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miss ion
To advocate, educate, innovate and develop best practices for excipients, with a focus on patient safety.

To promote patient safety, IPEC-Americas will support its stakeholders by using collaboration, science and risk-based methodologies to:

l Provide interpretation, education, training and guidance for current and future pharmaceutical excipient regulations and science.

l Develop and implement appropriate quality practices throughout the supply chain for continued availability  of pharmaceutical 
excipients for use in the development and manufacture of medicines.   

l Encourage the development and use of new and novel excipients.

v is ion
IPEC-Americas will be the preeminent authority and resource on pharmaceutical excipients.

IPEC-Americas 
brings together diverse 
stakeholders that share
a common objective: 

Safe and effective
production and use 

of excipients.

one
objective

multiple 
stakeholders
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2O21
2O21 was yet another challenging  

and unpredictable year—    
but IPEC-Americas continued to make progress in many 
areas critical to our members.

As scientists we evaluate trends and develop hypothesis 
and forecast expected outcomes but what we have always 
known is that we cannot predict the future. The COVID 19 
virus has challenged the scientific world with its complexities 
and will most likely continue to do so for some time. In spite 
of the continued challenges in year two of the pandemic, 
IPEC-Americas has been able to provide opportunities for 
individuals to engage in meaningful dialogue related to 
excipients; to offer educational opportunities, guidance and 
advocacy, and to deepen our relationships with others seeking 
expertise in excipients. 

Janeen Skutnik-Wilkinson

Chair - IPEC-Americas
Director,

Global Regulatory 
CMC Policy & 

Intelligence Head
Biogen

As I come to the end of my term as Chair of IPEC-Americas, 
I am proud of all that we have accomplished and I am grate-
ful to our leadership team for all the support they have pro-
vided to me and to the mission of this organization, . …” 
to advocate, educate, innovate and develop best practices 
for excipients, with a focus on patient safety.” Our volun-
teers are the heartbeat of our organization, and I am con-
fident that as I pass the torch to the incoming Chair, Nigel 
Langley, IPEC-Americas will continue to achieve its vision, 
“to be the preeminent authority on excipients.” 

Thank you for taking the time to review our annual report.  
We were able to accomplish many initiatives and we have 
more planned for the future. We look forward to reconnect-
ing in 2022. 

a5 Influencea4 Membership a8 Educate a9 Cultivate a11  Numbers & Names
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Vaccines approved, shots administered, cautious emergence. 
Variants, postponements, surges. The new-new normal.
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Excipient stakeholders from across the industry

We welcomed 
these new 
members in 
2021...

Our diverse mix 
of members 

provides different perspectives—
ensuring our vitality.

membership

 

 

M $100M–200M
U $3B-5B

M Maker/supplier 
of excipients

U User/finished 
drug maker

Full members  
by size 
(annual revenue)

M >$200M
U > $5B

M $10M
U <$500M  

Also includes 
distributors

M $10M–25M
U $500M–1.5B

M $25M–100M
U $1.5B–3B

Other
(consultants,
media,
etc.)

399 
Academic

9 
Distributors

Users

87
MEMBERS

Makers

17

13
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External partnerships and alliances

Key to our effectiveness in advancing excipient industry  
aims is purposeful collaboration with various entities 
including: 

l AAAM – Association for Accessible Medicine
l AAPS – American Association of Pharmaceutical  

Scientists
l CHPA – Consumer Healthcare Products Association
l CRS – Controlled Release Society
l GADA – Generic Animal Drug Association
l IFPAC – International Foundation Process Analytical 

Chemistry
l IPQ – International Pharmaceutical Quality
l PDA – Parental Drug Association
l PQRI – Pharmaceutical Quality Research Institute
l Rx-360 – The International Pharmaceutical Supply Chain 

Consortium
l SAFYBI – The Argentine Association of Pharmacy   

and Biochemistry
l USP – United States Pharmacopeia

Providing Expertise

 Our team of subject matter experts provided insightful  
perspectives on emerging topics to both local and global 
regulatory agencies and pharmacopeias.

l CDE – Center for Drug Evaluation, China

l ECHA – European Chemicals Agency

l EDQM – European Directorate for the Quality of Medicines

l FDA – Food & Drug Administration

l ICH – International Council for Harmonisation

l PMDA – Pharmaceutical and Medical Device Agency, Japan

l USP – United States Pharmacopeia

During 2021, IPEC-Americas member company volunteers
wrote and reviewed IPEC-Americas publications, developed and/or revised guidelines and position papers, while 
our team worked tirelessly to communicate our messages.

