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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.

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.

INTEGRATION OF RISK MANAGEMENT 
PRINCIPLES AND ACTIVITIES INTO 
THE PHARMACEUTICAL QUALITY 

SYSTEM

Course Director: Steven Weitzel

Please refer to our website for
upcoming course dates and times

-------------------------------------------------------

WHO SHOULD ATTEND
This two-day course is designed for those responsible for drug 
and biologics Quality System compliance including quality and 
production managers, product and process development, 
regulatory/quality professionals, clinical/product specialists, 
R&D and laboratory professionals, and management.  New 
and experienced personnel, including management are urged 
to attend.  

LEARNING OBJECTIVES
Course Objectives Include:

• Understanding the principals of Risk Management, the 
terms and their relationships

• Know the key Risk Management and Quality System 
regulations, requirements, standards, and guidance

• Develop a working knowledge and application of tools 
used in Risk Management

• Develop an understanding of how to integrate RM 
principals into a pharma/biologics QS

• Understand and appreciate Product Life Cycle 
considerations and the significance of different types of 
risk evaluation in product development, process 
development, commercial tech transfer and ongoing 
GMP operations.



Introduction and Overview

• Risk: Patient - Product -  Process
• Legacy vs. Life Cycle Compliance Approach

o PAT - QbD - ICH Q8, Q10
• Product Life Cycle Quality and Risk Management

Key Elements of Quality Risk Management

• Organized Approach/Top level integration with the QMS
• Risk Assessment

o Risk Identification-hazards and harm matrix
o Risk analysis and evaluation-Introduction to key risk 

tools
• Risk Control and Reduction – Reliability and Detectability
• Risk Acceptance- 

o Severity/Likelihood Matrix-Considerations for 
determining Acceptable Risk 

o The importance of the Risk/Benefit analysis

Understanding Key Risk Analysis Tools

• Process Mapping 
• Hazard Analysis and Critical Control Points (HACCP) 
• Hazard Operability Analysis (HAZOP) 
• Cause and Effect Analysis 
• Fault Tree Analysis (FTA) 
• Failure Mode Effects Analysis (FMEA)

SECOND DAYFIRST DAY

• We will work together to evaluate and find possible /strategies to risk 
scenario brought forward by class participants

• Patient/Consumer risk and the Quality Target Product Profile
• QbD - Risk Control -  Product Development
• Product Realization and Specification of Critical Quality Attributes

Risk Management Tools and Application to Product Development and 
Product Risk

RM Tools and Applications in Process Development and Validation

• Product/Process Development Transition
• Process Understanding and Design Space
• Scale Up -  Process Validation 

RM for Maintaining and Improving cGMP Operations

• Continuous Process Verification
• CAPA
• Tech Transfer
• Change Control 

Next level Risk Management Topics and Issues

• Organizing a process and program for RM Integration
• Preconception, misinterpretation: Their potential impact on 

Calculating Risk
• Establishing Risk Responsibility-The importance of risk control effort 

being proportional to the magnitude of risk
• Recap/Case Discussion

INSTRUCTOR CREDENTIALS
Steven A. Weitzel is Vice President-Technical Operations of 
CANI, Inc. Critical Process Cleaning.  He is a recognized subject 
matter expert on process development and on validation of 
cleaning and contamination control for FDA regulated 
manufacturing, including sterile and non-sterile drug dosage 
forms, biologics, APIs, devices and combination products, 
cosmetic and consumer products, and emerging natural 
medicines and supplements. He has conducted technical 
training or consulted for the world’s leading pharmaceutical, 
biotech, cosmetic and medical device companies.  He primarily 
works in North America and Europe, but his work has extended 
to the Middle East, India and Southeast Asia within companies 
of all size and structure.

Mr. Weitzel earned a B.S. in chemical engineering from the 
University of Missouri, and a Master’s in Business Administration 
from Washington University in St. Louis.  He is a pharmaceutical 
process engineer with over 25 years technical experience in FDA 
regulated industry, holding technical and management positions 
at Novaflux, Bristol-Myers Squibb, Calgon-Vestal/Merck, 
Mallinckrodt, and Dow Chemical with direct experience in 
engineering, manufacturing and validation of medical devices 
and in-vitro diagnostics, APIs, oral drugs and nutritionals, 
terminally sterilized and aseptic parenterals.  While at Calgon-
Vestal/Merck (now Steris) he started their business life science 
business unit and introduced CIP 100 and other cleaning agents 
for validated cleaning as well as LpHst, Spor Klenz and products 
and support for aseptic manufacturing.  Mr. Weitzel has been 
involved in hundreds of facilities, projects and applications 
related to critical systems, contamination control, cleaning or 
process validation.

Group Discussion

Regulatory Perspectives and Requirements

• Understanding the difference between: laws, regulations, 
guidances, and standards

• Quality System and Risk Management requirements and 
guidance

o US, EU, ICH/Harmonized 
• Comparisons between the EU, U.S., and other countries




