Agenda

e 09:00-9:30 Introduction to VelQuest Corporation and
Procedure Execution Technology

e 09:00—-10 :30 Demonstration of SmartLab
e 10:30-10:45 Break

« 10:45-11:15 SmartBatch Demonstration —EBR (Electronic
Batch Record)

« 11:15-11:45 Rapid Implementation Technologies for lightning -
fast cGxP deployments

e 11:45-12:00 Case Studies of Global and Local Installations as
presented at the annual IMACS (International
Meeting on Automated Compliance Systems)
conference

e 12:00-12:15 Wrap Up & Questions

Procedure
Execution
Management
System
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Regulatory Perspective - 2010

PART 2111 CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

Subpart Ifi Laboratory Controls

§ 211.165 Testing and release for distribution.

. (c) Any sampling and testing plans shall be
described in written procedures that shall

include the method of sampling and the
number of units per batch to be tested; such

written procedure shall
be followed.

Subpart Fii Production and Process Controls

§211.110 Sampling and testing of in-process
materials and drug products.

. (a) To assure batch uniformity and integrity of

drug products, written Drocedures
shall be established and
followed that describe the in-process

controls, and tests, or examinations to be
conducted on appropriate samples of in-
process materials of each batch. Such control
procedures shall be established to monitor the
output and to validate the performance of
those manufacturing processes that may be
responsible for causing variability in the
characteristics of in-process material and the
drug product éé

QC unit failures, not following
production procedures top
human drug GMP 483 citations
in FY '09.

ATHENS, GA- The tOp three drug GMP
violations in fiscal 2009
involved failings in
manufacturers' quality control

units, failure to adhere to production
procedures and validation, but laboratory
controls--a persistent problem in inspections for

many years--came in fourth.

The top three 483 violations encompassed the
following:

. * 887 citations for QCU (Quality Control
Unit) Responsibilities

. * 709 for Adherence to Production Procedures

. * 618 for Production Procedures (Validation)

An examination of these three areas indicated that in
2008 there were 110 citations for 211.22(d) --The
responsibilities and procedures
applicable to the quality control unit
are not [in writing] [fully followed].

Reference: Validation Times+ April, 2009
http://savvy.entrepreneur.com/tradejournals/article/202644993_1.h
tml

Qualli
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V_&,eluest'” Today’' s Product i\
Dilemma

A GMP/GLP compliance requires high integrity data
A Predominantly a PaperBased Environment

A Market Research confirmscompliance related activities consume 70% of

valuable laboratory resourced

Analyst/Chemists QA/Requlatory
A Data Creation A Inspections
A Investigations A Audits
A Documentation
Procedure
Execution _ _ _ _
Management Supervisors & Data Reviewers _ : Review, Checking and Approval

