001 Jones Draft 1782010
Site Hierarchy o
Brovrsers =] Content Type : Protocol Signature Page (1)
IMP Shipment Authorizations m Study-101-US-001-PSG- Protocal Signature Page &l Product- Studhy-101 Us-001 Paul Finzl Filed 1/9/2010
IMP Shipment Requests & HEW 11 Fenton
Manitoring Visits
Product-101
Product-102
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" IMP Shipment

MOATAIU M Authorization Workflow

Clinical Ops

mmmﬁnwmw Sams  RemecsCamer  Program Mamagement

ﬂ :;:E;;;;;:E;;;m: JIF_SIUIEI:I n];;:lnlh!s ?H-iltlt'llluhﬂ'n!!l!l_
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New IMP Shipment
Authorization Request
monTrium in Forms Library

Demo Platform | = vy Si My Links = @

} Clinical Ops all Sites -| [R] Advanced Search

Demo Platform  Biometrics | Climical Ops | 1T Pre-Clinical QA& Regulstory  Pharmaceutical Development  Pharmacovigilance  Search  Records Center Program Management Site Actions *

—= Demo Platform = Clinical Ops = IMP Shipment Authorizations
[3 IMP Shipment Authorizations

View All Site Content Mew = | Upload = I Adtions = ] Sedtings = W All Documents -
=l == Type Name Site Number  PI Name CO Approval OO Approval Date RA Approval  RA Approval Date  Authorization Status :
= Product-101 =
» Product-102 Study Number : Study-101 (2)

» Product-103

« ClinOps Dashbozrds Study Mumber : Study-102 (2)

Monitoring = Study Mumber : Study-103 (1)
= Moritoring Visits €  Product103-Study-103-105 ! rew 108 Arthur Pach Mo M Mew Authorization
s [ssues Log
« Maritoring Dashboard |2l Study Mumber : Study-104 (1}
; Prosdhect-101-Study-104-007 |t 007 Mark Dosch ¥ 2010 ¥ 2010 Authorized —
IMP Management qQ 1015 L " e 1 s ET )y
. L’“mphg:;t":g = Study Number : Study-201 (2)
» IMP Shipment Regquests ﬂ;ﬂ Product-102-Study-201-105 ! rew 105 Sharon Debnam Yes 41913010 Mo Authorization in Progress
= IMP Management &)  Product-103-Study-201-003 ! rew 003 John Dos Mo M Authorization in Progress
Trackers

= Study Number : Study-202 (2)

® Site Activation Tracker

@j Product-102-Study-202-105 ! retw 105 Maureen Lillich Na Mo Authorzation in Progress
s @)  Product102 Study-202.995 L reew 958 Mark Dosch Mo Mo Authorization in Progress
w Tasks
» Cliniczl Team Calendar = Study Number : Study-204 (1)
Forms @]  Produc-102-Srudy-204-002 | riew 002 Ann Harden Yes H11/2010 Yes 4/1/2010 Authorized

Site Hierarchy

wl Prrussors
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From CTMS

From SharePoint
Library

Authorization to ship Investigational Products

monTrium

Status: New Authorization

1. Investigator Information

Product Number:

Product-103

Protocol Mumber:

Study-103

—

Site Number:

105

Investigator Name:

Arthur Poch

Investigator Shipping Address:

3217 Mabel

Investigator Shipping Contact
Telephone Number:

318-525-3233

2. Clinical Operations Authorization:

q

Site Status Selected - |Date:| 2/15/2010 [
Debarment Check ~ [Date: = -
Clinical Trial Agreement(CTA) + |Date: m@= -
Print Mame:

Clinical Ops Approval Date: =

Parent Document |MTM-S0P- Shipment of Investigational Product(s) to clinical investigators
012

Form Mumber  |Revision Effective Date Page Number

MTM-S0P-012-FA 00 MAR 28 2009 10f1

WWw.montrium.com
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Authorization to ship Investigational Products

monTrium

Status:

1. Investigator Information

Product Mumber:

Product-103

Protocol Number:

Study-103

Site Number:

105

Investigator Name:

Arthur Poch

Investigator Shipping Address:

3217 Mabel

Investigator Shipping Contact
Telephone Mumber:

318-525-3233

2. Clinical Operations Authorization:

Site Status Selected ~ |Date: | 1/15/2010 (B

Debarment Check Final Filed - [Date:| 2112010 (B

Clinical Trial Agreement(CTA) | Final Filed v [Date [2/16/2010  [E)

Print Name: Tevin Pathareddy

Clinical Ops Approval 7 |Dater |2-"2s1f201[] ]
3. Regulator Affairs Authorization:

Form FDA 1572 ~ |Date: Iﬁl

Investigator CV - |Date: =

Investigator Medical License ~ |Date: =

Financial Disclosure for Pl and - |Date: =

Sub-Investigator _

Signature Page of most Recent - |Date: =

version of Protocol —

IRB Approval Letter ~ |Date: = D

Most recent version of Protocal - |Date: = -

submitted to FDA _

Print Name:

