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Memorandum from the Nominating Committee 
TO: USP Convention Members

FROM: Gigi Davidson, B.S. Pharm., DICVP

 Chair, Nominating Committee for the 2020–2025 Council of Experts

 Chair, Compounding Expert Committee 2015–2020

DATE:  March 3, 2020

RE: Report of the Nominating Committee for the Council of Experts

Introduction

On behalf of the Nominating Committee for the Council of Experts (NC–CoE), I am pleased to present this 
report to the Member Organizations and Delegates of the USP in this 200th anniversary year of the founding 
of USP. The NC–CoE has assembled an extremely qualified set of candidates. You have the privilege and 
responsibility to elect the Chairs for the 29 Expert Committees from among these candidates, and those 
Chairs will form the 2020–2025 Council of Experts (CoE) who will lead USP’s standards-setting efforts for 
the next five years.

Diversity, Inclusion, and Belonging 

USP aspires to be a diverse, inclusive, innovative, and engaging organization that empowers and engages 
staff and volunteers to contribute to its mission to improve global health. We are committed to creating 
a culture where every employee feels fully empowered and valued irrespective of—but not limited 
to—personality, race, ethnicity, physical and mental abilities, education, religion, gender identity and 
expression, life experience, sexual orientation, country of origin, regional differences, work experience, 
family status, and where they can contribute their full potential to accomplish our mission. Our focus on 
diversity and inclusion is intentional and designed to build a sense of true belonging, a place all staff and 
volunteers feel they belong. We strive to build a vibrant global community where our collective team, 
with our many and varied talents, come together to fulfill our mission. From the standards we create to 
the partnerships and conversations we foster, we recognize the crucial value of diversity, inclusion, and 
belonging to build and reinforce a foundation that draws us closer to a world where everyone can be 
confident of quality in health and healthcare.

Roles of the Council of Experts

The CoE and its Expert Committees are responsible for establishing USP’s standards. As the leadership of 
this standards-setting body, CoE members play a number of crucial roles within USP. In addition to leading 
and managing the work of Expert Committees, CoE members:

• Collectively elect the members of USP’s Expert Committees 

• Consult on the formation and provide oversight of Expert Panels  
and Subcommittees reporting to their Expert Committees 
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• Facilitate robust scientific dialogue and the evaluation of public input  
on USP standards

• Uphold and champion policies and practices that ensure the integrity  
of the standards-setting process 

• Help identify and mentor the next generation of USP volunteers 

As you review this outstanding slate of candidates, please consider these important roles as well as the 
opportunities and challenges that lie ahead for USP in the next five years and beyond. 

Candidates for the 2020–2025 Council of Experts 

The candidates presented to you in this report represents the culmination of many months of activity. USP 
issued the first Call for Candidates for the 2020–2025 cycle on July 9, 2018, and appointed members of the 
NC–CoE in August 2018. Beginning in February 2019, the NC–CoE, in concert with USP-staffed Collaborative 
Recruiting Groups (CRGs), met multiple times to evaluate 500 distinguished scientific and practitioner 
applicants as potential Chairs for the 29 volunteer Expert Committees in the 2020–2025 cycle. The CRGs 
considered specific self-declared subject matter expertise for each candidate and then submitted a final list of 
potential Chair candidates to the NC–CoE for further discussion. On February 5, 2020, the NC–CoE and CRGs 
met in person to select the final 58 candidates included in this report. Throughout its deliberations, the  
NC–CoE gave careful thought to the technical and leadership capabilities of each candidate, the nature of 
the work that each Expert Committee would perform over the next five years, and strived to develop a slate 
of candidates poised to make significant contributions to the world of quality health and healthcare.

The information contained in this report is designed to help you determine how you will vote. It includes a 
list of candidates sorted by the 29 Expert Committees, an alphabetical list, and a biographical summary for 
each candidate. These summaries have been provided by the candidates, and include information about 
education, professional experience, USP experience, relevant scientific work and accomplishments, and 
a statement of interest. Candidates for each Expert Committee are shown together on facing pages to 
facilitate your review. A description of the scope and purpose for each of the 29 Expert Committees has 
also been provided to facilitate your voting.

Conclusion

I will formally present the report of the NC–CoE prior to the election on May 5, 2020. Delegates of the USP 
Convention are entrusted with electing the body of volunteers who will lead USP’s scientific decisions over 
the next five years. I thank you personally for your careful consideration of each candidate and thoughtful 
voting on behalf of the organization you represent.
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Members of the Nominating Committee for the  
2020–2025 Council of Experts

Chair

Gigi S. Davidson, B.S.Pharm., DICVP, Chair, 
Compounding Expert Committee

Members Representing the 2015–2020 
Council of Experts 

James E. De Muth, Ph.D., R.Ph., Chair, General Chapters–
Dosage Forms Expert Committee

Dennis K. J. Gorecki, B.S.P., Ph.D., Chair, Non-botanical 
Dietary Supplements Expert Committee

Bernard A. Olsen, Ph.D., Chair, Chemical Medicines 
Monographs 3 Expert Committee

Wesley E. Workman, Ph.D., Chair, General Chapters–
Biological Analysis Expert Committee

Delegates From Organizational Voting 
Members 

Dorothy Farrell, Ph.D., American Association of Colleges 
of Pharmacy 

Mary Kirchhoff, Ph.D., American Chemical Society 

Ingrid Markovic, Ph.D., Genetech

Pallavi Nithyanandan, Ph.D., Food and Drug 
Administration 

Lisa Parks, B.S.Pharm., Association for Accessible 
Medicines 

Voting At-Large Members 

Chris Burns, Ph.D., National Institute for Biological 
Standards and Control 

Paul Coates, Ph.D., National Institutes of Health 

Johanna Eisele, Ph.D., Evonik Industries

Steve Mullenix, R.Ph., National Council for Prescription 
Drug Programs 

Mark Schweitzer, Ph.D., Novartis

Member Ex Officio

Ronald T. Piervincenzi, Ph.D., Executive Vice President 
and Chief Executive Officer, USP



List of Candidates   
by Expert 
Committee
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Candidates by Expert Committee

Chemical Medicines 
Monographs 1 
Greg Kaster, M.S., MBA.
Mary Seibel, B.Sc.

