Brillig Systems

Case Study—Scale-Up Biotech Facility

System C onfiguration and
b evelopment

Brillig Systems provides ex-
perience in management of
all aspects of the computer
system and software devel-
opment lifecycle, from feasi-
bility studies and concept,
through installation, testing
and support.

Brillig Systems’ project manage-
ment expertise brings success
to your company’s projects.
Our accredited consultants will
help you plan and implement
projects so that they finish on
time and on budget.

Brillig Systems Inc.
5 Century Drive, Suite 242
Greenville, SC 29607

Challenge

For their new facility, a major biotech company required a
state-of-the-art automation system to control the GMP proc-
ess. As with most Bio/Pharm facilities, the facility licensing
schedule was mission critical for the company. The scale-up
bio-processing facility consisted of two cell culture trains, a
purification suite, and supporting clean utilities. The automa-
tion project included P&ID development support, complete
automation design documentation, system network design,
controller programming, HMI development and batch configu-
ration, as well as instrument and automation commissioning
with IQ and OQ support.

The Brillig Solution

Brillig applied our automation project management expertise
to deliver the automation project for the facility. Using our ex-
perience with the software development lifecycle (SDLC) and
project management methods, Brillig planned and managed
the project’s execution to meet the schedule and budget goals.

Phone 864.232.3733
Fax 864.233.0335
www.brilligsys.com
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Planning

With an understanding of pharmaceutical industry require-
ments and the SDLC, Brillig’s project manager planned the pro- / Brillig Systems provides the \
ject’s execution and developed the schedule and budget to
assure project success. Integrating the software delivery

project management skills re-

schedule with the requirements of construction and validation quired to ensure that your
were key success factors. projects are delivered on time
Performance and on budget. We can assist

Brillig’s hands-on project management of the automation pro-

ject involved: in Concept, Preliminary Design

and Commissioning— all
e Estimating

e Schedule development & execution
e Staffing

e Project organization K /
e Progress monitoring & reporting

e Cost control & forecasting

e Change management

phases of the project lifecycle.

Success
The automation project for the facility was
completed ahead of schedule and the cost was
Planning & below the approved budget. The control soft-
Speciication ware was delivered to the site ahead of sched-

m ule. The quality of the delivered software was

such that start-up was completed a month
ahead of plan. This allowed for an early start
m m of the qualification phase. The facility was
Designd m qualified and licensed on schedule.
Why Brillig Systems

Brillig is recognized as having unique project
m m management skills in the Pharmaceutical/
Biotechnology automation industry. We are
able to combine a detailed technical under-
standing of the field with the proven ability to
manage and deliver complex, multi-million
dollar automation projects.
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