NAEN
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procedure RANBAXY

Execution

Management
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http://images.google.com/imgres?imgurl=http://www.mcneilcareers.com/images/branddriverswanted/McNeilCon_Logo.jpg&imgrefurl=http://www.mcneilcareers.com/consumer/index.jhtml&usg=__PIThjPXjCMWT_rkhMfLj5WxgpDQ=&h=81&w=221&sz=6&hl=en&start=2&sig2=nqbSe9FiEbgCUSz7beDjEw&tbnid=v4y4Zek13OszNM:&tbnh=39&tbnw=107&prev=/images%3Fq%3Dmcneil%2Bconsumer%26gbv%3D2%26hl%3Den&ei=qiJGS-D0AYHalAe_q-gX
http://www.meda.se/english/
http://images.google.com/imgres?imgurl=http://bioasia.bio.org/export/system/modules/org.bio.bioasia.2010/resources/images/logos/nycomed.jpg&imgrefurl=http://bioasia.bio.org/opencms/bioasia/2010/Company/index.html&usg=__dwXrzFob86ww9GpiC0OcAL5HtHI=&h=1337&w=1784&sz=151&hl=en&start=43&sig2=GUvRCnUHAzSnnWXeTGxOjw&tbnid=mZXC3RLUqyDjvM:&tbnh=112&tbnw=150&prev=/images%3Fq%3Dnycomed%26gbv%3D2%26ndsp%3D21%26hl%3Den%26sa%3DN%26start%3D42&ei=wSNGS7DsEcXBlAfBmrkG
http://images.google.com/imgres?imgurl=http://www.pasteur.fr/infosci/conf/hfp2007/Pfizer.gif&imgrefurl=http://www.pasteur.fr/infosci/conf/hfp2007/&usg=__lldz6KSEHVr7-RTelp8NOAoQNSc=&h=1500&w=2400&sz=253&hl=en&start=1&sig2=HzIXK9zYmDhyDjGEU9CyGA&tbnid=5x1FDE7r8oEfeM:&tbnh=94&tbnw=150&prev=/images%3Fq%3Dpfizer%26gbv%3D2%26hl%3Den&ei=tSRGS_qJE9DOlAel1JAg
http://images.google.com/imgres?imgurl=http://jobs.rte.ie/Logos/Gerard-Laboratories-1446.gif&imgrefurl=http://jobs.rte.ie/Recruiters/Gerard-Laboratories-1446.aspx&usg=__a3I68cSbyWxqD5_LnvJzJoT00xM=&h=150&w=400&sz=15&hl=en&start=3&sig2=DPo5U2N7meys4BFznv45bQ&itbs=1&tbnid=SaUKTT3zVswp1M:&tbnh=47&tbnw=124&prev=/images%3Fq%3Dgerard%2Bmylan%2Bpharmaceuticals%26gbv%3D2%26hl%3Den&ei=u6BpS_nnF-LUlQe2i5StCQ
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)ANNUAL

I M Acs April 21-22, 2009

BB MM INTERNATIONAL MEETING ON AUTOMATED COMPLIANCE SYSTEMS Dublin, Ireland

A fin one plant, the implementation of
SmartLab yielded 38% gains in reviewand
approval processes. This is repeated 4,800
times/year. This ALONEpaid for the entire
SmartLab deployment costs in less than 2
years.o

A i éoverall cycle times for release testing
improve by over 40%.0

A fin today & economic challenges, our QC/QA
operation at a single plant was reduced
from 440 resources to 192. This can only
be done with workflow automation such as
SmartLab.o

A fn our facility, lab deviations were reduced
by 80% with SmartLabAND we liberated 5
FTES (out of 20) from the QC labs. 0

Pharmaceutical operations from 13

A fThe management of over 200,000 sheets of countries attended IMACS 2009
paper were eliminated by going paperless

with the SmartLab platform. 0
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Eli Lilly and Company
Compliance Benefits Observed

Deviation Rate vs SmartLab Volume

o
[1:]
« =<
£ ="
f=1 =
£ =
w =0
o
@
0 : L e 0
5= Lab q .. . L
nars IMACS Presentation i Lukas Gogis Eli Lilly May 21, 2008
. Compliance to method criteria enforced . Elimination of paper documents ensures retrieval of
- critical records at need
. Entry errors and manual transcription
reduced . System enforces good documentation practices
. . . Audit trails for system are immediately retrievable
. Time/date stamp, analyst ID, equipment .
and reviewable
. info captured real-time _ _ _
Procedure . Current approved method automatically associated with
Execution . Reagent and other expiry dating enforced testing of any sample
Management . N
. Equipment availability controlled by . Method text available to analyst during testing without

NAEN

system recourse to other systems
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Bristol-Myers Squibb Company
Compliance Value & Resource Savings

Time
Avg #
Task Samples Test
per Test Paper Based VelQuest % Resource Savings
5 Hardness 13 minutes 3 minutes 77%
2 Appearance 9 minutes 3 minutes 67%
Write Up
Results
6 Dissolution 7 hours, 40 min. | 2 hours, 50 min. 63%
15 Potency & Impurities 12 hours, 40 min. | 6 hours, 30 min. 499,
6 Dissolution 2 hours 1 hour 50%
Procedure Review &
iy Approve
Execution 15 Potency & Impurities 2 hours 1 hour 50%
Management
System
From Proceedings of IMACS 2006 ( May 17t h, Princeton, NJ) , AAut omated Compliance:

From Lab-to-P1 ant f, Di rect or ,-MyerDSquibbfCompang t i c s , Bristol
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Forest Laboratores
Users Feedback

