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The focus and interest of the media, 
regulators, industry and politicians on 
excipients has continued to grow over the 
past year.  No other time in history have 
excipients been such a strong focus point.  
With the changing needs of the 
pharmaceutical industry and regulators as 
they continue to embrace Quality by Design, 
the need to understand excipient 
functionality is now an expectation.  
Regulators, politicians and industry are 
focusing on the importance of the safety and 
security of the pharmaceutical ingredient 
supply chain, with a strong focus on the role 
of excipients.  As Capitol Hill moves from 
Food Legislation and Healthcare Reform into 
the area of FDA enhancements and revisions 
to drug legislation, the importance of IPEC’s 
role in the area of excipients will be critical in 
2010.  IPEC is uniquely placed to engage with 
Legislators and Regulators on important 
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2009 Chair’s Message 

matters pertaining to excipients, focusing on 
a science and risk-based approach to any 
legislation/regulation including excipients.  
We are unique as we are the voice of 
Excipient Makers, Excipient Users and 
Distributors and so we can bring to the table 
knowledge from the key players, excipient 
expertise from all sides, and a strong 
relationship with the FDA.  
 
As IPEC continues to grow and mature, the 
leaders of the three original IPECs, IPEC- 
Americas, IPEC Europe and IPEC Japan, felt it 
was important to create a more unified and 
formal environment for us to work together.  

mailto:ipecamer@aol.com
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IPEC-Americas Strategic Plan and 2010 Action Items 

We have worked throughout 2009 to 
establish the IPEC Federation, which 
consists of the three founding PECs as well 
as IPEC China.  In the beginning of 2010 we 
will sign off on the final by-laws and vote 
for the officers.  We know that it is 
important to our members to have 
harmonized approaches to guidelines, 
monographs and practices for excipients 
globally.   
 
2009 was a very busy year for IPEC and I 
believe that 2010 will be just as busy and 
just as important of a year.  In 2009, we 
took further steps to defining the role of 
excipients in Quality by Design and even 
coming up with novel concepts such as 
flexibility in formulations.  We were able to 
have several successful meetings with the 
FDA to discuss these concepts and 
continue to evolve our thinking.  In 2010 
we are looking to establish a workshop to 
further define “critical” as it applies to 
excipients.   We launched our first Webinar 
on Novel Excipients, which was a 
tremendous success and very well 

attended.  We formed the Melamine 
Coalition which was a cross-industry 
coalition that provided comments to the 
FDA on the Melamine Guidance, and also 
met with FDA to discuss concerns on the 
guidance.  The outcome will be Q&A 
published by FDA, hopefully before the 
end of the year.  The industry wide 
coalitions created and led by IPEC are 
viewed by other associations as a value 
added activity.  IPEC’s flexibility, agility, 
speed, and drive to action are true assets 
of our organization.   
 
As we prepare for 2010, we hope that you 
will continue to see the importance of our 
trade association and the unique 
opportunities IPEC presents.  In 2010 we 
will continue to focus to advance our 
Strategic Plan priorities.  It is important 
that as we are the only trade association 
focused on excipients that we continue to 
engage with Regulators and Politicians and 
help guide them in science and risk based 
approaches for excipients.   
 

Background: The numbered sections 
below refer to the eight elements of IPEC-
Americas current strategic plan. Each 
includes a report on 2009 progress and 
notes projects scheduled for 2010. 
Although a report was provided by Ms. 
Skutnik during the annual Board of 

Trustees meeting on December 10, it was 
decided to reprint the report in IPEC-
Americas News because of its broader 
circulation within member companies on a 
global basis. As you will see, IPEC-Americas 
committees remain productive and 
continue to serve members’ interests. 
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          a.   Novel Excipients procedure webinar and 
increasing awareness and interest 
          b.   2010 Projects 
                    i.   Development of a process to submit 
to USP for the Addition of pending monograph for 
materials going through procedure 
 
