
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 

The 2010 Biofilm Networking Group Conference – West Coast 

Understanding, Detecting, Testing, Cleaning and Controlling Biofilms 
 

 
Biofilms, the preferred way of life for bacteria, are well known contaminants of process equipment in a wide range 
of industries, including pharmaceutical, food/beverage, ultrapure water, fine chemicals, and medical devices. 
However, biofilms remain difficult to detect and can be even more difficult to manage, control, and prevent. 
 
Microrite, Inc, Strategic Compliance International, Inc (SCI), and the BNG (Biofilm Networking Group)  have come 
together to offer our West Coast colleagues the first BNG Conference West. Since 2007, we have had three 
successful conferences in North Carolina with focus on biopharmaceutical manufacturing.  
 
The 2010 BNG Conference is a unique and practical learning experience that will include lectures, discussions and 
laboratory sessions. Besides, if you live on the West coast, you will not have to travel far to gain the most up-to-
date knowledge of biofilms and microbial contamination control strategies.  
 
Our presenters are experts in the field of Biofilms and Microbial Contamination Control, and are ready to entertain 
your questions. The FDA has also been invited to share its perspectives on the topic.  
 

Which industries does this conference apply to? 
 
Industries that will benefit from this training are Pharmaceuticals, Biotechnology, Medical Device, Dentistry, 
Hospitals, Water Utilities, Biofuels, and vendors that supply water systems, tubings, piping, fermentation and other 
equipment associated with biofilms. 
 

 
Who will benefit? 
 
Quality Assurance, Quality Control, Microbiologists, Validation, Production Managers, Engineering and other Health 
industry professionals and related vendors. 

 

 

Microrite, Inc., along with the Biofilm Networking Group (BNG) affiliated with Campbell University School of 
Pharmaceutical  and Health Sciences, Buies Creek, NC and Strategic Compliance International, Inc., brings you this 
unique learning experience in understanding, detecting, preventing, testing, removing and controlling microbial 
biofilms. 
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The 2010 Biofilm Networking Group Conference – West Coast 
DAY 1    25 October, 2010 

 

Lecture   Biofilm Formation by Dr. Paul Sturman 

Biofilms are sessile communities of microorganisms that occur wherever a non-sterile aqueous fluid is in contact with a surface.  
Biofilm is typically comprised of bacterial (and fungal) organisms and the extracellular matrix in which they are embedded. 
Biofilms are important in industrial, medical and environmental contexts and are frequently problematic, leading to loss of 
product quality, the degradation of pipe materials, and chronic infection. This presentation covers the basics of biofilm growth 
in various environments, how we study biofilms in the laboratory, some of the standard methods we have developed for in vitro 
tests, and the processes we use to determine if a method is suitable for standardization.  

 How biofilms form 

 Where biofilms form in industrial and medical systems 

 Why biofilms are hard to kill 

 How we analyze and visualize biofilms in the laboratory 

 Antimicrobial action against biofilms 

 Standard methods for biofilm growth and analysis 

 Advanced techniques for biofilm analysis 
 

Lecture   Contamination Control by Design© (CCbD) to prevent Biofilms by Dr. Lucia Clontz, Diosynth Biotechnology, and 

Dr. Carmen M. Wagner, SCI, Inc 

In recent years, the field of microbiology and contamination control has expanded to include the study of biofilms and their 
impact on pharmaceutical production/processes, equipment and water systems. It is therefore imperative for those responsible 
for the microbial quality of pharmaceutical and biopharmaceutical products to keep abreast of the latest technologies and 
studies on microbial and biofilm control and prevention. This presentation provides a review of regulatory expectations, 
introduces the concept of Contamination Control by Design© (CCbD), and reviews how risk assessment and PAT can be used as 
part of the new strategies to control contamination. CCbD is a proactive approach to designing processes that aim at preventing 
contamination and the buildup of biofilms.  The concept can be viewed as a subset of the current FDA thinking on Quality by 
Design (QbD) and one that is in concert with Risk Assessment and Process Analytical Technology (PAT) initiatives. The presenters 
will use case studies to illustrate their points.    

