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Co-sponsors
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Today’s Presenters

• Robert Lutskus
QC Microbiology Laboratory 
Systems Supervisor 

• Bob Toal
VP Marketing
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60-Minute Agenda

• MODA Overview

• Previous Webinar Part 1 Focus Areas (Feb 10)

• Part 2: Automating EM, Utility and Product
Testing Featuring ImClone Case Study

• 15-minute Interactive Q&A

• Wrap-up, Next Webinar
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A copy of this presentation and the movie of the live session will be available
for download from the MODA website shortly after the presentation.
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Background: MODA

• Provide mobile data acquisition solutions that 
automate regulated manufacturing processes

– Pharmaceuticals to consumer products

• Office locations
– Wayne, PA Headquarters (suburban Philadelphia)
– London, England

• World-wide sales in North America, Europe, and Asia

• Strategic partners
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MODA Value Proposition

1. More science. Less paper.
– Quickly move from paper-intensive

QC Monitoring & Analysis

2. Increase operational efficiency, 
improve quality, reduce costs
– MODA-EM™ offers mobile computing 

technology and advanced visualization tools
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Representative Customers
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Webinar Part 2 Focus Areas

• Utility and product testing with instrument integration

• Process for non-viable air testing with instrument integration

• Reports, trending, visualization, and ROI/benefits
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Product Demand Drives Growth
The ImClone Story
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Previous: Raw Data Collection

10



www.modatp.com | © 2009 MODA Technology Partners, Inc | More Science. Less Paper.

Now: Automated Field Data Capture
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Featured: MODA‐FDC Cart

• Stainless steel cart

• Ergonomic tablet PC

• Docking station

• Thermal label printer

• Barcode scanner gun

• Proximity reader for RF badges

• Space for equipment

• Space for growth media
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Now: Automated Lab Processing
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Now: Automated Reports & Analytics
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ImClone & MODA Today

• Version 2.2 expansion is complete

• 31 Tablets and 7 lab Workstations

• 2 to 3x more samples than pre-MODA days

• Planned Upgrade to latest MODA release in 2009

• 80+ users optimized with improved workflow
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ImClone Benefits

Eliminated data entry and 
transcription errors

Real time data entry 

Eliminated scheduling errors

Part 11 Compliance

Reduced personnel related 
deviations

Enhanced reporting and 
analytics capabilities

Instrument integration

No wasting time looking
for paperwork/missing 
paperwork

Support for investigation 
activities

Less corrections

Quicker reviews

Notifications for deviations 
and missed samples
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Not easy. MODA-EM makes it easier.

Utility Testing
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A Disconnected Process for Many

• Utility Test Data coming from:
– Manual sampling activities
– Devices in the lab
– Devices in production area (portable, in-line)

17

Information Management =
Laboratory OfficePaper Spreadsheets
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The Paper-based QC Process
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Example: Manual Utility Sampling and Lab Processing

Print sampling 
schedule & 

labels per EM 
SOP

Reconcile 
planned 

samples with 
collected 
samples

Close out 
sampling 

schedule per 
EM SOP

Pl
an

Put on sterile 
outer garments 

and enter 
processing 

area

Identify area 
to collect 

samples from 
facility map

Collect sample 
and affix label

Record date, 
time and initials 

on paper 
schedule and 

media

C
ol

le
ct

Record 
sample receipt

Prepare 
samples for 

testing. Report 
media lot, 

equipment, 
dilution info

Record 
incubation 

start date and 
time 

Incubate 
samples

Record 
incubation 

stop date and 
time

Analyze 
samples and 

record resultsPr
oc

es
s

Aggregate 
data Trend results Report results
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w

 &
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ze

Investigate 
excursionTrends OK? NO

All samples 
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All samples 
accounted

for?

Deliver 
sampling 
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QC Supervisor 

Assign 
sampling 

activities to 
QC Analysts

NO
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Deliver samples 
to Microbiology 
or Biochemistry 
for processing

YES

NO
Results in 

range?
Notification of 
Alert or Action

YES

YES
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The Paperless QC Process
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Example: Manual Utility Sampling and Lab Processing. 11 steps removed

Print sampling 
schedule & 

labels per EM 
SOP
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planned 

samples with 
collected 
samples

Close out 
sampling 

schedule per 
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Paperless Efficiency Example

20

Paper 8 hours
– Paperless 4 Hours

= Savings 4 Hours

http://vwrlabshop.com/vwr-traceclean-tall-wide-mouth-jars-with-caps/p/0006799
http://vwrlabshop.com/vwr-traceclean-tall-wide-mouth-jars-with-caps/p/0006799


www.modatp.com | © 2009 MODA Technology Partners, Inc | More Science. Less Paper.

Lab Device Integration

The Paper-based Process

The Paperless Process
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Test Methods – the “Heart” of Automated Workflows

Automated Capture and Lab Processing for Utility Testing

MODA-EM Product Tour
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Scan or Enter Water Site Barcode
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Screen Display of Labels
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Select Media
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Print Barcode Labels
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E-Sig Required for Barcode Creation



www.modatp.com | © 2009 MODA Technology Partners, Inc | More Science. Less Paper.

Lab Processing - Scan Barcode Label 
for Total Plate Count (TPC) Test

Select the 
Sample and 
click Test.
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Setup of Dilutions for TPC

Enter each 
dilution 
here.

Print dilution 
labels.