Regulatory Affairs Approval |Date: | IEI

*This form must be completed prior to shipment

Parent Document |MTM-SOP-
012

Shipment of Investigational Product(s) to clinical investigators

Form Number Revision
MTM-SOP-012-FA

WWw.montrium.com

Effective Date

MAR 28 2009

Page Number

10of 1

COPYRIGHT MONTRIUM 2010



IMP Shipment Request
Approved by Clinical
MonNnTrium  Operations (Library)

Demo Platform Welcome Tevin Pathareddy = | My Site | My Links = @

J Clinical Ops all Sites -| | 2| advanced Search

Demo Plastform  Biometrics | Climical @ps | IT  Pre-Clinical QA  Regulstory  Pharmaceutical Development  Pharmacovigilance  Search  Reconds Center  Program Management Site Actions =

— Demo Platform = Clinical Ops = IMP Shipment Authorizations
[3 IMP Shipment Authorizations

Wiew All Site Content New = | Upload = ] Actions = I Cettings = V=T All Documents -
| e
S L= Type MName Site Number  PI Name CO Approval  CO Approwzl Date RA Approwval  RA Approvsl Date  Awthorzation Status
» Product-101 E
» Product-102 [# Study Mumber : Study-101 {2)
» Product-103

« ClinOps Dashboards 18 Study Number : Study-102 (2)

Monitoring = Study Number : Study-103 (1)
= Manitoring Visits ]  Product-103-Stedy-103-105 ! rew 105 Arthur Poch Yes 2/24/2010 No Autharization in Progress
= [ssues Log
= Manitoring Diashbosrd |2 Study Number : Study-104 (1)
: Product-101-Study-104-007 | 007 Mark Dosch ki 2010 ki 2010 Authorzed
IMP Management e 101-Sudy-1 HEwW s e, s 312/ P
. L":hg'ggt":g = Study Number : Study-201 (2)
« IMP Shipment Requests ]  Produc-102-Swdy-201-105 ! rew 105 Sharon Debnam Yes 4/5/2010 No Authorization in Progress
=« IMP Mznasgement ]  Product-103-Study-201-003 ! Hew 003 John Dos Mo Mo Authorization in Progress
L= = Study Number : Study-202 (2)
= Site Activation Tracker @j Prosuct-102-Study-202-105 | rew 105 Maureen Lilich Mo No Authorization in Progress
He @.‘] Product-102-Study-202-999 | rew 999 Mark Dosch Mo Mo Auwthorization in Progress
m Tasks
s Clinical Team Calendar = Study Number : Study-204 (1)
Forms @j p;m_]_gzgmd.rn.ME MW o2 Ann Harden Yes 3112010 Yes 4/1/2010 Authorized
Site Hierarchy
3| Browsars hi
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Authorization to ship Investigational Products

monTrium

Status: / ized

1. Investigator Information

Product Number: Product-102 -
Protocol Number: Study-103 -
Site Mumber: 105 -
Investigator Name: Arthur Poch -
Investigator Shipping Address: 3217 Mabel

Investigator Shipping Contact 318-525-3233

Telephone Mumber:

2. Clinical Operations Authorization:

Site Status Selected - |Date: | 1/15/2010 (5
Debarment Check Final Filed - [Date:(2/1/2010 (B
Clinical Trial Agreement(CTA) Final Filed - |Date: | 2/16/2010 [EF
Print Name: Tevin Pathareddy
Clinical Ops Approval 7 |Date:|2_-"24.-"2010 =
3. Regulator Affairs Authorization:
Form FDA 1572 Final Filed + |Pate:} 3/3/2010 |E|
Investigatar CV Final Filed - |Date:| 3/3/2010 =
Investigator Medical License Einal Filed - |Dates) 372010 [
Financial Disclosure for Pl and | gin3) Eiled - |[Date:] 3/3/2010 =\
Sub-Investigator 7
Signature Page of most Recent | Fin5] Filed - |Pate:l 31102010 B
version of Protocol _
IRB Approval Letter Einal Filed - |Date:] /312010 [
Maost recent version of Protocol | g pmitted - |Date:]| 4/2/2010 (==
submitted to FDA _
Print Name- John Smith
Regulatory Affairs Approval v |Date: |4f’5f’2010 =)

*This form must be completed prior to shipment

Parent Document |[MTM-S0P-
01z

Shipment of Investigational Product(s) to clinical investigators

Form Mumber Revision
MTM-S0P-012-FA

Effective Date Page Mumber

MAR 28 2009 10of1

—

WWw.montrium.com

COPYRIGHT MONTRIUM 2010



monTrium

Dema Platform Welcome Tevin Pathareddy = | My Sh My Links = @

| } Clinical Ops Al Sites -] [ P] advanced Search

Demo Platform  Biometics | Climical ©ps | IT  Pre-Clinical QA&  Regulstory  Pharmaceutical Development  Pharmacovigilance  Search  Records Center Program Management Site Actions =

— Demo Platform = Clinical ©ps = IMP Shipment Authorizations
j IMP Shipment Authorizations

Wiew All Site Content = I Achons = I Sattings © P Al Documents -
Clinincal Documents Type Mame Site Number  PI Name CO Approwval  CO Approval Date RA Apmroval  RA Approval Date  Awthorization Status

= Product-101 =
= Product-102 Study Number : Study-101 (2}

= Product-103

Study Number : Study-102 ()

= ClinCps Dashboards

Menitoring = Study Mumber : Study-103 (1)
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