
P
h

ar
m

ac
eu

ti
ca

l 
D

ev
el

o
p

m
en

t 
C

o
u

rs
e 

w
w

w
.p

ro
ch

em
is

t.
co

m
 

 

 

Fundamentals of Protein 
Pharmaceutical Formulation 

Development 

 

Presented by McAfee Consulting R
eg

is
tr

at
io

n 
Fo

rm
 

 N
am

e:
  

 
 C

om
pa

ny
:  

 
 A

dd
re

ss
: 

 
 

 C
ity

: 
 

 S
ta

te
:  

__
__

__
_ 

Zi
p:

 
 

 
 C

ou
nt

ry
: _

__
__

__
__

__
__

__
_ 

 T
el

ep
ho

ne
:  

  
 Fa

x:
__

__
__

__
__

_ 
 

E
m

ai
l:_

__
__

__
__

__
__

__
__

 
 H

ow
 d

id
 y

ou
 h

ea
r a

bo
ut

 th
is

 c
ou

rs
e:

  �
R

ec
ei

ve
d 

a 
br

oc
hu

re
 in

 th
e 

m
ai

l  
�

C
ol

le
ag

ue
  �

E-
m

ai
l  
�

W
eb

 s
ite

  �
O

nl
in

e 
S

ea
rc

h 
E

ng
in

e 
  

�
O

th
er

__
__

__
__

__
__

__
__

__
__

__
__

__
__

__
__

__
__

__
__

__
__

_ 
 M

et
ho

d 
of

 P
ay

m
en

t (
$1

,4
95

 p
er

 p
er

so
n)

 

�
 

C
he

ck
 

�
 

M
on

ey
 O

rd
er

 
�
 P

ur
ch

as
e 

O
rd

er
 

�
 

Vi
sa

/M
C

 
�

 
A

m
er

ic
an

 E
xp

re
ss

  

C
re

di
t C

ar
d 

or
 P

.O
. N

um
be

r: 
 

 

N
am

e 
on

 C
re

di
t C

ar
d:

  
 

C
re

di
t E

xp
ira

tio
n 

D
at

e:
  

 

October 11-12, 2007 
Millennium Bostonian Hotel ● Boston, MA 

R
eg

is
tr

at
io

n
 I

n
fo

rm
at

io
n

 

Fu
nd

am
en

ta
ls

 o
f P

ro
te

in
 P

ha
rm

ac
eu

tic
al

 F
or

m
u-

la
tio

n 
D

ev
el

op
m

en
t w

ill
 b

e 
he

ld
 a

t t
he

 M
ill

en
ni

um
 

B
os

to
ni

an
 H

ot
el

 in
 B

os
to

n,
 M

A
.  

 T
he

 h
ot

el
  i

s 
lo

ca
te

d 
in

 th
e 

he
ar

t o
f d

ow
nt

ow
n 

B
os

to
n,

 a
cr

os
s 

th
e 

st
re

et
 fr

om
 F

an
eu

il 
H

al
l a

nd
 a

 sh
or

t w
al

k 
fr

om
 

B
os

to
n’

s h
is

to
ric

 N
or

th
 E

nd
 a

nd
 w

at
er

fr
on

t. 
 A

 
bl

oc
k 

of
 r

oo
m

s h
as

 b
ee

n 
re

se
rv

ed
 fo

r 
th

is
 

co
ur

se
.  

Pl
ea

se
 c

al
l M

cA
fe

e 
C

on
su

lti
ng

 fo
r 

as
-

si
st

an
ce

 w
ith

 b
oo

ki
ng

 y
ou

r 
ro

om
. 

w
w

w
.m

ill
en

ni
um

ho
te

ls
.c

om
 

C
o

u
rs

e 
V

en
u

e 

Fi
ve

 E
as

y 
W

ay
s t

o 
R

eg
is

te
r!

 
 Ph

on
e:

 (8
17

) 4
83

-4
12

6 
Fa

x:
  (

81
7)

 4
83

-7
57

4 

O
n 

lin
e:

  w
w

w
.p

ro
ch

em
is

t.c
om

  

E
m

ai
l: 

 re
gi

st
er

@
pr

oc
he

m
is

t.c
om

 

M
ai

l: 
M

cA
fe

e 
C

on
su

lti
ng

 
 

P.
O

. B
ox

 3
6 

 
K

en
ne

da
le

, T
X

 7
60

60
 

 M
ak

e 
C

he
ck

s P
ay

ab
le

 to
:  

M
cA

fe
e 

C
on

su
lti

ng
 

Bret A. Shirley, Ph.D. 
Director of Pharmaceutical Sciences 
Stryker Biotech 

Janet Wolfe, Ph.D. 
Founder & CEO 
Wolfe Laboratories 

Course Instructors: 

        Sponsored by 

Helping You Bridge Discovery and Development 

R
eg

is
te

r 
E

ar
ly

.  
C

la
ss

 si
ze

 w
ill

 b
e 

lim
ite

d 
! !

 ! 



 
 

 

Fundamentals of Protein Pharmaceutical         
Formulation Development 

October 11-12, 2007 
Boston, MA 

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 Formu-
lation Development is designed to impart to you the 
tools and knowledge necessary to systematically ap-
proach the development of therapeutic protein formu-
lations. 

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 Director 
of Pharmaceutical Sciences at 
Stryker Biotech (Hopkinton, MA) 
where he has responsibility for the 
development of formulations, drug 
delivery systems and analytical 
methods.  Prior to his current posi-
tion, he held positions at Altus Phar-
maceuticals, Syntonix Pharmaceuti-

cals, the Chiron Corporation and Boehringer Ingel-
heim Pharmaceuticals.   Dr. Shirley has over 15 years 
of experience in the development of formulations for 
therapeutic proteins.  He received a doctorate in     
Protein Biochemistry from Texas A&M University. 

Janet Wolfe, Ph.D.  
Janet Wolfe is founder and CEO of 
Wolfe Laboratories and the WXYZ 
Group, a family of contract research 
and development groups located in 
Watertown, Massachusetts. Prior to 
starting Wolfe Laboratories, Dr. 
Wolfe was on the faculty of the de-
partment of Pharmaceutical Sci-
ences at the University of Tennes-

see, Memphis. Dr. Wolfe has over 15 years experience 
in pharmaceutical research and development and is the 
author of numerous articles and presentations.         
She received a doctorate in Pharmaceutical 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 formulation development chal-
lenges unique to therapeutic protein products 

• Learn systematic approaches to the develop-
ment of liquid and lyophilized protein formula-
tions 

• 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 Taste of Boston                 
reception on the first evening of     

the course! 

Helping You Bridge Discovery and Development 
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