 Regulatory Expectations for Contamination Control  

 The Contamination Control by Design Concept©  ( CCbD)  

 Current tools: Risk Assessment and PAT initiatives that can be applied to Contamination and/or Biofilm control  and prevention   

 Sanitization  Qualification studies using biofilm cells  

 Case studies  

 
Laboratory Session  Biofilm Setup by Dr. Lucia Clontz and Ziva Abraham 

 Learn how to create biofilms using a laboratory scale equipment 
 Create bioflims using 96 well microtiter plates 
 Discussion on the parameters for creating biofilms in laboratory setting 

 
Wrap up for Day 1 
Q and A and Panel Discussion 
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The 2010 Biofilm Networking Group Conference – West Coast 
DAY 2    26 October, 2010 

 

Lecture  Water and Biofilms by Dr. T.C. Soli       ………………………………….………………………………………………………………………………….     

 
Few pharmaceutical water system users have not heard about biofilm, but most fear it because of its potential consequences to 
products and regulatory expectations, yet don’t understand it well enough to be able to effectively control it.  Enormous resources 
and costly emergency shutdown time can be squandered on sometimes needless, but often ineffective microbial control attempts 
that don’t address the true causes or give lasting effects.  These problems are usually because of the biofilm’s location, its resistance 
to the antimicrobial effects of the sanitizers used, and how those sanitizers are used.  This presentation will discuss the types of 
sanitizers available and how they are best used to give lasting microbial control effects, as well as a few troubleshooting tips to help 
identify the causes of high microbial counts and appropriate remediation scenarios. 
 Learn the facts about how biofilm grows in water systems and what it is susceptible to  

 What design-related microbial control measures work and don’t work and why  

 What sanitizers and sanitization approaches work and don’t work and why  

 Learn what sampling approaches can minimize spurious test results and why  

 How to select the most appropriate microbial test method for your water  

 Learn how to establish meaningful Alert and Action Levels and Specifications  

 Debunk a few water system myths along the way 

 
Lecture  Early, Direct Detection of Biofilms and CIP-Related Problems in Liquid Process Systems by Mark Fornalik 

 
Biofilms are well known to be pervasive in many environments, and can be found in industrial settings on internal surfaces of pipes, 
tanks and process equipment for a wide range of industries: petrochemical, food/beverage, ultrapure water, chemicals 
manufacturing, etc. Traditional means of detecting biofilms in a process include testing the end product, testing the effluent process 
water during the Clean-In-Place (CIP) process, and swabbing internal surfaces of the process equipment. But biofilms, even if 
recovered from a process or product, can be very difficult to grow in the microbiology lab. Early and direct detection of biofilms can 
be accomplished by employing surface-sensitive analytical measurements and removable witness plates (fouling cells). This 
presentation details use of fouling cell technology for early, direct detection of biofilms and CIP problems, providing examples from 
ultrapure water, biotech and beverage manufacturing case studies. 

 Understanding wall fouling, including biofouling, in liquid transfer lines and vessels 
 Biofilm cleaning resistance 
 Impact of process design 
 Characterizing and improving water flush cleaning 
 Characterizing and improving chemical cleaning 
 Characterizing and controlling biofouling 

 
Laboratory Session  Biofilm Setup by Dr. Lucia Clontz and Ziva Abraham 

 Learn how to perform disinfectant qualification studies or cleaning studies 
 Using microscopy to detect biofilms 
 Discussion on  biofilm growth in experiments 

 
Panel Discussion 
 Speakers and audience will discuss the approaches to understand common biofilm forming organisms, discuss 

case studies, brainstorm on the various pointers to suspect biofilms in water systems, possibility of evaluating 
biofilms in laboratory setting and address attendee questions.  

