Court Square provides professional and strategic consulting ‘>
services in information technology, business processes and

service management using ITIL and PMI best practices. We drive Court SquareGroup

the business of science by providing life science subject matter drive the business of science
expertise that spans the drug development cycle with a range of
technology, quality and audit services.

GSPbio

Court Square has been providing disciplined managed services consulting to life sciences firms since 1995.

GSP bio™ is specifically designed for new and emerging biotech/pharma companies as they grow through their
development and clinical trials life cycle. GSP bio offers infrastructure managed services along with choices in
application hosting and support for day to day infrastructure applications or those more specific to life sciences.

All of this support is accomplished at Court Square’s co-location facility on a qualified infrastructure. GSP bio drives
the business of science.

Multiple levels of GSPbio [ Drug Development Life Cycle ]
to grow as you grow.

Three levels of GSP bio are : Manufacturing
available to match the needs Pre-Clinical Clinical Development Sales

Marketing

in data generation and validation
requirements as companies
get closer to FDA submission. [ Product Development >> Commercialization

Designed for the needs of very young companies with small numbers of employees and
limited applications who are likely in the discovery phase. No pressure from the FDA at this
point but there will be as this new company progresses toward an IND filing. In the interim,
BioLaunch meets this company’s needs in basic IT infrastructure and document management.

bioLaunch

Designed for companies in phase | to early phase Il clinical trials. Life changes dramatically
. for the company who successfully files an investigational new drug application. The clinical trial
bIO Growth phase generates significant amounts of data that is subject to regulations from a number of
- entities. There are requirements to work in a qualified environment with validated applications.
21CFR11 compliant document management becomes a major part of the strategy.

-
The final stage for companies with candidates progressing successfully into phase Il or Ill trials

and who are preparing for FDA submission and commercialization. Often segments of this work
. are outsourced to Commercial Research Organizations (CRO) and Contract Manufacturers
blO Ready (CMO). Companies in this stage have IT requirements that increase in sophistication and
broaden in information needs. BioReady is specifically for companies whose validated
electronic data management needs extend into the areas of quality management, outsource

collaboration and possibly adverse event and safety.
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For greater details on all the services available in the GSPbio line, visit
www.gspbio.com or www.courtsquaregroup.com

Court Square Group
1350 Main Street, Fifth Floor Springfield, MA 01103 (V) 413.746.0054 (F) 413.746.0058 www.courtsquaregroup.com




