
• Learn not just from the director, but tap into the 
knowledge of your peers: Participants will have the 
opportunity to anonymously submit their challenges, 
problems, and issues for classroom discussion

• Participants will also have the opportunity for one-on-one 
consulting with the course director during course breaks 
and in the evenings. The course director has over 25 
years of industry experience

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.

1.

2.

3.

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.

Pharmaceutical Production Batch Record 
Review

INSTRUCTOR: JUDY CARMODY, Ph.D.

Please refer to our website for
upcoming course dates and times

COURSE DESCRIPTION
Efficient and effective batch record reviews provide 
pharmaceutical companies with two strategies. First, reviews are 
key to maintaining control of your firm’s operations, eliminating 
any guesswork and aiding in the resolution of atypical 
occurrences. Secondly, they enable a company to maintain and 
demonstrate a compliant posture - a sure way to avoid any 
quandary with the regulatory agencies.

This course is intended to take the mystery out of the batch 
record review process. The class examines the FDA and EU 
regulatory requirements for documentation and batch record 
reviews, explains the elements of the batch record review 
process, and clarifies the pathway to effective deviation 
investigations. Interactive sessions are included for identifying 
reviewer responsibilities, establishing good documentation 
practices, 
and writing procedures for the review process. Additionally, 
participants will be able to analyze their company’s compliance 
with these requirements and identify missing elements of the 
batch review process.

Ample time is provided to address specific problems and 
questions of individual participants. Additional benefits of this 
class include:



Session 1

• Introduction and Expectations
• Components of a Batch Record
• Regulatory Requirements

Session 2

• Elements of the Batch Record Review Process
• Skills and Responsibilities of Batch Record Reviewer
• Production and Quality Review Processes

Session 3

• Documentation Practices
• Electronic Batch Records
• Tools for Effective Batch Record Review

Session 4

• Preparing for the Batch Record Review
• Handling and Responding to Batch Record Deviations
• Industry Trends: Observations and Warning Letters

SECOND DAYFIRST DAY
Session 1

• Reintroduction and Recap
• Training Program for the Batch Record

Reviewer

Session 2

• Metrics and Record Keeping

Session 3

• Writing Batch Record Review Procedures and
SOPs

Session 4

• Communication Between Production and
Quality

• Questions, Issues, Expectations and Answers

Course Wrap-up and Conclusions

INSTRUCTOR CREDENTIALS
Judy Carmody, Ph.D., is the founder and Principal Consultant of 
Carmody Quality Solutions, LLC. a dynamic, innovative consulting 
agency that provides Quality services to the pharmaceutical, 
biologics and medical device industries.  

Dr. Carmody is the former president of Avatar Pharmaceutical 
Services, a GMP CRO which she founded and led for over 8 years, 
prior to selling it in 2010. Since then she has held senior level 
positions in small and large pharma and has strengthened her 
knowledge of robust quality systems. With each custom-crafted 
solution she fulfills her vision of connecting everyday quality 
processes and procedures with the strategic needs of her client's 
business.

Prior to founding Avatar, Dr. Carmody spent 10 years in the 
(bio)pharmaceutical industry, developing methods for small 
molecules and oligonucleotides, managing QC, Analytical, and 
Validation groups. In addition to this solid grounding in 
pharmaceuticals, she worked at Waters Corporation's Applied 
Technology and Marketing groups where she developed novel 
separations methods with colleagues and (bio)pharmaceutical 
customers. At Waters, Dr. Carmody brought numerous new 
technologies to market through published papers and technical 
presentations both at world-wide conferences and leading 
(bio)pharmaceutical companies.

Scientific understanding underscores Dr. Carmody’s unique 
approach to solving the most challenging Quality or Analytical 
issues. A resume that spans roles in applied technology, marketing, 
bench chemistry, validation, quality management and several 
leadership roles provides the basis of Dr. Carmody’s approach to 
developing solutions. Her experience leverages the creative 
integration of technologies from diverse fields and enables these 
elements to be transformed into client solutions. 

Dr. Carmody holds a PhD in Analytical Chemistry from Clark 
University in Worcester, Massachusetts.  

WHO SHOULD ATTEND
This two-day course is designed for pharmaceutical production, 
quality assurance and compliance personnel who are 
responsible for the review and audit of production batch 
records, and batch record deviation investigations. This 
includes, but is not limited to, such positions in Quality Control, 
Quality Assurance, Manufacturing, and Packaging groups. Those 
who supervise, manage, or oversee these activities would also 
benefit from this program.