Chemical Medicines 
Monographs 2 
Allan Bokser, Ph.D.
Justin Pennington, Ph.D.

Chemical Medicines
Monographs 3 
Eric Kesslen, Ph.D.
Michael Skibic, M.S.

Chemical Medicines
Monographs 4 
Kim Huynh-Ba, M.S.
Patrick Noland, M.S.

Chemical Medicines
Monographs 5 
Amy Karren, B.Sc.
Judy Lin, M.S.

Chemical Medicines
Monographs 6 
Raphael Ornaf, Ph.D.
Gregory Webster, Ph.D.

Biologics 1–Peptides and 
Oligonucleotides 
Michael De Felippis, Ph.D.
Ved Srivastava, Ph.D.

Biologics 2–Therapeutic Proteins 
Wendy Saffell-Clemmer, M.S.
Peter Vandeberg, Ph.D.

Biologics 3–Complex Products & 
Vaccines  
Edward Chess, Ph.D.
Earl Zablackis, Ph.D.

Biologics 4–Antibiotics  
Matthew Borer, Ph.D.
Sheila Deneau, B.Sc.

Biologics 5–Advanced Therapies
Mehrshid Alai, Ph.D.
Darin Weber, Ph.D.

Excipient Monographs 1–Simple 
Eric Munson, Ph.D.
Barbara Serr, Ph.D.

Excipient Monographs 2–Complex
Thiago Carvalho, Ph.D.
Otilia Koo, Ph.D.

Excipient Test Methods 
Richard Creekmore, Ph.D.
Chris Moreton, Ph.D., M.Sc. 
B.Pharm.

Botanical Dietary Supplements 
and Herbal Medicines 
Robin Marles, Ph.D., M.Sc. 
James Neal-Kababick, B.Sc.

Non-Botanical Dietary 
Supplements 
Raimar Löbenberg, Ph.D.
Guido Pauli, Ph.D.

Admission Evaluation and 
Labeling
Richard Ko, Ph.D.
Tieraona Low Dog, M.D.

Food Ingredients 
Jonathan DeVries, Ph.D.
Bert Pöpping, Ph.D.

General Chapters–Chemical 
Analytical Methods 
Nancy Lewen, B.Sc.
Mark Schweitzer, Ph.D.

General Chapters–Dosage Forms 
Martin Coffey, Ph.D.
Anthony Hickey, Ph.D.

General Chapters–Microbiology 
Donald Singer, M.S.
Edward Tidswell, Ph.D.

General Chapters–Measurement 
and Data Quality
Robert Bell, Ph.D.
Jane Weitzel, B.Sc.

General Chapters–Packaging and 
Distribution
Michael Eakins, Ph.D.
Renaud Janssen, Ph.D.

General Chapters–Physical 
Analytical Methods
Xiaorong He, Ph.D.
Kate Houck, Ph.D.

General Chapters – Statistics
Charles Tan, Ph.D.
Harry Yang, Ph.D.

Compounding
Brenda Jensen, M.A.
Robert Shrewsbury, Ph.D.

Nomenclature and Labeling
Stephanie Crawford, Ph.D., M.P.H.
Thomas Tice, Ph.D.

Healthcare Safety and Quality
Danial E. Baker, Pharm.D.
Melody Ryan, Pharm.D., M.P.H. 

Healthcare Information and 
Technology
Richard H. Parrish II, Ph.D.
Jeanne Tuttle, B.S.Pharm.



Alphabetical List 
of Candidates 
and Demographic 
Information
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Name Gender Employment Sector Location

Allan Bokser, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) California, USA

Amy Karren, B.Sc. Female Drug Product Manufacturer  
(Generic, chemical) Arizona, USA

Anthony Hickey, Ph.D. Male Consultant North Carolina, USA

Barbara Serr, Ph.D. Female Excipient Manufacturer Texas, USA

Bert Pöpping, Ph.D. Male Contract Laboratory Alzenau, Germany

Brenda Jensen, M.A. Female Consultant South Dakota, USA

Charles Tan, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, biological) Pennsylvania, USA

Chris Moreton, B.Pharm., M.Sc., Ph.D. Male Consultant Massachusetts, USA

Danial Baker, Pharm.D. Male College or University (Academic) Washington, USA

Darin Weber, Ph.D. Male Drug Product Manufacturer  
(Generic, biologics) Washington, USA

Donald Singer, M.S. Male Pharmaceutical Manufacturer  
(Brand, biological) Pennsylvania, USA

Earl Zablackis, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, biological) Pennsylvania, USA

Edward Chess, Ph.D. Male Consultant Illinois, USA

Edward Tidswell, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, biological) Illinois, USA

Eric Kesslen, Ph.D. Male Contract Laboratory Connecticut, USA

Eric Munson, Ph.D. Male College or University (Research) Indiana, USA

Greg Kaster, M.S., MBA. Male Consultant Illinois, USA

Gregory Webster, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) Illinois, USA

Guido Pauli, Ph.D. Male College or University (Research) Illinois, USA

Harry Yang, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) Maryland, USA

James Neal-Kababick, B.Sc. Male Contract Laboratory Oregon, USA

Jane Weitzel, B.Sc. Female Drug Product Manufacturer  
(Generic, chemical) Winnipeg, Canada

Jeanne Tuttle, B.S.Pharm. Female Government (Other, U.S.) Georgia, USA

Jonathan DeVries, Ph.D. Male Finished Food Manufacturer Minnesota, USA

Judy Lin, M.S. Female Pharmaceutical Manufacturer  
(Brand, biological) New Jersey, USA

Justin Pennington, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) New Jersey, USA

Kate Houck, Ph.D. Female Pharmaceutical Manufacturer  
(Brand, biological) Colorado, USA

Kim Huynh-Ba, M.S. Female College or University (Academic) Delaware, USA

Mark Schweitzer, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, biological) Illinois, USA

Martin Coffey, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) Illinois, USA
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Name Gender Employment Sector Location

Mary Seibel, B.Sc. Female Drug Product Manufacturer  
(Generic, chemical) Ohio, USA

Matthew Borer, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, biological) Indiana, USA

Mehrshid Alai, Ph.D. Female Pharmaceutical Manufacturer  
(Brand, biological) California, USA

Melody Ryan, Pharm.D., M.P.H. Female College or University (Academic) Kentucky, USA