 FDA’s view on Biofilms 
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The 2010 Biofilm Networking Group Conference – West Coast 
 

VENUE AND CONFERENCE AGENDA 
 

 
25 and 26 October, 2010 

 
Microrite Training Center  
2338 B Walsh Avenue  
Santa Clara, CA 95136  
 

PROGRAM 

Day 1 (25 October, 2010): Registration and Continental 
Breakfast  

8.00 AM to 8.30 AM  

Opening Remarks  8.30 AM to 9:00 AM  

Biofilm Formation by Dr. Paul Sturman  9:00 AM to 10.00 AM  

Break  10.00 AM to 10.15 AM  

Biofilm Formation (continued) by Dr.Paul Sturman  10.15 AM to 11.30 AM  

Questions and Answers  11.30 AM to 11.45 AM  

Lunch Break  11.45 AM to 12.45 PM  

Contamination Control by Design© (CCbD) to prevent 
Biofilms by Dr.Lucia Clontz, and Dr. Carmen M. Wagner  

12.45 PM to 2.30 PM  

Questions and Answers  2.30 PM to 2.45 PM  

Break  2.45 PM to 3.00 PM  

Laboratory Session by Dr. Lucia Clontz and Ziva Abraham  3.00 PM to 4.00 PM  

Discussions  4.00 PM to 4.30 PM  

Day 2 (26 October, 2010): Registration and Continental 
Breakfast  

8.00 AM to 8.30 AM  

Opening Remarks  8.30 AM to 9:00 AM  

Water and Biofilms by Dr.T.C. Soli  9.00 AM to 10.00 AM  

Break  10.00 AM to 10.15 AM  

Water and Biofilms (continued) by Dr.T.C. Soli  10.15 AM to 11.30 AM  

Question and Answers  11.30 AM to 11.45 AM  

Lunch Break  11.45 AM to 12.45 PM  

Early, Direct Detection of Biofilms and CIP-Related 
Problems in Liquid Process Systems by Mark Fornalik  

12.45 PM to 2.30 PM  

Questions and Answers  2.30 PM to 2.45 PM  

Break  2.45 PM to 3.00 PM  

Laboratory Session by Dr. Lucia Clontz and Ziva Abraham  3.00 PM to 4.00PM  

Panel Discussions and FDA Perspective  4.00 PM to 4.30 PM  

 

. 
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The 2010 Biofilm Networking Group Conference – West Coast 
 

REGISTRATION FORM 

Personal Information of One Registrant 

Last Name: Mr. Ms. Dr. First Name:  

Title:  Organization:  

Mailing Address:  

Telephone: (Area Code)  

Email:  

Fee: $1800.00 ( Includes 2 day seminar fee, breakfast, lunch, break for both days, and course material) 

1800.00 including two day semi Group Discount: 10% discount will be awarded to current BNG members.  10% discount will also be 
awarded if 4 or more attendees register from a company 

Additional Attendees: Choose 1, 2, or both days (Enter “X” in selected box) Day 1 Day 2 Both Days 
 

1
st

  Name: Last Name:    

1
st

  Name: Last Name:    

1
st

  Name: Last Name:    

1
st

  Name: Last Name:    

Method of Payment: Check, Credit Card or Purchase Order 

Fax : 408-445-1236 

Checks payable to Microrite, Inc.   
5019, New Trier Avenue 
San Jose, CA  95136 
 

Confirmation of registration will be sent via email if payment is made by check or PO. For credit card payment on 
website, a payment receipt will be considered as confirmation of registration. For credit card information faxed to 
Microrite an email confirmation will be sent with a copy of payment receipt. Please call 408-445-0507 in due time if 
confirmation is not received after payment. 
 

Cancellation Policy:  Your notice of cancellation must be received in writing via facsimile or email 10 working days 
prior to the seminar date.   