Promoting the value of excipientsinfluence

The IPEC-Americas 
Insider

Reached over 4000 
readers bi-weekly, with 
a delivery rate of 95% 
and an average open 
rate of 43%.
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Training 

IPEC-Americas Quality by Design (QbD) Committee pro-
vided training on incorporating pharmaceutical excipients 
into a QbD development project to more than 200 FDA 
personnel.

The QbD Committee also partnered with ISPE India to 
deliver similar training to more than 700 attendees.

New Position Paper 

The Position 
Paper on 
Qualification  
of an Excipient 
Supplier’s Site 
was published 
in February. 
When an on-
site audit is not 
an available option, this position paper provides potential 
alternatives that may be appropriate when adequately 
supported by a risk-based approach.

Our website continues 
to be a go-to resource 
for both members and 
nonmembers alike.

New this year  
A web page has been added to the IPEC-Americas 
website to improve ease of access of our refreshed and 
expanded infographic poster series — free resources that 
are available for download to all industry professionals.

71,787

60k+
Unique

page views

increase
from 2020

continuedinfluence

Easier access to learning

This year IPEC-Americas 
migrated to a new learning 
management system pro-
viding a more streamlined 
experience for users of our 
diverse collection of educa-
tional offerings. Since its 
launch in March 2021, 
700+ professionals have 
participated in various webi-
nars, workshops, and other 
eLearning opportunities. 
(See page 8 for more on our 
education programming.)
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Global Connections  

We are one of the founders of and active contributors to the IPEC Federation—the global organization that promotes 
quality and safety in pharmaceutical excipients.

The Federation consists of the five existing regional IPECs—advocating for the industry with one unified voice. 

In 2021, IPEC-Americas worked with the IPEC Federation members to revise and republish the IPEC General Glossary 
of Terms and Acronyms and the IPEC Good Distribution Practices Audit Guide for Pharmaceutical Excipients. In addition, 
two new IPEC Guides were published.  

continuedinfluence

The IPEC Federation 
brings together the 

global Pharmaceutical 
Excipients Councils. 

 

 

Y E A R S
OF EXCIPIENT
LEADERSH I P



Webinars 
Live and 
On-Demand

Workshops 
Live 
Events

eLearning 
Online 
Courses 

Speakers  Topics Description 2021 Statistics

IPEC Member Volunteers • IPEC guides, position  THE authority and resource
  papers, etc. for education and training
 • Excipient laws, regulations,  in pharmaceutical excipients.
  and industry best practices 

Industry Professionals • Excipient scientific affairs Features dynamic educational  
 • Industry innovations  content addressing industry
  (formulations, R&D, etc.) needs for ongoing data, 
   product sourcing, research, 
   and other information.

Webinars 

In addition to our interactive education, our peer-reviewed 
publication stands as the industry source for research/
review articles, technical notes and opinion pieces related 
to excipients and food chemicals.

Journal of 
Excipients and 
Food Chemicals 
(JEFC)

4
11

9

Scientific articles 
published

Did you know that we have two distinct education brands? 

Dynamic topics, varied formatseducate

Webinars

+
Education is available 
in these formats through  
education.ipecamericas.org.

2
+

IPEC-Americas 
also held

GMP Compliance 
Workshops
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The IPEC Foundation is the charitable arm of the International 
Pharma ceutical Excipients Council of the Americas and is a 
501(c)3 organization. The IPEC Foundation awards grants-
in-aid, travel, and meeting grants to qualified individuals 
and organizations and is supported through IPEC-Americas 
resources (financial and staffing) and public contributions. 
The pharmaceutical ingredients, delivery systems and poli-
cies of tomorrow will benefit from our support of today’s 
promising students and forward thinking entities.

Awards

The Foundation held its annual awards ceremony at  
The Notary Hotel, Philadelphia, Pennsylvania on Sunday, 
October 17, 2021. Several winners were recognized for 
their efforts and contributions to the field of excipients.  
The awards and recipients are listed at right and on the 
following page.

Endeavors which promote understanding of excipients not only advance 
our objectives, but also build trust in our members’ companies, products, and services. 
Plus, support for up and coming industry leaders fosters interest and talent for the future! 

Future leadershipcultivate

l Ralph Shangraw Memorial Award    
For individuals who have provided outstanding 
research contributions in the study of excipients or 
excipient-related technology.

 Dr. Bruno Hancock, Pfizer

l Henk de Jong Industrial Research Award   
Recognizes individuals working in an industrial setting 
who have made significant contributions in the field of 
excipient technology.

 Panayiotis Constantinides, Ph.D., FAAPS,
 Biopharmaceutical & Drug Delivery Consulting

l Patrick DeLuca Emerging Researcher Award 
 Recognizes a beginning career scientist (post Ph.D.) 

who has demonstrated interest and dedication to the 
area of excipients.