4.   Monitoring of External Environment:  
Implement appropriate regular monitoring of the 
external factors impacting IPEC and excipients to 
inform the membership and other appropriate 
organisations  
          a.   Ongoing priority and notification of key 
issues to membership 
          b.   Continued raising awareness of key 
issues 
          c.    2010 Project 

i. Call to all members to share 
information in public 
domain that would be of 
interest and have impact on 
IPEC membership 

 
5.   Collaborative Relationships:  Maintain and 
develop external collaborative relationships and 
establish new ones as appropriate to meet 
members’ objectives  

a. Continued to engage with global 
regulators and develop 

b. Formalised relationships with 
Sindusfarma and developing with 
India 

c. Working closely with PDA, BIO, 
GPhA, CHPA forming coalitions for 
items of importance to all 

d. Developing relationships with ISPE 
and continuing relationships with 
AAPS and others 

e. Developed new collaborative 
working relationship with NSF and 
ANSI 

f. 2010 Project 
i. Joint workshop with AAPS 

on co-processed excipients 
and one on Definition of 
Critical for Excipients 

ii. Exploring other 

1.   Science & Risk-Based Standards:  Evaluate 
existing, and develop and proactively promote 
additional scientifically sound, risk-based 
standards through internal development and 
influencing external organisations  
          a.   Have identified subject matter experts 
and skills sets of XC and Committee chairs- 
information will be published on the members 
only section of the website for use and reference 
by our members 
          b.   Fundamental in influencing the FDA in 
the publication of the new Residual Solvents 
Guidance 
          c.   Developed coalition across industry to 
address Melamine Guidance 
          d.   Close collaboration with FDA on QbD for 
Excipients 
          e.   ANSI Project & Certification 
          f.   Addition of legislative actions 
          g.   Continued emphasis on harmonised 
monographs 
          h.   2010 Projects 
               i.   Developing contacts with Field offices 
               ii.   Ongoing Legislative work pending 
budget achieved 
               iii.   New project on addressing non-
harmonised attributes in compendial monographs 
for excipients (Pilot programme) 
               iv.   New Training Initiative: New training 
committee and programme for 2010 
   1.   Core Courses 
          a.    GMP/GDP 
          b.   Quality Agreements 
          c.    Audits 
          d.   How to handle an FDA inspection 
   2.   Additional course and models to follow 
 
2.   Administrative Support:  Ensure its continued 
viability by providing the necessary resources to 
achieve its objectives  
          a.   Improvements in technology and 
support 
 
3.   Safety and Toxicology Issues:  Re-establish 
and maintain a presence and focus in excipient 
safety and toxicology for existing and novel 
excipients  
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Elected Executive Committee Members: 
          Eric Berg 
          Director, Supplier Quality 
          Amgen, Inc. 
 
          Ann Van Meter 
          Senior Quality Systems Specialist 
          Dow Wolff Cellulosics 
 

Executive Committee Election Results 

partnerships 
 

6. Promotion and Marketing of IPEC: 
Develop a promotion and communication 
program to inform government, industry,  
media and the public about excipient 
issues and our accomplishments  

a. Provided speakers to various 
meetings on key IPEC guidances 
and projects 

b. Booths at several key meetings 
c. Promotion of IPEC novel excipient 

evaluation procedure 
d. 2010 Project 

i. Limited Duration Marketing 
Team: Pulling together a 
short term team to 
brainstorm marketing and 
PR ideas 

ii. Capitalise on the value for 
money: IPEC is not an 
expensive organisation in 
comparison to other 
organisations 

iii. New Journal of Excipients 
(on line journal) 

iv. Formation of actual 
membership committee 

 
7. Increased Use of Available Technology:  

Implement the use of appropriate 
technology as needed to advance our 
objectives  

a. Major improvements and advances 
in 2009 

i. Linked in Site 
ii. Website Overhaul project 

iii. Webinar 
b. 2010 Project 

i. Twitter 
ii. Web redesign launch 

iii. Camptasia exploration 
iv. Training tools 

 
8. Excipient Life Cycle Management:  

Develop, promote and encourage a 
science-based and risk-management 
based approach to lifecycle management 
that is appropriate to maintenance of 
consumer safety and viable for the supply 
chain  

a. Ongoing IPEA work on certification 
and ANSI application 

b. Excipient Pedigree white paper 
c. Collaborative effort with IPEC Europe, 

EFCG,, FECC and PQG 

 

