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Agenda

• 09:00 –9:30 Introduction to VelQuest Corporation and 

Procedure Execution Technology

• 09:00 –10 :30 Demonstration of SmartLab

• 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

• 11:45 –12:00 Case Studies of Global and Local Installations as 

presented at the annual IMACS (International 

Meeting on Automated Compliance Systems) 

conference

• 12:00 –12:15 Wrap Up & Questions



Introduction to VelQuest Corporation

Procedure Execution Management Systems

Significant Lower Compliance Risk and 

é.30%+ Higher Productivity,  

é.Guaranteed

www.VelQuest.com

Information Management + Procedure Execution + electronic Data Capture
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Regulatory Perspective - 2010

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 • Quality Control

http://savvy.entrepreneur.com/tradejournals/article/202644993_1.h
tml

PART 211ñCURRENT GOOD 
MANUFACTURING PRACTICE FOR 
FINISHED PHARMACEUTICALS

Subpart IñLaboratory 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 FñProduction 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 procedures 
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 productéé

http://savvy.entrepreneur.com/tradejournals/pub/0KFO.html
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Today’s Productivity/Compliance 

Dilemma

Å GMP/GLP compliance requires high integrity data

Å Predominantly a Paper-Based Environment

Å Market Research confirms compliance related activities consume 70% of 

valuable laboratory resources!

Analyst/Chemists

Å Data Creation

Å Investigations

Å Documentation

QA/Regulatory

ÅInspections

ÅAudits

Supervisors & Data Reviewers : Review, Checking and Approval
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Published Customers

http://www.frx.com/
http://images.google.com/imgres?imgurl=http://images.businessweek.com/ss/07/07/0726_globalbrands/image/90_johnson_johnson.jpg&imgrefurl=http://images.businessweek.com/ss/07/07/0726_globalbrands/source/91.htm&usg=__W1lczzw1hDHlU11mPdjLKbqRVbc=&h=400&w=500&sz=27&hl=en&start=1&sig2=o-TyGwARhFoLqwJ78ffBoQ&tbnid=NchBDOxukDwJlM:&tbnh=104&tbnw=130&prev=/images%3Fq%3Djohnson%2B%2526%2Bjohnson%26gbv%3D2%26hl%3Den%26sa%3DG&ei=qiFGS8qKIsahlAek3Kka
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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ÅñIn 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.ò

Åñéoverall cycle times for release testing 

improve by over 40%.ò

ÅñIn todayôs 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.ò

ÅñIn our facility, lab deviations were reduced 

by 80% with SmartLabAND we liberated 5 

FTEôs (out of 20) from the QC labs.ò

ÅñThe management of over 200,000 sheetsof 

paper were eliminated by going paperless 

with the SmartLab platform. ò

Pharmaceutical operations from 13 

countries attended IMACS 2009
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Eli Lilly and Company

Compliance Benefits Observed

• Compliance to method criteria enforced

• Entry errors and manual transcription 

reduced

• Time/date stamp, analyst ID, equipment 

info captured real-time

• Reagent and other expiry dating enforced

• Equipment availability controlled by 

system

• Elimination of paper documents ensures retrieval of 

critical records at need

• System enforces good documentation practices

• Audit trails for system are immediately retrievable 

and reviewable

• Current approved method automatically associated with 

testing of any sample

• Method text available to analyst during testing without 

recourse to other systems

IMACS PresentationïLukas Gogis Eli Lilly May 21, 2008
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From Proceedings of IMACS 2006 (May 17th, Princeton, NJ), ñAutomated Compliance: 

From Lab-to-Plant ñ, Director, PD Informatics, Bristol-Myers Squibb Company

Task
Avg # 

Samples 
per Test

Test

Time 

Paper Based VelQuest % Resource Savings

Write Up 
Results

5 Hardness 13 minutes 3 minutes 77%

2 Appearance 9 minutes 3 minutes 67%

6 Dissolution 7 hours, 40 min. 2 hours, 50 min. 63%

15 Potency & Impurities 12 hours, 40 min. 6 hours, 30 min. 49%

Review & 
Approve

6 Dissolution 2 hours 1 hour 50%

15 Potency & Impurities 2 hours 1 hour 50%

Bristol-Myers Squibb Company

Compliance Value & Resource Savings
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Forest Laboratores

Users Feedback

Bhavna Aggarwal    Forest Laboratories    IMACS 2011 - Boston
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Forest Laboratores  

Users Feedback
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VelQuest Products Portfolio

Procedure Execution

Management Systems

Laboratories 

Lab Execution System

- SmartLab™ Mgt Suite

- SmartLab™ PE-ELN

- SmartLab™ ID

Manufacturing

Electronic Batch Records

- SmartBatch™ Mgt Suite

- SmartBatch™ EBR

- SmartBatch™ EDS

Management

Layer
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VelQuestõs Technology Evolution

Electronic Data capture             Procedure Execution            Mgt Functions
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Management 

Layer

The VelQuest Solution
Management and Execution Layers

Applications: -

1. Sample & Spec 

Management (SSM)

2. Consumable Inventory 

Management(CIMS)

3. Environmental 

Monitoring(EM)

4. Stability Management

5. Calibration Mgr

SmartLab™ Mgt Suite

SmartBatch™ Mgt Suite

Execution 

Layer

Data Capture 

Layer
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VelQuest Product and Application Portfolio

Electronic Data Capture

Advanced Reporting

Inventory & Labeling

Scheduling

Workflow Mgt

Data Exchange

Procedure Execution
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Over a decade of compliant Procedure 

Execution Experience and Innovation

How do you get the lower compliance risk over paperéand 
have the system pay itself?