Fax: 408-445-1236   

Email: sales@microrite.com or info@microrite.com. 

A 10% cancellation fee is applicable for all credit card payments 
 

. 
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The 2010 Biofilm Networking Group Conference – West Coast  

 

 

 

Choose One (Place X) Ʒ ___ VISA ___ Master Card  ___ American Express  

  Card Holderõs Name Ʒ  

Address of Card Holder:  Enter firm a ddress for corporate card or personal a ddress for personal c ard  

Street:   

City:   

Zip Code:   

Country:   

Contact Ph No & Email:   

Card Number:   

Expiration(Month/Year):   

Name on Card:   

Amount (US Dollars):   

Signature:   

Name of Attendee(s)   

  

. 
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PAYMENT INFORMATION 

 



 

 

      
 
 
 

    About the Presenters: 

 

Dr. Paul Sturman is an Industrial Coordinator, Sr. Research Engineer at the Center for Biofilm Engineering (CBE). He has extensive experience in 

biofilms and has participated in several training workshops organized by the CBE. Dr. Sturman has provided significant support to the organization of 
the Biofilm Networking Group (BNG) and is committed to help train pharmaceutical professionals in the area of biofilm management and control.  
Dr. Sturman holds a Ph.D. in Environmental Engineering from Montana State University and is a Registered Professional Engineer. He has been a part 
of the Center for Biofilm Engineering for more than 15 years where he has made significant contributions to the biofilm filed.  

Dr. Carmen M. Wagner has over twenty-eight years of experience in the health industry and is founder and President of Strategic Compliance 

International, Inc (SCI). Dr. Wagner has consulted worldwide, successfully carrying out assignments in the US and abroad, independently and in 
affiliation with other consulting firms. In her senior management and consulting capacity, she has lead several new product quality control teams, 
directed product problem resolution, developed regulatory submissions (CMC), and participated in the establishment of quality policies, 
development of product specifications, contamination control strategies, and cross-site technology transfer projects.  In 2002, she co-founded Hot 
Topics Workshops (www.hottopicsworkshops.com), with International Regulatory Affairs Services, Inc to provide worldwide, cost-effective 
workforce training and development. Dr. Wagner has lectured and published extensively in her field, and since 1994 has been an Adjunct Professor 
and Advisor to the Chair at Campbell University, School of Pharmaceutical Sciences, in Buies Creek, North Carolina, where she was instrumental in 
the establishment of a Product/Process Validation undergraduate course. Dr. Wagner is the co-founder of the Biofilm Networking Group and is one 
of the sponsors of this conference. Dr. Wagner is also the co-developer of the contamination Contamination Control by Design© (CCbD) concept 

Dr. Lucia Clontz is an expert microbiologist who works for Diosynth Biotechnology, a part of Merck. For more than 20 years, Dr. Clontz has 

managed numerous validation projects, established quality systems for microbiology laboratories, and participated in compliance audits. Dr. Clontz 
has successfully developed innovative approaches to the application of microbiology in pharmaceuticals and is a well-regarded instructor, presenter 
and author in the area of pharmaceutical microbiology. Dr. Clontz has B.S. degrees in Chemistry, minor in Chemical Engineering, and in Marine 
Sciences. She also holds a Masters of Science degree in Microbial Biotechnology and a Doctorate in Health Sciences. Her doctoral applied research 
project evaluated the synergistic effect of an antibiouling chemical, developed by professors at the North Carolina State University, and antibiotics to 
prevent and disrupt biofilms of clinically relevant bacteria.  Dr. Clontz is co-founder of the Biofilm Networking Group and co-developer of the 
Contamination Control by Design© (CCbD) concept. 