Michael De Felippis, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, biological) Indiana, USA

Michael Eakins, Ph.D. Male Consultant New Jersey, USA

Michael Skibic, M.S. Male Pharmaceutical Manufacturer  
(Brand, chemical) Indiana, USA

Nancy Lewen, B.Sc. Female Pharmaceutical Manufacturer  
(Brand, biological) Oklahoma, USA

Otilia Koo, Ph.D. Female Pharmaceutical Manufacturer  
(Brand, chemical) New Jersey, USA

Patrick Noland, M.S. Male Consultant North Carolina, USA

Peter Vandeberg, Ph.D. Male Pharmaceutical Manufacturer (Brand, 
biological) North Carolina, USA

Raimar Löbenberg, Ph.D. Male College or University (Academic) Edmonton, Canada

Raphael Ornaf, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) Massachusetts, USA

Renaud Janssen, Ph.D. Male Pharmaceutical Packaging Components Alken, Belgium

Richard Creekmore, Ph.D. Male Consultant Delaware, USA

Richard Ko, Ph.D. Male Consultant California, USA

Richard Parrish II, Ph.D. Male Hospital Pharmacy Pennsylvania, USA

Robert Bell, Ph.D. Male Consultant Florida, USA

Robert Shrewsbury, Ph.D. Male College or University (Research) North Carolina, USA

Robin Marles, Ph.D., M.Sc. Male Government (Regulatory, non-U.S.) Ontario, Canada

Sheila Deneau, B.Sc. Female Pharmaceutical Manufacturer  
(Brand, veterinary) Michigan, USA

Stephanie Crawford, Ph.D., M.P.H. Female College or University (Academic) Illinois, USA

Thiago Carvalho, Ph.D. Male College or University (Academic) New Jersey, USA

Thomas Tice, Ph.D. Male Excipient Manufacturer Alabama, USA

Tieraona Low Dog, M.D. Female Hospital or Medical Office (Non-pharmacy) New Mexico, USA

Ved Srivastava, Ph.D. Male Pharmaceutical Manufacturer  
(Brand, chemical) North Carolina, USA

Wendy Saffell-Clemmer, M.S. Female Drug Product Manufacturer  
(Generic, chemical) Indiana, USA

Xiaorong He, Ph.D. Female Pharmaceutical Manufacturer  
(Brand, chemical) Connecticut, USA



Candidates’ 
Biographical 
Information
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Chemical Medicines Monographs 1 Expert Committee
Greg Kaster

Biography 
Greg Kaster has had various QA responsibilities, including 
performing laboratory analyses, supervising stability 
programs, leading customer complaint investigations, 
facilitating laboratory quality improvement projects, 
managing implementation of compendial requirements, 
and ensuring that sites in the developed and emerging 
markets comply with USP and other compendial 
requirements. He has also actively provided feedback to the 
relevant compendia, such as USP, and has communicated 
company proposals for revision directly to them. 

When Mr. Kaster was Chair of the Reference Standards 
Project Team (2004), the team proposed characterization 
protocols to outline the type of collaborative testing 
required for each category of reference standard as well 
as content assignment strategies. He was also a member 
of numerous subcommittees completing projects, such 
as the revision of the USP Reference Standards General 
Chapter <11> and evaluation of the USP Reference 
Standards workload.

He is currently a consultant focusing on pharmaceutical 
quality topics such as quality system policy; process 
and procedure development; corrective and preventive 
actions; and auditing.

Statement of Interest 
USP’s role in setting quality standards has a tremendous 
impact on public health and safety in the U.S. and many 
other countries. As such, USP has developed processes 
to continually revise the quality standards and provide the 
reference standards materials to demonstrate compliance 
with these standards. For the continual revision process 
to be effective, USP needs the support of industry, 
practitioners and academia; this support helps ensure that 
the standards continue to be set well and followed in an 
environment where technology and products are evolving. 
Each of these stakeholder groups has a responsibility to 
support USP’s efforts so that standards will anticipate and 
keep pace with the technology and product evolution. 

I believe that my educational and industrial experience 
qualify me to support USP in developing standards that 
maintain a high level of quality and safety for the public 
health. I have had great opportunities in my roles to be 
part of different quality organizations in both generic and 
ethical companies. Through my past interactions with USP, 
I have come to realize the importance of the standards-
setting process and the need for contribution of time and 
energy from stakeholders. I have also seen how individual 
contributions can have a positive impact on the processes 
and standards and, ultimately, on public health. I would like 
to contribute to the USP process and have a positive impact 
on the standards and the process.

Education

2000: MBA (Business Administration), Lake Forest Graduate School of Management

1984: M.S. (Chemistry), University of Illinois at Chicago

1983: B.A. (Chemistry), Northwestern University

Professional Experience

2016–2019 QA Site Lead (Senior Manager, R&D QA), Akorn Pharmaceuticals

2013–2016 Director, Quality Services, Abbott, Established Pharmaceutical Division

2009–2013 Director, QA Program Management, Abbott, Global Pharmaceutical Operations

USP Experience

2015–2020 Member, Chemical Medicines Monographs 1 Expert Committee

2015–2020 Member, Chemical Medicines B Reference Standards Joint Standards-Setting Subcommittee

2005–2010 Member, Reference Standards Expert Committee 

2004      Chair, Reference Standards Project Team

Other Relevant Experience

2003–2013 Member, Midwest Compendia Pharmaceutical Discussion Group

Click here to return to candidate’s list
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Chemical Medicines Monographs 1 Expert Committee
Mary Seibel

Biography 
Mary Seibel worked for 9 years in clinical pathology 
laboratories including the U.S. Army Hospital, Nurnberg, 
Germany, before joining P&G in 1988. At P&G, she worked 
in the Health Care Analytical and Bioanalytical Sciences 
Department developing new drug application and OTC 
drug products. Ms. Seibel is now a Section Head in 
the Healthcare Business with responsibility for North 
American Analytical and Global Health Care Stability to 
support development, launch and base business needs 
for the consumer healthcare products business. All work 
is conducted according to current Good Manufacturing 
Practices as well as global standards (ICH, WHO, ANVISA, 
mutual recognition agreement). The team troubleshoots 
any method issues or investigations and leads expiration 
dating studies and clinical and claims support studies for 
drug products, cosmetics, medical devices and dietary 
supplements. Ms. Seibel also has responsibility for the 
Analytical and Stability capability for New Chapter, an 
herbal/dietary supplement company that P&G acquired 
in 2007. More recently, Ms. Seibel was a member of the 
Technical Due Diligence Team that evaluated the Merck 
Consumer Health Care Products Division, acquired in 
2017. She is a long-time member of the CHPA Stability 
Workgroup, which wrote guidances for OTC pre- and 
post-market stability requirements that were shared with 
the FDA. Ms. Seibel is co-author of a chapter in the book 
Current Trends of Stability Testing to Support Global 
Markets (2009). 