1. The User Interface is the Procedure - Control over 
procedure display

2. Step-by-Step Controlled Execution ðFlags, Limits, Reviews

3. Data linked to the Procedure ðEDC, Procõre to Procõre

4. On Screen Procedure-linked Data Capture Instructions 

5. Selective Activation of Procedure Sections

6. Data Review GUI - Review by Exception & Multi Sample

7. Method Builder: Best Practice Library Platform

8. Pure COTS solution ðImprove Process w/Procedure Updates

9. Procedure Driven Data Exchange

10. Procedure-Based Excellence ðPATs and OpEx Trends

Note:  VelQuest holds several Patents in the area of Procedure Execution Automation

Add instructions Here

The steps are added to the 

Method
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Patented Technology

Secure, Compliant, Live Data
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Procedure Execution Management 

System

•Execution of  

Correct Full SOPs

•Automated data 

capture

•Automated 

calculations

•On-Line Process 

Data Review

•All Critical Quality 

Attributes

•Automated Data 

Exchange

•Automated Report 

Generation

•Electronic C-of-A’s 

& Batch Records 

•Integrated CQA’s 

with CPPs
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Research ELN LIMS Lab Execution System cGxP ELN

Focus Science: Chemistry & Biology Storage, Reporting, Specifications, 

Final Results

Method/Procedure: Standard Test 

Methods and SOPs

Primary User Scientist Manager Analyst/Chemist

Business Drivers Intellectual Property & Knowledge 

Sharing

Final Product Results & Stability 

Mgt.

Compliance & Productivity of Lab 

Operations People

Design Approach Free Form–Research & Structure 

Centric, Experiments

Highly Structured –Product and 

Results Centric

Highly Structured–Method Centric and 

Preparation Centric, Compliance Centric

Search Approach Experiment and Structure Activity 

Relationships (SAR)

Product and Results Centric, Trends 

and Reports

Analysts - Metrics & Trends, 

Investigations, Audits & Data Review-

finding sample and lot data quickly

Data Capture Drivers Research Data and “Links” to External 

Information

Custom coding and validation for 

any data capture or form -based 

inputs

Raw Data for Preps,  Calculations, and  

Instrument compliance state checks

Instrument Integration 

Approach

Databases and Research 

“systems”/software

Highly Custom Coded for ERP to 

LIMS and LIMS to CDS and other 

instruments

Direct Connections with Instruments 

(including CDS) and LIMS or SAP Layers –

Library approach

Research ELNs, LIMS, & 

Lab Execution System Differences

Key Points

• Procedure Execution vs. Notebook Page vs. Sample Management

• Interfaces

•NB to/from PE = Instrument Data, Method Transfer, Content Mgt 

•LIMS to/from PE = Stability Samples, Routine Samples, Results

• Business Leverage

•System Extension Risk = Resources, Cost, Compliance

•Best-of-Breed = Rapid Deployment and Benefit Realization
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Customer Deployment Models

Supply Chain Management

• Inventory control

• Order tracking

• Sales, and finance

Information Management

• Sample Administration

• Product Specs & Stability

• Trending and Reporting

Workflow Execution

• SOP Execution

• Best Practice Standards

• Review/Approve Data

Electronic Data Capture

• Direct Data Capture

• Secure, Compliant, Live 

Data

ERP

Procedure/Method/Batch 
Execution 

SL thinLIMS
SB Mgt SuiteLIMS/MES 

Instrument & 
Equipment Data 

System (IDS)

Chromatography 
Data System 

(CDS)

L0-2

L3

L3

L4

VelQuest Functional Layers
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Summary:

Customer Satisfaction ðGlobal Deployments

http://www.pfizer.com/home/
http://www.pfizer.com/home/
http://www.centocor.com/centocor/index.html
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Why VelQuest Now?

VelQuest is the only company that provides:

1. The only Procedure Execution Management System 
deployed worldwide in Life Sciences

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

3. Most Published Testimonials/Metrics from 
Customers in this space

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

5. Richest Libraries of Application Content and System 
Interfaces 

6. Scalability from the Bench to the Enterprise

7. Leadership position in CQA-CPP for QbD initiatives

8. Guaranteed Results
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Discover how 

VelQuestôs Procedure Execution 

Management System 

enables you to 

achieve 10X Lower Compliance Risk 

over paper 

éand pays for itself!

Thank You:  Contact us Today

VelQuest USA

25 South Street 

Hopkinton, MA 01748 

USA

VelQuest Europe

Tele: 508.497.9911  

Fax:  508.497.2396 

info@VelQuest.com

www.VelQuest.com

mailto:info@VelQuest.com
http://www.velquest.com/