Dr. Teri C. ("T.C.") Soli is President and Principal Consultant for Soli Pharma Solutions, Inc. His expertise is focused in water systems, 

sterilization and aseptic processing, contamination control, and microbiological laboratories. He has 25 years of diverse pharmaceutical operating 
company experience with the DSM/Catalytica/GlaxoWellcome/BurroughsWellcome companies and Pfizer. His experience includes Chemical and 
Microbiological Analytical Development, Validation and Compliance, Troubleshooting, QC/QA Operations, Aseptic Process Validation, Regulatory 
Affairs, Project Management, Business Development, and Information Technology. 
Dr. Soli’s career-long water systems involvements and participation with water-related industry committees, plus extensive lecturing experience 
afford him extensive knowledge about water and high purity water systems. He is in his second 5 year term of membership on the USP 
Pharmaceutical Waters Expert Committee and previously served 5 years on the Advisory Panel to the USP Microbiology Subcommittee as well as 16 
years with the PhRMA Water Quality Committee. 
 

Mr. Mike Fornalik  joined Ethox International in May, 2007 as director of the analytical chemistry laboratory, which is responsible for biomedical 

device and pharmaceutical chemical testing. Prior to joining the company, Mr. Fornalik worked for 22 years at Eastman Kodak Company, where he 
headed a 12-person group dedicated to detecting, characterizing and controlling biological and chemical contamination problems in Kodak’s global 
liquid transfer systems. Mr. Fornalik also led a successful product development project using silver as an antimicrobial at Kodak. He holds a M.S. 
degree in biophysics from SUNY/Buffalo, with a thesis in the impact of substrate surface chemical properties on the initial stages of dental plaque 
formation.  
 

Ziva Abraham has over 25 years of academic, research, clinical and industrial experience in Microbiology, and Quality Assurance. She has trained 

personnel from various industries in microbiology techniques and methods. Ziva has received her Master’s Degree in Microbiology and has 
conducted research on developing Microbial Insecticides. She has established clinical laboratory systems in Israel, Microrite, Inc. a consulting 
company based in San Jose, CA and Microrite Training Center in Santa Clara, CA. Microrite helps Pharmaceutical, Medical Device, Biotechnology and 
Combination Product Companies in the areas of Quality Assurance, Validation, Process Development and Microbiological Quality Control. Ziva has 
also developed “BACTISPELL” a microbiology spellchecker to spell check genus and species names of microbes and other microbiology related terms. 
She is a member of PDA, ISPE, AAMI, and PMF and is an active mentor for graduate students at Stanford University working through the American 
Woman in Science Organization (AWIS). She is involved in Expanding Your Horizons, a program through the Math and Scientific Network to educate 
young girls about careers in science. Ziva serves on the editorial board of Pharmaceutical Microbiology Forum (PMF) Newsletter. 
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The 2010 Biofilm Networking Group Conference – West Coast 
 
                             SUGGESTED AIRPORT AND HOTEL 

 

Closest Airport 

Norman Y. Mineta San Jose International Airport (SJC)  
1732 N 1st St # 600 
San Jose, CA 95112 

Distance from Microrite Training Center: 

Estimated Driving Time: 9 minutes Estimated Distance: 4.77 miles 

 

Accommodation 

Biltmore Hotel and Suites (0.96 miles away from Microrite Training Center) 

2151 Laurelwood Road 
Santa Clara, CA 95054 
408-988-8411  

Microrite’s discounted rates will apply to this hotel.  

Standard Garden Room:    Rate $109.00 per night, KING or QQ 

Tower Suite:                    Rate $129.00 per night, QUEEN w/ sofa Sleeper  

Executive Tower Suite:  Rate $ 149.00 per night, QUEEN w/ sofa  

Hotel services to  include:  
Pick-up and drop off, to and from San Jose Int’l Airport and Microrite’s Training Center;  
Shopping within 5 miles of radius from Hotel. 

Breakfast and internet access included free with stay at the hotel. 

Mention “Microrite” to receive the discounted rate. 
 
 

WE LOOK FORWARD TO SEEING YOU IN OCTOBER! 
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