





THE ROLE OF THE BIOVIA LAB EXECUTION SYSTEM (LES)
AND CONSUMABLE INVENTORY MANAGEMENT SYSTEM (CIMS)
IN A CRO CGM P ENVIRONMENT

What did we learn from our successful implementation of BIOVIA LES and CIMS (now
BIOVIA Inventory Management) in our cGMP CRO environment? We learned that we needed
to be the primary driver of the process for installation, validation and electronic procedure

creation with input from BIOVIA. We also found that when you’re open to change and
paradigm shifts, you'll find improved quality, efficiencies and cost savings in unexpected
places.

Kathy Shanks, Laboratory Manager, cGMP Laboratories,

Laboratory Support Services & Data Management, PPD

Abstract: To improve data quality and security, gain efficiencies, decrease review and turnaround
time and eliminate manual data entry into analytical reports, the PPD LLC ¢cGMP Laboratory
sought a laboratory execution system that could seamlessly interface with an existing internally
developed LIMS. In addition, the laboratory required a system for the control and maintenance
of consumables. This presentation provided a synopsis of the implementation of the BIOVIA Lab
Execution System in conjunction with CIMS (now BIOVIA Inventory Management) including
lessons learned, best practices, benefits derived and the plan going forward.

PPD Representative Slide



IMPLEMENTATION OF A BIOVIA LAB EXECUTION SYSTEM:

AND NOW THE REST OF THE STORY

A key lesson learned from deploying the BIOVIA Lab Execution System at Perrigo is: Never
compromise the design of the new system to accommodate restrictions of the old one.
Implementing a new Laboratory Informatics System is about more than just installing new
software. It's an opportunity to reassess and improve upon your traditional laboratory

practices.

Deborah Baker, QC Compliance Support, Perrigo

Abstract: The Perrigo Company, with headquarters in Allegan Michigan, is continually striving
to fulfill the company’s mission, “To meet the world’s growing need for quality, affordable
healthcare.” Inorder to support thisvision, Perrigo has strategic goals that focus on both compliance
and cost control. This presentation focused on the results of the phased implementation strategy
Perrigo chose for their BIOVIA Lab Execution System deploument and lessons learned.

Its: User acceptance

Users have stated they would not
ntto go back to using notebooks

Jser Survey — 4 months post “go Live”

- 50 % feel they have almost masteredan undersianding
of SmartLab

— 61% have said they are

with data entry p

= 77%have said they are satisfied with how data is
collected from balances

— 83% have said they are satisfied with SL navigation

ults: Productivity Benefits
served for Work Cell 1

Reduced Turn-aroundtime
~ Turn-around time reduced by approximately 2

alyst Time
Added no significant amount of time to their
process

+ Review process streamlined
- A il ly 50% red in review time
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BUSINESS CHALLENGES IN A GLOBAL DEPLOYMENT OF
BIOVIA LAB EXECUTION SYSTEM AND THE CONSUMABLE
INFORMATION MANAGEMENT SYSTEM

Lilly’s global deployment of BIOVIA LES and Inventory Management software has been
highly successful to date. With improved “proceduralization,” we’ve seen fewer lab
deviations as usage of BIOVIA technology increases, along with approximately 40-60

percent reduction in review time. We've eliminated both manual data entry into LIMS and
paper document control. Our folks prefer BIOVIA technology and are pressing for even more
automation.

Theresa Lawrence, Associate Consultant, QA Global Lab Informatics; Stephanie
Maxey-Boyd, Consultant IT - M&Q Labs, Eli Lilly and Company

Abstract: Eli Lillu & Co. has been deplouing BIOVIA LES and Inventory Management products as
an integral part of our LIMS system. The BIOVIA solutions have been deployed to over 24 sites.
This discussion covered:

- An overview of Lilly’s process with and without BIOVIA Inventory Management software
- Progress to date on Lilly’s deployment of BIOVIA LES and Inventory Management products

-+ Lessons learned from deployment of BIOVIA LES and Inventory Management products

Deviation Rate vs SmartLab Volume Compliance Benefits Observed

Deviation Rate vs SmartLab Volume

.+ Complance to method eriteria enforced
| * Entry errors and manual transeription reduced
= Precise time/date. analyst. and equipment information captured real-time
= Reagent and other expiry dating enforced
= Equipment availability controled by system
= Elmination of paper documents ensures retrieval of critical records at need
= System enforces good documentation practices
= Audit trail information for system i immediately retrievable and reviewable
. Thepr:nﬂ current method is automatically associated with the testing of any
samy
= Method text is available to analyst during testing without recourse to other
systems
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The discussion included many “ah-ha” moments and benefits gained by using the BIOVIA LES
and BIOVIA Inventory Management solutions.
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IMPLEMENTING METHODS REQUIRING A MOBILE LAB WO RKFLOW

An ROI calculation for the BIOVIA Lab Execution System, and its applicability to the GMP
space, were both good indicators for implementing BMS’s Biacore and Bioassay methods

using BIOVIA technology; however, our use case time-savings assessment failed to identify
the best mobile workflow for the methods, which subsequently lowered user adoption.
Lesson learned: Ask the right questions about workflow early in the selection process.