 Dr. Na Li, University of Connecticut

 more awards on next page>
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Recipients of 
2021 IPEC 
Foundation 
Awards

continuedcultivate

Graduate Student Award Winners 
Scholarship winners 
receive a $1,500 stipend 
and membership in 
IPEC-Americas for one year.

Rishi Thakkar
University of Texas 

at Austin

Rahul Lalge
University of 

Minnesota
Unable to attend in person:

Daniela Silva
University of Alberta

Jayesh Sonje 
University of

Minnesota

Bo Wan 
University of 
Connecticut

Dr. Bruno Hancock
Panayiotis Constantinides

Dr. Na Li

(Awards given by 
R.Christian Moreton, 
Chairman, IPEC 
Foundation)

(Also shown,
David Schoneker, left)

(could not attend in person)
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Financials
I N C O M E

Dues  $ 938,100

Other Income  $ 14,029

Training  $ 117,703
GMP training, workshops, e-learning

Excipient World  $ 14,763

 Total Income  $ 1,084,595

E X P E N S E S

Overhead  $ 651,208
rent, website, insurance, it, payroll, health ins, benefits, travel, temp staff,    
payroll tax, consultants and travel, misc., dues & subscriptions

Support  $ 98,635
Staas & Halsey, Dunham & Aukamp, Foundation, Federation, PQRI, Coalition

Standing Commitees  $ 66,450

Other meetings/marketing   $ 52,487

Training Expenses   $ 54,647

Excipient World Expenses  $ 135,690

 Total Expenses  $ 1,059,117

 Net Cash From Operations  $ 25,478

INCOME

Training

Excipient World

DUES

Other

 

 

for the record Names & numbers

OVERHEAD

Excipient World

Training

Mtgs, Mrktg

Committees

Support

EXPENSES



FYI

LeadershipT I V E  C O M M I T T E E

l CHAIR 
	 Janeen Skutnik-Wilkinson  

Director, Global Regulatory CMC Policy    
& Intelligence Head, Biogen 

l Immediate Past Chair
 Priscilla Zawislak  

Global Regulatory Affairs Advocacy Manager, IFF

l Chair-Elect 
 Nigel Langley, Ph.D., MBA  
 Global Technology Director – Pharma Solutions, BASF

l Vice-Chair for Administrative Affairs 
 Meera Raghuram
 Director, Regulatory Strategy and Policy, Personal   

Home and Health Care Lubrizol Advanced Materials, Inc.

l Vice Chair for Harmonization and Compendial 
Monographs 

	 Douglas G. Muse  
 Consultant – Compendial Affairs, Global Quality 

Laboratories, Eli Lilly and Company

l Vice-Chair for Membership
 George Collins 
 Vice President Vanderbilt Mineral Co.

l Vice-Chair for Science & Regulatory Policy 
 David R. Schoneker      

Black Diamond Regulatory Consulting

l Vice Chair for Maker and Distributor Relations
 Joseph Zeleznik  

Technical Product Manager, IMCD 

l Vice Chair for User Relations
 Heather Sturtevant  
 Associate Director, Global Consumer Health,   

J&J Family of Consumer Companies 

l Officers 
	 William Dale Carter 
 Head of Quality Business Line Silica, NA Evonik 

 Ron C. Kelly, Ph.D.  
 Principal Product Quality Leader, Product Quality,
 Amgen, Inc. 

 Gina Marsee  
Director, Compendial Compliance and Advocacy, Merck

Jennifer Putnam
Senior Supervisor Analytical R&D, Perrigo

 

Committees
l CRC-Compendial Review

l EQ-Excipient Qualification

l GMP - Good 
Manufacturing Practices

l QbD-Quality by Design

l RA-Regulatory Affairs

l Scientific Affairs

l Users Network
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Join the leaders in advancing 
excipient relevance.

Contact us today!

IPEC-Americas members  
are finished pharmaceutical 
manufacturers, excipient
producers, distributors, and
other suppliers of specialized
services related to pharmaceutical
use of excipients.
For more information about IPEC-Americas and to learn  
how your company can advance its future through membership 
and committee involvement, you are invited to contact:

IPEC-Americas
3138 10th Street N.
Suite 500
Arlington, VA 22201

571-814-3449

ipecamericas.org
ipecamer@ipecamericas.org

Have a seat 
at the table

TO P.1

 

http://ipecamericas.org
mailto:ipecamer@ipecamericas.org
https://www.facebook.com/IPECAmericasOfficial
https://twitter.com/ipecamer
mailto:ipecamer@ipecamericas.org
https://www.linkedin.com/company/ipec-americas/posts/?feedView=all