Statement of Interest 
For the past 10 years, I have served as a USP volunteer. 
Currently, I am Vice Chair of the Chemical Medicines 
5 Expert Committee, and I have worked to support the 
modernization, addition and omission of monographs 
and balloting for the Council of Experts. From 2010 to 
present, I have served on the Expert Panel on Organic 
Impurities in DS and DP lead subteam, which rewrote the 
General Chapter <1086> Impurities in Drug Substances 
and Drug Products and participated in writing <476> 
Organic Impurities in Drug Substances and Drug 
Products. I represented the OTC business in a pharma-
dominated panel. I believe this work is very important 
to public health and safety, and I found it extremely 
rewarding to develop new standards and collaborate 
with other scientists from the healthcare business. I have 
worked in healthcare for 32 years, managing the Personal 
Health Care Analytical and Global Stability departments 
for the past 15 years. I have a passion for developing 
products to meet clinical and consumer health and 
wellness needs, and I hope to continue to contribute in 
this capacity. 

Education

1977:  B.Sc. (Biology/Chemistry), University of Dayton (Ohio)

Professional Experience

1988–present    Section Head, Global Health Care Analytical & Stability, Procter & Gamble (P&G)

USP Experience

2010–present   Member, Organic Impurities in Drug Substances (DS) and Drug Products (DP) Expert Panel

2015–2020        Vice Chair, Chemical Medicines 5 Expert Committee

Other Relevant Experience

Consumer Healthcare Products Association (CHPA) OTC Stability Workgroup

ASCP-certified Medical Technologist; Specialist in Blood Banking (SBB) from AABB

Click here to return to candidate’s list
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Chemical Medicines Monographs 2 Expert Committee
Allan Bokser

Biography 
Allan Bokser, Senior Director for Analytical Development 
at ACADIA Pharmaceuticals, has more than 25 years 
of management experience in pharmaceutical 
development; analytical development; method and 
process validation; product characterization; stability; 
chemistry, manufacturing and control (CMC); contract 
service provider oversight; and quality. Dr. Bokser 
successfully worked with a very small CMC team on the 
new drug application approval of Nuplazid (pimavanserin). 
Prior to ACADIA, Dr. Bokser consulted on CMC and GMP 
quality issues for various emerging pharmaceutical 
companies. Prior to consulting, Dr. Bokser was Senior 
Director for Pharmaceutical Sciences at Prometheus 
Laboratories, where he was responsible for all commercial 
and development therapeutic CMC-related activities, 
including technology transfer, supply change and contract 
manufacturing oversight. Before joining Prometheus,  
Dr. Bokser had technical/analytical science management 
responsibilities at Hollis Eden (now Harbor Biosciences), 
Neurocrine Biosciences, Dura Pharmaceuticals, Mylan 
Technologies, Genta and the National Institutes 
of Health. Dr. Bokser has initiated and managed 
analytical, stability and QC laboratories throughout his 
career and has successfully transferred methods and 
manufacturing processes to partnered and contract 

manufacturers. He has worked on a diverse portfolio of 
pharmaceutical products, including the development of 
small molecules, oligonucleotides, peptides and protein 
active pharmaceutical ingredients, and dosage forms 
including tablets, capsules, parenterals, topicals, nasal 
sprays, transdermal patches and dry powder inhalants. 
Dr. Bokser has worked in quality teams performing audits 
on manufacturing and testing sites, preparing for and 
participating in regulatory inspections, and developing 
quality systems. 

Statement of Interest 
I am very interested in continuing my relationship 
with USP as a volunteer. During my tenure on Expert 
Committees, I have seen USP’s prominence in setting 
standards and USP’s continuance to grow globally and 
recognize the importance of specifications setting for 
drug substances and products used in the U.S. I am 
interested in chairing and/or serving as a member on 
an Expert Committee. I look forward to continuing to 
work with the Chemical Medicines Monographs 2 Expert 
Committee and the talented USP staff in advancing the 
modernization of existing monographs and facilitating 
new drug monographs as USP begins its third century!

Education

1987: Ph.D. (Organic Chemistry), Texas A&M University

Professional Experience

2013–present Senior Director, Analytical Development, ACADIA Pharmaceuticals Inc.

2012–2013  Consultant, Bokser Consulting

USP Experience

2015–2020  Member, Chemical Medicines Monographs 2 Expert Committee

2015–2016  Vice Chair, Chemical Medicines Monographs 2 Expert Committee

2010–2015  Member, Monographs–Small Molecules 1 Expert Committee

2000–2005  Member, Monograph Development Cardiovascular Expert Committee

2000–2005  Member, Pharmaceutical Analysis 5 Expert Committee

Other Relevant Experience

Chaired the specification committee at ACADIA and is responsible for analytical development 

Instrumental in defining and justifying the specifications for pimavanserin tartrate drug substance  
and pimavanserin capsules and tablets in approved NDAs

Click here to return to candidate’s list
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Chemical Medicines Monographs 2 Expert Committee
Justin Pennington

Biography 
Justin Pennington is the global leader of the Analytical 
Sciences organization at Merck Research Laboratories 
with analytical oversight of small-molecule drug 
product development across a wide range of delivery 
approaches, including oral, sterile, implantable and 
inhaled delivery routes from discovery exit to final market 
formulation. Dr. Pennington has experience in both early-
and late-stage pharmaceutical development on a diverse 
set of pharmaceutical products and has led analytical, 
formulation and biopharmaceutics teams during his 
tenure at Merck. Dr. Pennington currently leads a team of 
125 scientists located in Rahway, New Jersey, and West 
Point, Pennsylvania and Werthenstein, Switzerland. 