%X% Bristol-Myers Squibb

Anil K. Rattan, Ph.D., Manager, Analytical Systems Management,

Bristol-Myers Squibb Company

Abstract: Electronic Laboratory Notebooks (ELNs) have changed the way work is performed in the
lab. BIOVIA Lab Execution System, an BIOVIA ELN for use in GxP activities, has assisted in error
reduction while streamlining review and saving time for QA/QC operations. Selecting the right
methods for initial implementation and building those methods to user specifications has been a
challenge for two particular methods: Biacore and Bioassay. Also, with this transition from paper
to BIOVIA ELN some workflow gaps that require mobile devices have been identified that reduced
overall user adoption rates.
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In order to determine which methods received priority implementation, a team assembled a
business case based on three criteria: 1. Number of method runs in a year; 2. Length of review
time; and 3. Applicability to GxP space. The higher the number of runs in a year and the longer
the review time for applicable methods, the better the return on investment (ROI) and therefore
the more logical selection for initial implementation. But these criteria failed to identify possible
workflow gaps for end users—particularly those who follow a mobile workflow (i.e., the need for
real-time data entry in front of balances, bioreactors, pH meters, etc.).

In order to mitigate the reduced user adoption due to these gaps, a project team was tasked with
providing some stopgaps for the process. After extensive study, the project team determined that
the implementation of mobile computing devices, barcode scanners and label printers would close
these mobile workflow gaps and assist with increasing user adoption of these methods.
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TWO ROADS DIVERGE - LAB EXECUTION SYSTEM (LES) OR LIMS OR BOTH

Laboratory software connectivity—BIOVIA LES, BIOVIA LIMS or both-is very much a
function of your business challenges and workflow complexity, but beyond selecting the
model that best fits your needs, you must also ensure that you can maintain the software
applications you choose over the long haul.

fjpme

Judy Hancock, Senior Director; Paresh Patel, Quality Fellow,

Medical Devices & Diagnostics Laboratories, Johnson & Johnson

Abstract: “Two Roads Diverge,” or do they? How do you select what is best for your laboratory?
Is a laboratory Execution System the answer to your compliance and efficiency concerns? Will a
BIOVIA LIMS provide you the connectivity that you need? Or do you need both?

Laboratory Software Connectivity Approach based on Complexity

/

Meodel 1: Campus Labs: High Complexity Site, Performing testing
across functional areas

Entsrpriss Resourcs Punming
(ERP)

Model 2: Campus lab e
Environmental Monitoring

Model 3: Site
etc.

Model 4: Site laboratory performing limited testing but for multiple
sites across the Operating Company

b b

This talk provided a roadmap to help determine what may work best in your laboratory, what
application(s) should provide the greatest advantage based on the requirements of your lab.
For situations requiring laboratory oversight of many laboratories, the presentation offered
a breakdown of how the application(s) could be rolled out across laboratories, and where the
greatest need is in an environment where budget dollars are tight.
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ABOUT IMACS

IMACS is the definitive track on IT-based compliance and productivity solutions at BIOVIA annual
User Group Meeting. The life sciences industry is challenged with reducing costs and improving
productivity throughout the drug development and production process. Current QbD, ICH and
PAT initiatives are a key component to the IMACS presentations and are outlined by industry
implementers of the BIOVIA platform solutions. In addition, key interoperation with existing IT/IS
solutions (i.e., BIOVIA ELN, BIOVIA LIMS, BIOVIA ERP, BIOVIA EDMS, BIOVIA SDMS, BIOVIA CDS
and BIOVIA MES) is outlined.

IMACS provides a forum and information exchange for enabling technologies designed to
meet these challenges. IMACS is open to all individuals interested in advances in automating
compliance and will feature implementer experiences and insights.

The organizing committee will not accept commercial presentations.

Interested in attending an BIOVIA event? Please visit accelrys.com/events or contact your
Account Manager for details. You can also email us at info@accelrys.com.

We look forward to seeing you!

Our 3DEXPERIENCE Platform powers our brand applications, serving 12 industries, and provides a rich
portfolio of industry solution experiences.

Dassault Sustémes, the 3DEXPERIENCE Company, provides business and people with virtual universes to imagine sustainable innovations. Its world-leading
solutions transform the way products are designed, produced, and supported. Dassault Systemes’ collaborative solutions foster social innovation, expanding
possibilities for the virtual world to improve the real world. The group brings value to over 170,000 customers of all sizes in all industries in more than 140
countries. For more information, visit www.3ds.com.
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