As the result of electronic balloting, the 
following individuals were elected to serve 
new two year terms as IPEC-Americas 
Executive Committee members, beginning 
January 1, 2010 and ending December 31, 
2011. 
 
Vice Chair for Industrial Relations: 
          Richard Green 
          Director Regulatory Affairs 
          CP Kelco 
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Excipient Auditing Workshop to take 
place in Washington, DC Metropolitan 
area February 9-11, 2010 
 
For the first time, IPEA is offering its three 
day Excipient GMP Auditing Workshop at 
its Arlington, Virginia central office 
location. This workshop offers participants 
training in the assessment of excipient 
manufacturer conformance to appropriate 
GMP requirements.  The workshop leaders 
are Drs Art Falk and Irwin Silverstein. 
 

 
1655 N. Fort Myer Drive 

 
 Registration is currently open and 

Member News – sanofi-aventis to Acquire  Chattem Inc. 

the plan, Chattem will retain its own 
corporate brand and its management will 
lead sanofi-aventis’ U.S. consumer health 
division, which thus far has had limited 
U.S. presence despite sales of over 1.4 
billion Euros globally. Rx to OTC switch of 
Allegra ® also is planned in the U.S. 
according to the news release. For more 
information go to:  press release. 

In a joint December 21 news release, 
sanofi-aventis and Chattem Inc. 
announced that they had entered into an 
agreement by which sanofi-aventis would 
acquire 100% of the outstanding shares of 
Chattem. The agreement will result in 
creation of what should be the world’s 
fifth largest consumer healthcare company 
measured by current product revenues of 
the two current companies. Pursuant to 

Excipient Auditing Workshop to take place in Washington, D.C. 

available on line, but hurry – this class is 
already half full!  
 
Register now by going to this link: 
http://www.ipeainc.com/auditingworksho
p09.htm 
 
Course overview: 

 Assessing GMPs for Excipient 

Manufacture  

 Where GMPs Begin  

 Audit Planning  

 Pre-audit Questionnaires  

 Alternative Audit Approaches  

 Audit Checklists & Techniques  

 Necessary Auditing Interpersonal 

Skills  

 Defining Pertinent Audit Issues In 

Observations  

 Writing & Rating Observations  

 Excipient Manufacture 

Requirements vs. APIs  

http://en.sanofi-aventis.com/binaries/20091221_Chattem_acquisition_en_tcm28-26989.pdf
http://www.ipeainc.com/auditingworkshop09.htm
http://www.ipeainc.com/auditingworkshop09.htm
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   Hands-On Mock GMP Audit 

 
New IPEA Workshop! Pharma Excipient 
Essentials...For the Non-Technical 
Professional: From FDA to Formula™ 
 
Where: IPEAΩs central office location in 
Arlington, VA 
When: February 23-24, 2010 
 
For those who are looking for a refresher 
course or are new to the pharmaceutical 
industry, Linda Herzog is presenting a 
workshop which will explore the 
technical/regulatory basics of the 
pharmaceutical industry.  The two day 
course will include an introductory 
background on the main industry 
regulatory and guidance organizations 
(FDA and IPEC), key guidance involved, and 
drug approval processes within FDA. On 
the second day, the focus will be on 
excipient types and definitions, 
formulation basics, and finally, which 
factors to consider in choosing excipient 
suppliers and distributors. 
Who should attend? 