Dr. Pennington obtained his Ph.D. in pharmaceutical 
chemistry from the University of Kansas, Lawrence, 
where he developed chromatographic expertise, 
including high-pressure column packing and fabrication 
of capillary-based monolithic silica columns. His 
dissertation research focused on the development of 
fluorescent stable isotope tagging strategies for proteins 
containing DOPA. Prior to his Ph.D., he completed 
his bachelor’s degree in chemistry and math at Briar 
Cliff University in Sioux City, Iowa. After graduation 
from Kansas, he joined Merck (Schering-Plough) in the 
Respiratory Product Development group, where he held 
roles of increasing responsibility prior to his current role. 

Dr. Pennington is a pharmaceutical scientist at heart, 
with research interests including the study of in-vitro 
predictive technologies, the use of mathematical 
modeling and quantitative mass spectrometry for 
uniformity analysis and trace level analysis, drug product 
performance testing and quality-by-design systematic 
chromatographic development. Dr. Pennington is active 
in the external scientific community as a USP Expert 
Committee member, former president and current board 
member of Eastern Analytical Symposium, and actively 
publishes and presents his research.

Statement of Interest 
My interest in chairing a USP Chemical Medicines 
Expert Committee derives from my desire to be 
actively engaged in the scientific community in areas 
where I can bring the greatest value to society. I have 
thoroughly enjoyed my time during the previous cycle 
as a committee member and believe that my technical 
and leadership skills provide a good fit for chairing 
a committee. I also see the opportunity to bring my 
leadership experience in development of new molecular 
entities to the standard writing process. There is 
additional great value in what I can bring back to my 
teams regarding the development of quality robust 
methodology. I am looking for ways to engage the 
greater scientific community, and participation in USP is 
a great opportunity to help the industry as a whole. I have 
a great respect for USP and would enjoy continuing to 
work with USP’s committees. 

Education

2007: Ph.D. (Pharmaceutical Chemistry), University of Kansas

2005: M.S. (Pharmaceutical Chemistry), University of Kansas

2002: B.S. (Chemistry and Math), Briar Cliff University

Professional Experience

2017–present  Executive Director, Analytical Sciences, Merck

2017–2019  Executive Director, Biopharmaceutics and Specialty Dosage Form Development, Merck

2015–2017  Director, Analytical Sciences, Merck

2014–2015  Principal Scientist, Merck

USP Experience

2015–2020  Member, Chemical Medicines Monographs 5 Expert Committee – Pulmonary and Steroids

Other Relevant Experience

Eastern Analytical Symposium, past President and current board member

Click here to return to candidate’s list
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Chemical Medicines Monographs 3 Expert Committee 
Eric Kesslen

Biography 
Eric Kesslen began his career with AAIPharma Services 
in 1998. For 13 years he oversaw pharmaceutical 
product development activities. In 2012, Dr. Kesslen 
began overseeing the raw materials testing and stability 
programs. Dr. Kesslen has analytical expertise supporting 
early-phase formulations (solid and parenteral), 
method development/validation, clinical trial materials, 
commercial products, stability and raw materials testing.

Statement of Interest 
I have spent my entire career in the contract 
development and manufacturing space. This arena 
offers opportunities to think critically about established 
processes, optimize existing processes and develop new 
processes. This requires collaboration across multiple 
functional groups to find resolutions. All must be done 
to generate healthcare products with the highest quality 
standards. 

I was fortunate to participate on the Expert Panel 
charged with revising General Chapter <467> Residual 
Solvents. This was an incredibly rewarding experience. 
It provided me the opportunity to collaborate with 

representatives from other pharmaceutical sectors and 
learn about challenges they face. In turn, I offered the 
perspective of working in a contract development and 
manufacturing environment, where speed to market is 
a constant pressure. However, quality assurance and 
control cannot be sacrificed, so we strive for efficiency 
in all laboratory activities. With a well-rounded panel we 
were able to revise <467> into a simpler, more robust 
version without sacrificing compliance.

As a member of the Chemical Medicines Monographs 
Expert Committee we focused on specific classes of 
compounds; however, we maintained the same goal: 
increasing the quality of pharmaceutical products while 
enhancing the efficiencies of the analyses used in quality 
control procedures.

Consider the recent update to USP 42–NF 37 S0 General 
Chapter <197> Spectroscopic Identification Tests, where 
the reference to <197U-LC> was added in USP 42–NF 37. 
The discussion about using a diode-array detector to 

Education

1996: Ph.D. (Chemistry), University of Rhode Island

1991: M.S. (Chemistry), University of Rhode Island

Professional Experience

2019–present Site Director, Cambrex

2017–2019  Site Director, Avista Pharma Solutions

1998–2017  Senior Director, Alcami (formerly AAIPharma Services)

USP Experience

2018–2020  Vice Chair, Chemical Medicines Monographs 3 Expert Committee

2015–2020  Member, Chemical Medicines Monographs 3 Expert Committee

2012–2020  Member, Expert Panel for General Chapter <467> Residual Solvents

2018–2020  Recruitment Ambassador

Other Relevant Experience

Have partnered with internal and external clients from all areas that participate in drug product and medical 
device development and manufacturing processes

Built and managed numerous cross-functional teams to support pharmaceutical product development for 
global clientele

continued ...
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acquire potency data and using the spectrophotometric 
data for the second identification was ongoing. All 
agreed to the validity of the science, but there was no 
clear choice on implementation. I participated in the 
discussions that influenced the decision to capture this 
change in the general chapter.

My desire to continue volunteering for USP in this 
capacity stems from the positive impact we have on the 
quality of healthcare products. I am excited about the 
contributions we have made and am looking forward to 
the possibility of taking a larger role in the process.

