
GMPs for All Phases 
January 28-29, 2019  Orlando, FL

Course Description Day One (9:00 am - 4:45 pm) Day Two (9:00 am - 1:15 pm)
Good Manufacturing Practices are 
the foundation for all drug & 
biologic products intended to be 
dosed to humans. Sponsors are 
legally required to follow GMPs in 
their manufacturing processes. It’s 
recognized that early clinical trials 
involve a small number of subjects 
and require a small amount of 
product. And, at this early stage, 
could present undue investment 
burden for sponsors to comply fully 
with all GMPs. Therefore, provisions 
have been made to use a risk-based 
approach across phases of 
development. This workshop will 
provide details for you to ensure 
GMP compliance. 

 Core principles of GMP 
Regulatory requirements across 
phases  

 Raw material requirements and 
process development 

 Quality Assurance Required 

 SOPs 

 Batch records 

Practical exercise: Review a
batch record and perform 
quality control 

Manufacturing process 
development & scale-up 

 Method development 

 Qualification vs. Validation 

Discussion & Review: 
Qualification vs. Validation 

 Validation Requirements across 
regions & phases of study 

 Vendor selection & management 

Practical exercise: Assess 
vendor qualification & develop 
quality agreement

 Vendor Management & 
Oversight 

 Training Requirements 

 SOP Development & Evolution 

Practical Exercise: Compare 
SOPs using a CMO vs. 
internal activity 

 Quality & Manufacturing 
Content Requirements for the 
IND/CTA/INDS- in CTD format 

Practical exercise: Building 
CTD content for Module 3 

 Life cycle management 
considerations; 
document granularity 

VENUE

Renaissance Orlando at 
Seaworld
6677 Sea Harbor Dr. 
Orlando, FL 32821 
(407) 351-5555

To Register, Click Here

http://www.regulatorysynergy.com/
https://fs7.formsite.com/04QYYT/xregaun3ro/index.html


Course Leader: 
Peggy J. Berry, MBA, RAC, is the President & CEO at Synergy Consulting where she provides consulting services to 
companies in all aspects of drug development.  She also provides group and one-on-one training in drug 
development, regulatory affairs and project management topics.  Prior to founding Synergy Consulting, she was Vice 
President of Regulatory Affairs at Insmed where she was responsible for the development and implementation of 
global regulatory strategies and the management and oversight of the regulatory affairs department. She also 
worked as Vice President of Regulatory Affairs and Quality at Amarin and held a variety of senior level positions at 
Dyax, MGI Pharma, AstraZeneca and Dey Pharma. She has also held Regulatory Affairs roles within two clinical 
contract research organizations and has worked in review divisions at the FDA.  In addition, Ms. Berry is active in 
the Regulatory Affairs Professionals Society.  She is an editor-in-chief of Fundamentals of US Regulatory Affairs, 6th 
edition (RAPS, MD 2010). Editor of “Choosing the Right Regulatory Career” (RAPS, MD 2010) and author of 
“Communication & Negotiation” (RAPS, MD 2011). 

“Instructor was knowledgeable 

and encouraged great 

interaction with attendees.” 
Sr. Manager, Quality Assurance 

“Incredibly valuable- wanted to 

learn electronic submissions 

component only but Peggy’s 

real-world experience with 

product-submissions and 

incorporating examples was 

INVAULABLE! She is fantastic! “ 

Global CEO 

 
“The instructor and her experience 

and delivery of the information made 

all the difference.” CEO 

“Very helpful.  Applicable stories to 

topic.”  Sr. Manager, Quality assurance 

http://www.regulatorysynergy.com/