 Any employee who is peripherally or 

directly involved with 

pharmaceutical technical or 

regulatory tasks, departments, 

colleagues, or functions involving 

pharmaceuticals BUT: 

 Does not have a technical / 

regulatory background him/herself; 

 Wants the technical / regulatory 

basics of the pharmaceutical 

industry, especially excipients, fast; 

or 

 Wants a refresher of the technical / 

regulatory basics of pharmaceutical 

industry, especially excipients, fast; 

or 

 Is new to the pharmaceutical 

industry 

Examples: 
Purchasing / Procurement professionals, 
New  Commercial Hires (Non-technical ), 
Sales professionals, 
Customer service professionals, 
Commercial operations professionals, 
Mid- to Senior Level Non-technical 
Managers 
Register now by going to this link: 
http://www.ipeainc.com/ExcipientEssentia
lsWorkshop.htm 
 
For questions about either workshop: 
please contact Valeria Stewart at IPEA, Inc. 
at 703-351-5266 or email: 
ipeainc@aol.com 
 
 
 

 

http://www.ipeainc.com/ExcipientEssentialsWorkshop.htm
http://www.ipeainc.com/ExcipientEssentialsWorkshop.htm
mailto:ipeainc@aol.com
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Important Industry Meetings                

January 28 
 
2010 Annual IPEC Europe Seminar 
Hotel Gray d’Albion 
Cannes, France 
Register: http: www.ipec-europe.org/index.php 
 
January 31 – February 4 
 
IFPAC® - 2010 24th International Forum for Process Analytical Technology 
Baltimore Marriott Waterfront Hotel 
Baltimore, MD 
Register: www.ifpac2010.org 
 
February 2-5 
 
aaps Workshop 
45th Annual Pharmaceutical Technologies Arden Conference: 
Formulation Strategies for Poorly Soluble Drugs 
The Thayer Hotel 
West Point, NY 
Register: www.aapspharmaceutica.com/ardenconference 
 
February 16-19 
 
SOCMA’s Informex 
Moscone Convention Center 
San Francisco, CA 
Register: www.informex.com/socma 
 
February 23-25 
 
CTFA’s Annual Meeting 
Boca Raton Resort & Club 
Boca Raton, FL 
Register: www.personalcarecouncil.org 
 

 

 

 

http://www.ipec-europe.org/index.php
http://www.ifpac2010.org/
http://www.aapspharmaceutica.com/ardenconference
http://www.informex.com/socma
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February 25 
Compendial Review/Harmonization                                      
8:15AM – 12:00PM 

-Luncheon- 
12:00 PM 

Regulatory Affairs                                                                 
1:00 PM – 5:00PM 

 

Reminder: All committee and working 
group meetings are held in the offices of 
IPEC-Americas outside legal counsel, 
Buchanan Ingersoll & Rooney PC, 1700 K 
Street, Suite 300, N.W., Washington, D.C. 
Since the building is security-protected, 
names of expected meeting attendees 
must be provided in advance to security 
personnel. Thus, if you are attending a 
listed meeting for the first time, please 
provide your name at least a day before 
the event by email to 
jean.rodgers@bipc.com 
 

February 22 
Executive Committee   (by invitation only) 
9:00 AM – 2:00 PM  
Marketing Committee (special) 
2:00 PM – 5:00 PM 

Joint Dinner 
5:00 PM – 7:00 PM 

 
February 23 
Quality by Design/ Product Development                             
8:15 AM - 12:00 PM 

-Luncheon – 
12:00 PM 

Excipient Composition Working Group                                  
1:00 PM - 5:00 PM 
 
February 24 
Good Manufacturing Practices                                              
8:15 AM – 12:00 PM  

-Luncheon – 
12:00 PM 

Excipient Qualification                                                          
1:00 PM – 5:00 PM 
General Update 
5:30 PM – 8:30 PM 

IPEC-Americas Committee Meetings 