Chemical Medicines Monographs 3 Expert Committee 
Eric Kesslen
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Chemical Medicines Monographs 3 Expert Committee 
Michael Skibic

Biography 
Michael Skibic is a former Principal Research Scientist 
(now retired) in Analytical Sciences R&D at Eli Lilly and 
Company. He received his B.S. in chemistry from the 
University of Delaware and his M.S. in chemistry from 
Indiana University–Purdue University Indianapolis. His 
M.S. thesis work involved the application of optimization 
strategies to HPLC method development. He continued 
to exploit the use of experimental design and modeling 
experiments in the development and optimization of 
chromatographic conditions throughout his career. In 
that regard, Mr. Skibic co-authored several recent papers 
on HPLC. He has 35+ years of experience that include 
conducting drug substance stress studies and isolating 
degradation products for characterization, HPLC method 
development, software development, and the application 
of automation and robotics to analytical testing. He was 
responsible for the development of analytical methods 
and control strategies for drug products in late-phase 
development and in that capacity he participated in 
and chaired cross-functional teams. Beginning with the 
2005–2010 cycle, Mr. Skibic was an active participant in 
the USP Pulmonary and Steroid Expert Committee, and 
currently serves as a member of the Chemical Medicines 
Monographs 5 Expert Committee.  

Statement of Interest 
I have had the opportunity to be associated with USP 
for 15 years now.  When I first applied to be an Expert 
Committee member, my interest was to contribute to the 
USP’s mission to “help protect and improve the health 
of people,” but also it was admittedly to help build my 
knowledge of the industry to further my career.  When 
I first began my involvement with USP, I actually knew 
very little about the USP–NF and the USP organization. 
While I think that I have made significant advancements, 
and bring expertise to the table, I still do not consider 
myself an expert on USP.  In that regard, my continued 
involvement with USP provides an opportunity for 
personal growth. Further, the position of Chair probably 
provides a more challenging opportunity because 
it pushes me a little outside of my comfort zone. 
Throughout my life, learning has been a major source 
of motivation, and I believe that the position of Chair 
represents both a challenge and an opportunity for 
continued learning. At this point in my life, I am no longer 
motivated by career; rather, I look forward to the learning 
and the opportunity to continue to use my experiences 
to contribute positively to USP’s mission in the hope that 
I can make a difference.

Education

1986: M.S. (Chemistry), Indiana University–Purdue University Indianapolis (IUPUI)

Professional Experience

1978–2014 Principal Research Scientist, Eli Lilly and Company

USP Experience

2015–2020    Member, Chemical Medicines Monographs 5

2015–2017   Vice Chair, Chemical Medicines Monographs 5 Expert Committee

2010–2015   Member, Chemical Medicines Monographs 4 Expert Committee                                       

2005–2010    Member, Pulmonary and Steroid Expert Committee

Other Relevant Experience

Extensive experience in high-performance liquid chromatography (HPLC) method development, software 
development and the application of automation and robotics to analytical testing
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Chemical Medicines Monographs 4 Expert Committee
Kim Huynh-Ba

Biography 
Kim Huynh-Ba has 28 years of experience in quality 
management system, chemistry, manufacturing and 
control, strategic drug development and stability 
sciences. Prior to Pharmalytik, she was the Director 
of the Pharmacopeial Education Department of USP 
and held several technical and quality positions at 
Astra Zeneca (formerly ICI Americas), DuPont Merck, 
DuPont Pharmaceuticals, Bristol Myers Squibb and 
Wyeth Vaccines. As an Adjunct Professor at Temple 
University School of Pharmacy and Illinois Institute of 
Technology, Ms. Huynh-Ba has taught quality audit, 
good manufacturing practices (GMP), International 
Council for Harmonisation (ICH) regulations, regulatory 

compliance, pharmaceutical analysis and general 
chemistry. Ms. Huynh-Ba is a course instructor on 
current Good Manufacturing Practice compliance and 
quality topics for global nonprofit organizations. She is 
a past President and Governing board member of EAS 
and a member of the Pharmaceutical Quality Research 
Institute Stability Shelf-Life Working Group. She has been 
a USP volunteer for the past 15 years and is the current 
Chair of the Chemical Medicines 4 Expert Committee. 
Ms. Huynh-Ba is the editor of two books, has authored 
numerous technical publications and book chapters, and 
has spoken extensively on compliance and quality issues. 

continued ...

Education

1987: M.S. (Analytical Chemistry), Villanova University

1985: B.Sc. (Chemistry), B.A. (Mathematics), Millersville University

Professional Experience

2011–present  Adjunct Faculty, School of Pharmacy, Temple University

2010–present Adjunct Faculty, Chemistry Department, Illinois Institute of Technology

2004–present Executive Director, Pharmalytik LLC

2012–2015  Consultant, BARDA/PATH

2011–2012  Director, Pharmacopeial Education USP

USP Experience

2015–2020  Chair, Chemical Medicines Monographs 4 Expert Committee

2019–present Member, Supplier Qualification Expert Panel

2015–2018  Chair, Good Documentation Practices Expert Panel

2015–present Member, Impurities in Drug Substance and Drug Products Expert Panel

2015–2020  Member, Food Adulteration Expert Panel

2015–2020  Member, Radioactive Drugs Expert Panel

2015–2020  Member, <825> Radiopharmaceuticals Compounding Expert Panel

2010–2015  Member, General Chapters–Physical Analysis Expert Committee

2005–2010  Member, Resolution 3 New Science and Technology

Other Relevant Experience

Parenteral Drug Association Supply Chain Qualification 

Pharmaceutical Quality Research Institute Stability Shelf Life Working Group

American Association of Pharmaceutical Scientist, Stability/CMC/Pharmaceutical Impurities Communities

Eastern Analytical Symposium and Exposition

American Chemical Society – Delaware Section
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Statement of Interest 
The development of medicines has evolved significantly 
over the past 20 years. Currently, quality medicines are 
in short supply for worldwide consumers. In addition, 
generic markets have grown rapidly, making the supply 
chain of medicines more vulnerable. Therefore, our job of 
ensuring the quality and integrity of our drug products is 
extremely important and ensures that medicines can be 
economically available. Good and practical regulations 
and guidelines are necessary to provide scientists the 

scientific information and standards necessary to support 
product development and enhance global health. Being 
part of the Expert Committee would allow me to serve 
the public, establish critical standards and monographs 
to promote the quality of medicines, and collaborate 
with experts from other disciplines in all regions of the 
world. Therefore, I would like to have an opportunity to 
continue my support to USP as the Chair of the Chemical 
Medicines Monographs 4 Expert Committee.

