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Fundamentals of Protein Pharmaceutical         
Formulation Development 

Course Description 
Protein therapeutics present significant challenges to 
the development of stable, commercially viable phar-
maceutical formulations.  Proteins degrade by multi-
ple mechanisms, and each molecule presents unique 
challenges that must be appropriately understood and 
addressed during the formulation development proc-
ess.  Fundamentals of Protein Pharmaceutical For-
mulation Development is designed to impart to you 
the tools and knowledge necessary to systematically 
approach the development of therapeutic protein for-
mulations. 

The course will detail formulation development re-
quirements within the context of each phase of the 
clinical development process, with the ultimate goal 
of a robust, stable, user-friendly commercial product.  
An overview of protein structure will be given with 
special emphasis on its relationship to protein chemi-
cal and physical degradation pathways.  Formula-
tion studies appropriate for each phase of pre-clinical, 
clinical and commercial development will be pre-
sented.  Protein analytical methods will be detailed, 
along with their proper use during each phase of for-
mulation development.  Case studies will be used to 
illustrate important aspects of protein formulation, 
stability and characterization to allow you to gain 
firsthand knowledge of solutions to real-world chal-
lenges in the development of protein pharmaceutical 
formulations.  

Who Should Attend? 
This course is designed for Pharmaceutical Industry 
personnel involved in the design and development of 
formulations for therapeutic proteins. 

 
 Course Instructors 

Bret A. Shirley, Ph.D. 
Bret Shirley is currently the Senior 
Director of Pharmaceutical Sciences 
at Stryker Biotech (Hopkinton, MA) 
where he has responsibility for the 
development of formulations, drug 
delivery systems and analytical meth-
ods.  Prior to his current position, he 
held positions at Altus Pharmaceuti-
cals, Syntonix Pharmaceuticals, the 

Chiron Corporation and Boehringer Ingelheim Phar-
maceuticals.   Dr. Shirley has over 15 years of experi-
ence in the development of formulations for therapeu-
tic proteins.  He received a doctorate in Protein Bio-
chemistry from Texas A&M University. 

Janet Wolfe, Ph.D.  
Janet Wolfe is founder and CEO of 
Wolfe Laboratories, located in Wa-
tertown, Massachusetts. Prior to start-
ing Wolfe Laboratories, Dr. Wolfe 
was on the faculty of the department 
of Pharmaceutical Sciences at the 
University of Tennessee, Memphis. 
Dr. Wolfe has over 15 years experi-
ence in pharmaceutical research and 

development and is the author of numerous articles 
and presentations.  She received a doctorate in Phar-
maceutical Chemistry from the University of Kansas. 

 

Discounted Registration! 
⇒ Send 2 full price attendees from the same institu-

tion, and get the 3rd at half price 

⇒ Send 3 full price attendees from the same institu-
tion, and the 4th is free! 

• Explore the challenges unique to the develop-
ment of formulations for therapeutic protein 
products. 

• Gain insight into state of the art analytical 
methods used to characterize proteins and to 
assess protein stability. 

• Discover how to identify and characterize pro-
tein degradation pathways early in the formula-
tion development process to maximize your 
chances of success. 

• Evaluate forced degradation studies to acceler-
ate your formulation development efforts. 

• Learn to design and conduct appropriate for-
mulation and stability studies to support each 
phase of product development.  

• Review formulation development case studies 
from real-world protein therapeutic products. 

• Discuss your particular formulation develop-
ment challenges with instructors during and 
after the course.  

 
 

 
 

 
 

Key Benefits of Attending 

● Pharmaceutical Chemists 
● Protein Chemists 
● Bioanalytical Chemists 
● Biochemists 
● Members of R&D 

● Project Management 
● Manufacturing 
● Quality Control 
● Quality Assurance 
● Regulatory Affairs 

Join us for a reception on the first 
evening of the course! 

Helping You Bridge Discovery and Development 
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