Results Summary

System Performance of servers has been trouble free.
performance No delay between keystroke and activity
Procedure Chemist must follow procedures as written
execution True chemist errors almost eliminated

Data integrity

All data and meta data collected and recorded in real time
Audit trail gives assurance of GMP compliance

Eliminates tedious paper write-ups and issues with poor handwriting or spelling

Personnel Highlight chemists with poor technique
IT skills training may be required for some staff
Laboratory Management of schedules, instruments, ... enhanced
management Elimination of numerous excel spreadsheets and access databases
Regulatory Recent FDA audit very positive towards system. Data capture rather than entry.
audits Recent consultant review also extremely positive
Business Dafca can be shared from anywhere irrespective of time zone, presence of staff.
s Nuisance requests reduced.
objectives Adaptability for future in place [ /\®

Bhavna Aggarwal Forest Laboratories IMACS 2011 - Boston

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



Ut® Forest Laboratores
> Users Feedback

Reviewer Feedback

Surveyed approximately 10 day-to-day reviewers of the system

Summary of Results:
1. On average, | consider SmartLab to be a timesaver that increases my
productivity.
+ 100% answered Yes

2. Onascale of 1 to 10, how would you rate SmartLab on its ease of
use?

* Average rating of 8

3. Onascale of 1to 10, how would you rate SmartLab on how easy it
was to learn how to use?
+ Average rating of 7
4. In general, do you prefer SmartLab to our old testing system?

Procedure + 100% answered Yes
Execution

Management
System /A@

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



VelQuest’ VelQuest Products Portfolio

Procedure Execution
Management Systems

Manufacturing
Electronic Batch Records

Laboratories
Lab Execution System

A 4

\ 4
-SmartlLab™ Mgt Suite -Smart Bat ch™ Mg
-Smart LalBhNM RE Management -Smart Batch™ EB
-SmartLab™ ||D Layer -Smart Batch™ ED

Execution
Layer
Data Capture
Layer

Procedure
Execution
Management
NAEN

_____ ePMC Platform

Electronic Process Management and Compliance

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



Vel Quest 0s Technc

We’ve Been Busy!

Automated Quality Systems
High Value - Low Cost - Fast
Deployment ... Guaranteed!

OP-X-Apps!
Standalone Freedom Workstations
or Enterprise Solutions

SmartLab LIMS Applications-
Integrating LIMS Functions
to BenchTop Work for Stability,
Sample Management, EM,
Consumables Mgt, etc.

SmartBatch Integrating
Lab and Shop Floor
Quality Data

Electronic Data Exchange

With IT Systems — LIMS, Rich Library of
SAP, etc. Automated GMP Methods
Enhanced Connectivity to
Chromatography Data Systems
E;(;f:i?il:):\e 1999 Rich Library of GMP
Management GMP Electronic Instrument Connections
Notebooks with

NAEN

Lab Execution glectronic Data capture —> Procedure Execution —> Mgt Functions

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



Veli%uest” The VelQuest Solution

Management and Execution Layers

™ I
Management SmartLab Mgt Suite
Layer SmartBatch™ Mgt Sui
_ N Applications: -
Execution 1. Sample & Spec
‘ Layer Management (SSM)

2. Consumable Inventory

Data Capture Management(CIMS)
Layer 3. Environmental
Monitoring(EM)

4. Stability Management
ePMC Platform 5. Calibration Mgr

Procedure
Execution
Management
NAEN

Electronic Process Management and Compliance

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



VelQuest Product and Application Portfolio

Advanced Reporting

Inventory & Labeling o

. € =

d - 2 g

3 Scheduling GE) - 2L
= S| g|a| & 2| ¢ =
Workflow Mgt Slale] g Sl 3| o 2| 3
s|l2o o8 nlElc|s| o
C| o Ol 0| = %! X
< AEE B E B EE
,Q Data Exchange 2l s S S % 3| < Fls|z
) : o3 o > = = L1 s )
x Procedure Execution o|lBlol&|l218|5|=|c|x
w ol s5|2l@Z2E12|2|x]l=]<
g Electronic Data Capture SINSIEI&laIZl3lalald

Procedure —_—

Execution
Management
System
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Process
Parameters

f compliant Procedure

Product
- L]