Chemical Medicines Monographs 4 Expert Committee
Kim Huynh-Ba
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Chemical Medicines Monographs 4 Expert Committee
Patrick Noland

Biography 
Patrick Noland is a seasoned analytical and 
pharmaceutical professional with extensive experience 
working with and providing data to competent 
authorities. He is currently providing development 
strategies to optimize existing products by utilizing 
sophisticated software/scientific methodologies such as 
design of experiments, life cycle databases, statistical 
process controls, neural net analysis of experiments 
and others. Mr. Noland has 40 years of process 
development, synthesis, analytical method development 
and validation experience. He has contributed to CMC 
sections for numerous INDs and eight NDAs, including 
two inhalation products that were approved on the first 
round. Mr. Noland also managed a quality assurance unit 
responsible for the oversight of release for 1,500 lots of 
product annually. 

Statement of Interest 
I am currently pursuing a number of vectors, which 
include analytical and process improvements utilizing 
data-driven statistical methods. I am also involved with 
the development and validation of analytical methods 
using the design of experiments (and quality by 
design). I am providing guidance on the development 
of supplements to NDAs and abbreviated new drug 
applications incorporating the FDA Twenty First Century 
Initiative. In addition, I am involved with optimization of 
drug manufacturing operations using in-process data 
and final product testing.

Education

1976: M.S. (Chemistry), University of Missouri–Rolla

1975: B.Sc. (Chemistry), University of Missouri–Rolla

Professional Experience

2017–present  Principal Consultant, Noland Consulting LLC

2013–2016  Executive Vice President, Meda Pharmaceuticals Inc., U.S.

USP Experience

2017–2018   Vice Chair, Chemical Medicines Monographs 4

2016–2020  Member, Dosage Forms Subcommittee J–Pharmaceutical Foams

2015–2020   Member, Chemical Medicines Monographs 4–Psychiatric, Psychoactive, Neuromuscular, 
Aerosol and Imaging

2015–2020   Vice Chair, Non-Radioactive Imaging Agents Expert Panel

2010–2015   Member, Monographs–Small Molecules 4

Other Relevant Experience

Contributed to chemistry, manufacturing and controls (CMC) sections for numerous investigational new drug 
applications (INDs) and eight new drug applications (NDAs), including two inhalation products that were 
approved on the first round
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Chemical Medicines Monographs 5 Expert Committee
Amy J. Karren

Biography 
Amy Karren is a microbiologist at W.L. Gore and 
Associates, which provides implantable medical 
devices and products for purifying, transferring, storing, 
filtering, processing and packaging biologics and 
pharmaceuticals. Prior to Gore, for 17 years she was with 
Nelson Laboratories, where she served as the Director 
of Scientific Development/Microbiology Section Leader, 
overseeing bacterial endotoxin testing, microbial limits 
testing, standard plate counts and microbial water 
testing. She is also trained as a Sterilization Specialist, 
which includes ethylene oxide, radiation, steam and dry 
heat sterilization. She has implemented test systems 
for environmental monitoring, bacterial identifications 
and biological indicator population verifications. She is 
a registered/specialist microbiologist (RM/SM) with the 
American Association of Microbiologists. 

She has served on multiple working groups for 
the Sterilization Standards (TC198) and Biological 
Evaluation of Medical Devices (TC194) committees 
of the Association for the Advancement of Medical 
Instrumentation (AAMI) and International Standards 
Organization (ISO) and is currently a co-chair for the 
AAMI TC198 – Microbiological Methods Working Group 
(WG8). Ms. Karren has been a member of the Parental 
Drug Association (PDA) and was previously involved 
in writing technical reports for dry heat sterilization 
and environmental monitoring. She has served on an 
ASTM committee for rubber products, specifically for 
medical gloves. Ms. Karren has been a Certified Quality 
Auditor and a provisional Registrar Accreditation Board 
(RAB) Lead Auditor. She also was a certified trainer for 
ISO 9001, 13485 and 17025 standards, including the 
requirements for RAB auditor training. 

Education

1993: B.Sc. (Biology/Microbiology), Utah State University

1992: Attended (Marine Biology), Humboldt State University

Professional Experience

2011–present  Microbiologist, W.L. Gore and Associates

1993–2010  Director of Scientific Development/Microbiology Section Leader, Nelson Laboratories Inc.

USP Experience

2015–2020  Chair, Chemical Medicines Monographs 5 Expert Committee

2010–2015  Member, Monographs–Small Molecules 1 (SM1) Expert Committee

2010–2015  Member, <81> Antibiotics–Microbial Assays Expert Panel

2008  Member, <81> Antibiotics–Microbial Assays Advisory Panel 

Other Relevant Experience

Association for the Advancement of Medical Instrumentation (AAMI) Sterilization Standards Working Group 
(TC198)

International Standards Organization (ISO) Microbiological Methods Working Group (TC198)

AAMI Biocompatibility Working Group (TC194)

AAMI Quality Standards Working Group (TC209)

continued ...
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Statement of Interest 
It would be an honor to continue to participate as a USP 
Volunteer and use my leadership skills to facilitate the 
work of the Expert Committee. As a current member 
of the Council of Experts and Chair of the Chemical 
Medicines 5 Expert Committee, I have demonstrated 
efficiency and competency as Chair of an Expert 
Committee that conducts a large body of work. I also 
recently had the opportunity to be part of the appeals 
process as a member of the Appeal Hearing Panel. This 
role has enhanced my knowledge of the criticality of 
managing conflicts of interest within the committee, 
as well as overseeing regulatory involvement and 

transparency in the standards development process. My 
philosophy with the development of compendial and 
consensus standards is to listen, collaborate and remove 
roadblocks to get the work done and publish standards 
that are highly valued by industry in content, substance 
and quality. I enjoy working with the monographs 
and would be honored to continue on the Chemical 
Medicines Expert Committees. I can contribute to 
developing the Microbiology General Chapters through 
the General Chapters–Microbiology Expert Committee. 
I consider myself to be a leader, with the ability to listen 
and encourage the best work from my team members 
with humility and respect.

Chemical Medicines Monographs 5 Expert Committee
Amy J. Karren
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Chemical Medicines Monographs 5 Expert Committee
Judy Lin

Biography 
Judy Lin is Associate Director, Regulatory Affairs, 
chemistry, manufacturing and controls (CMC)—biologics, 
at Novartis Pharmaceutical Corporation. Prior to that, 
she was Group Leader, analytical and bioanalytical 
development, Bristol-Myers Squibb Corporation. Ms. Lin 
has served as Scientist II, oral and respiratory product 
development, Merck & Co. (previously Schering-Plough 
Research Institute) and Quality Assurance Manager, Quality 
Assurance Department, Johnson & Johnson Ltd., Shanghai, 
P.R. China. Ms. Lin is well versed in CMC development 
and submission strategy for both chemical medicine and 
biologics products. Ms. Lin has an M.S. degree in chemistry 
from the State University of New Jersey.

