
ABOUT CfPIE
Learn from the Leader

In a life sciences industry that has faced nearly $15 billion in fines and 
compliance-related settlements over the last several years, The Center 
for Professional Innovation & Education (CfPIE) is a better alternative 
for maintaining high standards, protecting industry reputations, 
and enhancing personal growth. Since 2001, we have embraced a 
singular goal—to provide the highest quality education to life science 
professionals. Today, as the global leader in quality life sciences 
training, we offer the largest range of course options for professional 
development in pharmaceutical, medical device, biotech, and skin/
cosmetics disciplines. We are dedicated to enriching that reputation by 
conveying content relevant to the needs of individuals and organizations 
facing intense scrutiny in those highly technical disciplines.

Go to http://www.cfpie.com

Go to “REGISTER” and select your course.

Create an account and register for your course.
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http://www.CfPIE.com

HOW TO REGISTER

COURSE FEE
$2150.00 PER PERSON

EARLY BIRD DISCOUNT

The Center for Professional Innovation & Education, Inc. 
7 Great Valley Parkway

Suite 295
Malvern, Pennsylvania 19355

If you register at least thirty days in advance you will receive a 
$200 discount on the course.

ADDITIONAL DISCOUNTS
Contact us at 610-648-7550 or info@cfpie.com for 
information regarding partnership discounts or how your 
organization can become a partner with CfPIE.

CANCELLATION POLICY
All cancellations must be in writing and are subject to a 
$350.00 cancellation fee. If cancellations are made more than 
30 days prior to the course, a refund less the cancellation 
fee will be provided. If cancellations are made less than 30 
days prior to the course, a voucher good for attendance at an 
upcoming course will be provided. The voucher, which can be 
used by the registrant or anyone else within his/her company, 
will be valued at the registration fee minus the $350.00 
cancellation fee.

If a registered attendee does not cancel and fails to attend, 
neither a refund nor voucher will be issued. All course 
cancellations must be in writing and emailed sent to info@
cfpie.com. Registrants are responsible for contacting the hotel 
and canceling their room reservations.

CFPIE reserves the right to alter the venue, if necessary.

Substitution Policy - Classroom Courses

Substitutions are accepted at no penalty with written 
notification from the original registrant in advance of course. 
All substitution requests must be in writing and emailed to 
info@cfpie.com.

CfPIE also offers on-site courses for 10 or more 
attendees. Contact us at info@cfpie.com

COURSE DESCRIPTION
This course provides comprehensive practical information on 
microbial contaminants and contamination control in modern 
cleanrooms. Extensive guidance is presented on the daily 
functions and monitoring necessary to maintain required 
cGMP microbial and particle cleanliness levels in cleanrooms.

Topics to be discussed include:
• Basics of microbial biology and physiology
• Cleanroom design requirements
• Sources of microbial contamination in cleanrooms
• Non-viable airborne particle standards and

monitoring
• Airborne and surface microbial standards and 

monitoring
• Origin and minimization of pyrogen contamination
• Cleaning technologies and operations
• Disinfection and sanitization materials and

techniques
• Rapid microbial monitoring methods
• Training methods for proper contamination control

Emphasis is placed on attendees sharing information on  
their practical cleanroom knowledge and experiences with 
the group.

Cleanroom Fundamentals:  Regulation, 
Science, Design, Practice, Operation & 

Management

Course Director:  Wen Schroeder

Please refer to our website for
upcoming course dates and times



Session 1:  Global Regulatory Overview

• Evolution of modern day cleanrooms
• Relevant regulatory glossary & definitions
• Major cleanroom functions & classification schemes
• Regulatory standards/definitions around the world
• Regulatory requirements:  comparison & contrast

Session 2:  Cleanroom Fundamentals – Contaminants & 
Contamination

• Understanding contaminants & contamination
• Sources of contamination
• Root cause investigation & analysis

Sessions 3-4:  Cleanroom Fundamentals - Microbiology 
for Non-microbiologists

• Introduction to basic cleanroom microbiology
o Cleanroom microflora & origins
o Characterization & identification
o Microbial growth & survival
o Biofilm

• Regulatory requirements & guidance
• Sources of microbial contamination

o Surface
o Water
o Air
o People

• Microbial control & management:
o Identification
o Detection
o Sampling
o Monitoring

SECOND DAYFIRST DAYINSTRUCTOR CREDENTIALS
Wen Schroeder is the founder and president of SEKI 
Cosmeticals. With 20+ years of industrial experience, 30 US 
patents and author of numerous publications, Ms. Schroeder is 
an internationally recognized lecturer on cosmetic science & 
regulatory affairs.  

Her lecture topics cover a wide range of areas including 
chemical management and biocide regulations, food, drug and 
cosmetic law. She is a key expert for numerous cross-
governmental aid programs including the ASEAN-EU 
Programme, under the European Commission, for Regional 
Integration Support in cosmetic & pharmaceutical GMP and 
testing. Ms. Schroeder is scientific advisor to Taiwan External 
Trade Development Council and previously taught courses 
addressing cosmetics, food, OTC drugs, biocides and chemical 
management topics. She served on the Personal Care Products 
Council and is active in the Society of Cosmetic Chemists and 
the Regulatory Affairs Professional Society.

Ms. Schroeder is the editor of a newly published book, 
Sustainable Cosmetic Product Development by Allured Books, 
which is the first comprehensive technical reference work in this 
field for the cosmetic and personal care industry.

WHO SHOULD ATTEND
This course is designed for professionals of the biotechnology, 
life sciences, medical, pharmaceutical and cosmetic industries 
who are interested in gaining a basic, practical understanding of 
cleanrooms.  This includes professionals working in:

• Regulatory Affairs / Regulatory Operations
• Microbiology
• QA/QC
• Manufacturing
• Maintenance
• Facility Management
• Validation

Session 5:  Select Topics on Cleaning & Disinfecting

• Regulatory definitions and requirements
• When to clean, when to disinfect?
• Essentials on aseptic processing
• Let’s talk about water
• Cleaning validation

Session 6:  Cleanroom Design – Points to Consider

• Functions of cleanrooms
o Facility layout
o Windows and doors
o Pass-throughs
o Gowning

• Construction & materials
o Materials selection
o Management of air & filtration

systems
• Environmental control:

o Air flow / pressurization
o Temperature
o Humidity
o Others

Session 7:  Cleanroom Operation & Management

• Essential environmental monitoring
• Regulatory requirements & guidance
• Risk analysis
• Optimized compliance program
• Investigation & CAPA

Session 8:  Workshop – Case Studies & Current 
Affairs