------------------------- e . rience and Innovation
Procedures N AN Acca

%% YelQuest Method Builder [C:,Program Files'YelQuest'MethodBuilder' datastore.vql] ;Iil ZI
——————— File Edit Library Method Window Help

%9 YelQuest Method Builder [C:"Program Files' ¥elQuest'MethodBuilder',datastore.vql] ;lilll
Section File Edit Library Method Window Help
Blocks

ARR" N AR ==Y -] +
Fiter: C € /m

Dpe 0 W‘Verification Results I

g Manual Soluton Bxprration (L0.) & loocre 0000000000

] Minimum Salution Expiration [1Reager Marne Show: Complets || Mo Commands || Test Method
.[B] Minitum Solution Expiration [2Reager - t3|Fived Weigh Optional 1
5] Minirmum Solutian Expiration [3Reager
.5 Minifrim Solution Expiration [4Reager
g Record Fixed Yolume (1.0.2)

.5 Sraled Reagent Amount

.5 Sraled Reagent Liguid Weight (1,0.1)

Zoom: 100% - | & |

.5 Sraled Reagent Yolurne (1.0.5)

-[&g Solution Conc [Prepared] (1.0.3) 31  Bromocresol green TS
Solution Conditioning (1.0.2) ] . .
Solution Expiration Calculation 32 Weigh and transfer 50 mg of bromocresol green inte a 150 mL flask Dissolve

..[tg Wolurme Selection Add instructions Here with alcohol to 100 mL. Wiz well Filter if necessary.

B UVYis

E Measure W Abs [Fixed wavelength]
-[5] Measure UY Abs [Fixed wavelength][L
E U Sample vs Std Comparison [Fixed
B+ Weighing

.t Dosage Unit Weights (1.0,
i Fed weighoifrence 1|1 NE Steps are added to the

%] Fived Weigh Difference (1) MethOd
-.[t3] Fiveed \Weigh Direct
- [tg] Fired Weigh Optional (1.0,2)
B[ Fred Weigh Lirect |t 1olerance]
Fixed Weigh Optional (1.0.2)

-.[tg Target Weigh Difference (1.0.1)
[t Target Waigh Direct

.[tg Target Weigh Optional (1.0.2)

Procedure -.[5] weigh direct

A 5] Weigh Direct[na limit] ||
Execution -
« S

L. Basic Functions

Record the weighing technigue being used to weigh the Component.

Record the weight of Component, in Unit.

Record the Gross weight and tare weight, in Unit. Calculate the
net weight in Unit of Component.

33  0.1N Hydrochloric Acid ¥S

34 Inaclean 1000 mL wolumetric flask, containing 600 mL of purified water add 8.5
mL of concentrated HCL Bring up to velume with purified water. Mis well

(standardize)

35  Weigh and transfer 0.5 g of tromethamine in a clean 150 mL flask (MNote

tromethamine is previcusly dried at 105°C for 3 hours)

36 Dissolvein 50 L of purified water. Add 2 drops of bromocresol green TS

7 Unit Operations 37 Titrate with 01N HCL until the solution iz pale vellow. Each 12114 mg of

tromethamine 15 equivalent to 1 mL of 0.1 HCL  Eecord resultz and the

@ Sections
calculate HCL normality.
| Methods
a | ﬂ Process |
wioHod

Wstart] | [ @& @ |7 velQuest ePMC - Proc.. | i Zil [ CiiDocuments and Settin... | TRL WL 414 M
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VelQuest SmartLab™
GMP E-Notebooks

)))))) Wireless Network

Communications

(Wired optional)

Procedure Display
& Data Acquisition

Secure, Compliant, Live Data

VelQuest Server
and Database

(«

Application Suite
* SmartLab™

* SmartShell™
* SmartBatch™

Customer Wire Network

Manual Entry

& Observations 4

PC-based
Instruments

Fi
instruments Ei
2

Other Applications
& Devices . &
Data Collection VelQuest
Validated
Interfaces

R - -y I
DOCUMENT MANAGEMENT NE&TX\I&TII(C?\;SOTEISVI =
- SOPs - ERP
- ATMs - Analytical Test Methods - Chromatpgraphy Data Systems
- Data Sheets - Training Records
- Method Templates - LIMS
- Other
> y g

