BRIEF BIOGRAPHY

Dr. Teri C. (“T.C.") Soli founds his consulting
expertise on 25 years of pharmaceutical
operating company experience with the DSM/
Catalytica/Glaxo Wellcome/Burroughs
Wellcome site and Pfizer. That experience
covers chemical & microbiological analytical
development, validation & troubleshooting;
water system, sterilization & aseptic process
validation; QC/QA,; regulatory affairs; project
management; business development and IT.
This diverse operating company experience is
enhanced by career-long involvement with
water and microbiological industry committees
and conference lecturing. He is a member of
the USP Pharmaceutical Water Expert
Committee, authoring numerous papers, USP
Monographs and Chapter revisions. Prior to
this he served 5 years on a Microbiology
advisory panel to USP and 16 years on the
PhRMA Water Quality Committee that derived
the now famous USP Conductivity and TOC
tests for WFI and Purified Water. He holds
B.S. and M.S. degrees in Microbiology from
Texas A&M University and a Ph.D. in
Microbiology & Immunology with a Minor in
Biochemistry from the University of Arizona.

Contact Information:

Teri C. Soli, Ph.D.

Soli Pharma Solutions, Inc.
3520 Post Oak Road
Stokes, NC 27884

252-795-4779 (Ofc Line 1 & Fax)
252-795-5363 (Ofc Line 2)
252-902-5097 (Mobile)
SoliPharmaSol@earthlink.net

Visit the SPS Web Site for more
information:

www.SoliPharmaSol.com

Teri C. (“T.C.”) Soli, Ph.D.

Consultant

Solving Your
Pharmaceutical
Water System

Problems

And Much More...



Providing solutions that really work.

SPS is committed to providing
timely expert advice,
troubleshooting and technical
support to the biopharmaceutical
and medical device industries
related to all aspects of water and
water systems as well as
sterilization, aseptic and

contamination control processes.

Have you experienced one of these situations?

Spending many $'s on a new water system
Spending many $'s on contract validation
Suspect you have water micro problems
Production shut down due to water problems
Doubt your system will pass inspection
Received water system regulatory citations

These and other scenarios are example
situations Dr. Soli can help you overcome.

He brings resolutions to your problems based
on expertise developed from extensive
operating company and consulting experience,
his formal education and scientific training, and
his unique ability to track down root causes.

He has the communication and teaching skills
to explain the “whats” and “whys” of your
problems with proposed solutions that you will
understand.

He also has the project management skills to
help you effectively implement those solutions.

As an experienced pharmaceutical
microbiologist, his expertise also covers
contamination control
aseptic (& non-aseptic) processing
sanitization
sterilization
validation
micro testing
cGMP compliance, and
anything that can go wrong with the above.

So, he’s an expert in more than just water!

General water system assessment
Sampling plan and procedure evaluation
Micro, TOC & Conductivity procedure eval
Micro/Chem Alert/Action Level & Limit eval
Design evaluation

Operation & maintenance procedure eval
Chem, Micro and Endotoxin data evaluations
Troubleshooting problems and excursions
Excursion impact analysis

Water system val pkg/protocol analysis/prep
Water system remediation planning

Microbial control process assessment
Troubleshooting problems and excursions
Excursion impact analysis
Sanitizer/Sanitization procedure analysis

Validation package assessment
Environmental monitoring data analysis
Troubleshooting problems and excursions
Sterility failure analysis

Excursion impact analysis

Room classification, Air flow and P analysis

Remediation plan development for above
Remediation oversight/management
Contract testing coordination if needed
Regulatory and Quality System Auditing
Regulatory liability assessment

483 response preparation/assistance
Warning Letter response prep/assistance
Regulatory commitment management

Understanding Biofilm and How to Control It
Micro Impact- Water System Design/Operation
Validation of Water Micro Methods
Pharmaceutical Water System Chemistry
Pharmaceutical Water System Excursions
Customized Training Programs per client need