Click to enter 
No Dilutions 

where 
dilutions are 

normally 
required.

No Test this 
stage, which 

requires a 
note indicating 
the reason for 

No Test.
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Display of Dilution Sample Labels

Adds a 
note to the 

sample.

Click to add a 
note to all 

samples in the 
preview list..

Click to 
ESig and 

print labels.
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Lab Processing - Scan Barcode Label 
for Coliform Test
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No Dilutions for Coliform Test
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Select Media for Coliform Test
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Perform Incubation –
Select Samples and Equipment 
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Results Entry for Coliform Test
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Results Entry for Total Plate Count Test 
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Batch E-Sig of Results Entered
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Efficient, Portable Particle Monitoring

Manual Methods
Paper-based data

acquisition and data entry

Labor-Saving Method
Paperless, automated

data acquisition
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Benefits: Eliminate Paper Records

• Increased productivity
– Save labor in sample 

collection

– Save labor in data entry

– Save labor in data analysis

– Save labor in porting data to 
ERP/LIMS

• Improved compliance
– Improve consistency of SOP 

implementation

– Get immediate notification of 
non-compliant samples

– Eliminate human data-entry 
errors

– Reduce human bio-burden 
during sample collection
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The Payoff: More Science. Less Paper.

Reports
Trending
Visualization
ROI/Benefits

40
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Automated Reporting & Analytics

41
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Case Study: ROI

• Large-scale pharmaceutical manufacturer of hematology
and cardiology products

• QC (EM & Utility) program is paper-based

• 360,000 samples per year across 10 locations

• Monthly trending reports required 30 person-days to produce

44
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Data Acquisition Savings

Average annual cost of testing professional 
(salary and benefits) $80,000

Annual work days per testing professional 
(1920 hours / 8 hour day) 240

Cost per day per testing professional 
($80K / 240 work days) $333

Number of QC personnel performing data acquisition activities
(24 current + 6 additional for new facility) 30

Annual number of days for current and projected QC activities
(30 professionals x 240 work days) 7,200

Total Annual QC Data Acquisition Costs $2,400,000
Daily hours saved per testing professional – eliminating batch data entry
Total daily hours saved – eliminating batch data entry
(30 professionals x 3 hours)

3
90

Daily hours saved – reduction of problem or missed samples
(10 problem/missed samples per day x 1 hour corrective action per sample) 10

Daily hours saved – elimination of template-to-media reconciliation
(2 hours per day x 3 shift supervisors) 6

Total work days saved per year
(Daily hours saved / 8 hour day) x 240 work days per year) 3180

Total Annual Data Acquisition Savings $1,060,000
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Data Analysis/Reporting Savings

Average annual cost of data analysis professional 
(salary and benefits) $80,000

Annual work days per testing professional 
(1920 hours / 8 hour day) 240

Cost per day per testing professional 
($80K / 240 work days) $333

Number of data analysis professionals 6

Days per month spent producing QC reports 5

Number of days annually required to produce monthly QC reports
(6 professionals x 5 days / month x 12 months) 360

Total Annual QC Report Production Costs $120,000
Days saved per data analysis professional to produce monthly QC reports 4

Number of days saved annually producing monthly reports
(4 days x 6 analysts x 12 months) 288

Total Annual Data Analysis/Reporting Savings $96,000
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ImClone & MODA Today

• Version 2.2 expansion is complete

• 31 Tablets and 7 lab Workstations

• 2 to 3x more samples than pre-MODA days

• Planned Upgrade to latest MODA release in 2009

• 80+ users optimized with improved workflow
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THE REAL PAYOFF: ImClone expanded their production facilities; 
increased their manufacturing volume; and tripled their EM 

activities without the need to increase QC Micro staff.
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Today’s Cleanroom
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“…cleanroom touch pads or computer terminals that allow
for automated data entry IN THE ROOM.”

“…palm-pilot-type of data collection devices… that can 
directly download to the computer system and allow for
direct data transfer without risk of contamination.”

“…real time data for many of the chemistry and microbiology 
tests that must be performed.”

Source: Environmental Monitoring
A Comprehensive Handbook, Volume 1
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Today’s QC Micro Lab
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“…analysis and trending of environmental data is essential to 
aid in the interpretation of process stability and assess overall 
control performance.”

EM Reports must be “…accurate, traceable, timely, and
well-documented”

Source: Environmental Monitoring
A Comprehensive Handbook, Volume 2
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To submit a question, use the “Q&A” feature of WebEx 
(bottom right of your screen). If we do not answer a question 
online, we will be sure to follow up with an e-mail.

Questions & Answers
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Bob Toal
MODA
btoal@modatp.com
(484) 253-1000 x133

Robert Lutskus
ImClone Systems
robert.lutskus@imclone.com

mailto:btoal@modatp.com
mailto:robert.lutskus@imclone.com
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Wrap-up

• Additional Customer-Focused Events in 2009
– Topics being considered:

• Bridging the gap between LIMS and EM needs
• Advancements in automated Endotoxin testing
• Advancements in automated Air Testing
• Application of Lean Six Sigma principles to QC Micro
• Use of Pre-Barcoded Media in QC Micro

• Personal consultation:
Bob Toal, btoal@modatp.com, (484) 253-1000 x133

• Learn more: www.modatp.com
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A copy of this presentation and the movie of the live session will be available
for download from the MODA website shortly after the presentation.

mailto:btoal@modatp.com
http://www.modatp.com/
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