Patented Technology

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911




Vel Quest’ Procedure Execution Management
‘& System

HHH

I

PERERRERER RE]

» Execution of * On-Line Process * Automated Report
Correct Full SOPs Data Review Generation
» Automated data » All Critical Quality » Electronic C-of-A’" s
Procedure capture Attributes & Batch Records
Execution
Management « Automated * Automated Data el ntegrat ec
2L calculations Exchange with CPPs

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



VelQuest Research ELNs, LIMS, &

Lab Execution System bDifferences

Research ELN LIMS Lab Execution System cGxP ELN

= try & Biology “*-7 =" " Horting, Speci
- 5

—
L A A R T — O O

Revcton | ., U5 wer Dot |

prty & Knowledge t Results & St

- DeSTgET ;— PPt T Tree rorm —research & Structure Highly Structured —ProduCrerr= TSIy SUructurcu—Tvict oo cu&u—
Centric, Experiments Results Centric Preparation Centric, Compliance Centric
Key Points
Search Approac| e Procedure Execution vs. Notebook Page vs. Sample Management EﬂDdStv o
L Data Review -
. Interfaces Hata quickly

* NB to/from PE = Instrument Data, Method Transfer, Content Mgt
» LIMS to/from PE = Stability Samples, Routine Samples, Results
Data Capture Df ® Business Leverage

» System Extension Risk = Resources, Cost, Compliance

» Best-of-Breed = Rapid Deployment and Benefit Realization

alculations, and
state checks

Procedure

Execution Instrument Integration Databases and Research Highly Custom Coded for ERP to Direct Connections with Instruments
Management Approach “systems”/ software LIMS and LIMS to CDS and other (including CDS) and LIMS or SAP Layers
System instruments Library approach

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911
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Customer Deployment Models

Supply Chain Management
* Inventory control
e Order tracking
» Sales, and finance

ERP

I

SL thinLIMS Information Management
SB Mgt Suite « Sample Administration
* Product Specs & Stability
* Trending and Reporting
Procedure/Method/Batch Workflow Execution

Execution « SOP Execution

I » Best Practice Standards

Instrument & Chromatography Electronic Data Capture

Equipment Data Lt S sl « Direct Data Capture
System (IDS) (CDS)

LIMS/MES

* Review/Approve Data

» Secure, Compliant, Live
Data

VelQuest Functional Layers

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911




Velguest" Summary:
Customer Satisfaction d Global Deployments

AVATIR

ioiclmsmmum * 7 B .'-o._'__

\ ’ » ( 5
@ . : Ly -
: A AR @@ Bristol-Myers Squibb Company
'|‘_ Covinmes Frenibeere n .

{ = Lantheus

Medical Imaging

AstraZeneca§

AstraZeneca§

CRESCENT

: . GO0 )
e guest e

Porformance the Word Over \ AstraZeneca seleh ',,E fic
™\ Boehringer
Prandem I Ill Ingelheim


http://www.pfizer.com/home/
http://www.pfizer.com/home/
http://www.centocor.com/centocor/index.html

VelQuest’

Procedure
Execution
Management
System

Why VelQuest Now?

VelQuest is the only company that provides:

» W N

Ul

P No

The only Procedure Execution Management System
deployed worldwide in Life Sciences

Largest Network of Global Customers in cGxP Lab
Execution/ELN Market

Most Published Testimonials/Metrics from
Customers in this space

Broadest Technology Platform with integrated Data
Capture, Procedure Execution, and Mgt Layers

Richest Libraries of Application Content and System
Interfaces

Scalability from the Bench to the Enterprise
Leadership position in CQA-CPP for QbD initiatives
Guaranteed Results

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911



Discover how

Management System
enables you to
Procedure achieve 10X Lower Compliance Risk
Execution over paper

Management

System eéand pays !for

Vel Quest 6s Procedur e

t sel

f

Thank You: Contact us Today

VelQuest USA

E x e ¢ u2b Souwh ptreet

Hopkinton, MA 01748
USA

Tele: 508.497.9911
Fax: 508.497.2396

info@VelQuest.com
www.VelQuest.com

VelQuest Europe

VelQuest Corporation 25 South Street Hopkinton, MA 01748 USA 508-497-9911
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