Statement of Interest 
With 20 years of experience in the pharmaceutical 
development and regulatory science field, I am 
very familiar with the regulatory requirements for 
pharmaceutical development of biologics and synthetic 
drug products, especially in the area of product life cycle 
management under the quality by design paradigm 
and analytical techniques used for characterizations of 
APIs, drug products, reagents and excipients. During the 
interactions with regulatory agencies, manufacturers, 

testing facilities and vendors in different countries, I 
had firsthand experiences with the importance of USP 
Reference Standards in different industries. Therefore, 
I am very interested in contributing to USP’s effort in 
moving into new therapeutically modalities, such as 
monoclonal antibodies, antibody fragments, enzymes and 
peptides/oligonucleotides, as well as modernizing the 
existing USP monographs and general chapters with the 
ever-evolving regulatory landscape and new technologies.

Education

1998: M.S. (Chemistry), The State University of New Jersey, at New Brunswick

Professional Experience

2016–present Associate Director, Novartis Pharmaceutical Corporation

2007–2016  Group Leader, Bristol-Myers Squibb Company

1998–2007  Research Scientist, Merck & Co. (previously Schering-Plough Research Institute)

1993–1995  Quality Assurance Manager, Johnson & Johnson (China) Ltd.

USP Experience

2015–2017  Vice Chair, Chemical Medicines Monographs 5 Expert Committee

2015–2020  Member, Chemical Medicines Monographs 5 Expert Committee

2014–2016  Member, General Chapter <1029> Good Documentation Practices Expert Panel

Other Relevant Experience

Supported BLA/MAA submission in all major markets, including U.S., EU, Japan, etc. 

Led analytical project teams to support new drug product registration in the U.S. and European markets

Eastern Analytical Symposium Governing Board member; EAS 2020 President
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Chemical Medicines Monographs 6 Expert Committee
Raphael Ornaf

Biography 
Raphael Ornaf was born in Poland and immigrated to the 
U.S. as a child. He received a B.A. degree in chemistry 
from the City College of New York and an M.S. degree in 
analytical chemistry from the City College of New York. 
Following graduation, he joined the American Health 
Foundation and studied tobacco carcinogenesis. This 
work involved isolation and identification of polycyclic 
aromatic hydrocarbons and tobacco-specific nitrosamine 
carcinogens. Five years later, Dr. Ornaf started Ph.D. 
studies at Rutgers University and went on to receive a 
doctorate in organic chemistry with Professor Spenser 
Knapp. In 1984, he joined McNeil Consumer Products 
Co. and then moved on to Purdue Fredrick in 1991. 
At Purdue Frederick (now Purdue Pharma), Dr. Ornaf 
was responsible for the development of all analytical 
procedures in support of the drug substance and drug 
product NDA filing for OxyContin. In 2005, following its 
loss of the OxyContin patent, Purdue Pharma disbanded 
its research center in Ardsley, New York, and Dr. Ornaf 
joined Theravance Inc. in South San Francisco. At 
Theravance, he was a member of the team that filed 
the NDA for VIBATIV, a chemically modified vancomycin 
antibiotic. In 2009 he joined the Technical Operations 
group of Vertex Pharmaceuticals Inc. Dr. Ornaf retired 
from the pharmaceutical industry in May 2018. 

Statement of Interest 
I am interested in analytical methods development 
and validation, with particular emphasis on validation 
acceptance criteria. Validation is more than a checklist 
of method attributes with a conclusion that “The method 
has been validated.” The validation data must justify such 
a statement for each method attribute. Only then can a 
claim be made that the method has been validated and is 
suitable for its intended use.

Education

1984: Ph.D. (Organic Chemistry), Rutgers University

1972: M.S. (Analytical Chemistry), City College of New York

1971: B.A. (Chemistry), City College of New York

Professional Experience

2009–2018 Associate Director, Technical Operations, Analytical, Vertex

USP Experience

2015–2020  Member, Chemical Medicines Monographs 6 Expert Committee

2015–2020 Member, Joint Standards-Setting Subcommittee–Chemical Medicines A

2017–2020 Member, Omissions Chemical Medicines Group

2010–2015  Member, Monographs–Small Molecules 1 Expert Committee

2010–2015  Member, Reference Standards Expert Committee

2005–2010  Member, Reference Standards Expert Committee

Other Relevant Experience

Member of the team at Theravance that filed the New Drug Application (NDA) for VIBATIV, a chemically 
modified vancomycin antibiotic
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Chemical Medicines Monographs 6 Expert Committee
Gregory Webster

Biography 
Gregory Webster is a well-rounded analytical chemist 
experienced in leading analytical teams responsible 
for the support of API, new biological entity and 
pharmaceutical formulation development. He has 
hands-on experience with chromatographic, analytical 
spectroscopy, analytical electrochemistry and dissolution 
methods. Dr. Webster has a distinguished publication and 
presentation record and has been an adjunct lecturer at 
several colleges. He is experienced in testing of analytes 
in various pharmaceutical formulations (tablets, creams, 
transdermal, animal feed) and challenging matrices.  
Dr. Webster also has extensive familiarity with good 
laboratory practice and GMP requirements under FDA, 
USP (Acetaminophen Expert Panel) and ICH/VICH 
guidances. 

Statement of Interest 
Being a member of the Acetaminophen Expert Panel 
introduced me to the processes and impact of USP. 
I respect the role USP has in the industry and the 
emphasis on quality science in its standards. I have 
a diverse background and experience from several 
major pharmaceutical corporations that I would like 
to use to help USP ensure the quality of medicines 
in the marketplace. Because of my experiences and 
enthusiasm, I will be a valuable contributor to the 
Council’s goals. I have been honored to serve on an 
Expert Panel for USP and hope to participate in the 
USP Council of Experts and Expert Committees for the 
upcoming Convention cycle. 

Education

2021 (Expected): DBioethics (Research and Catholic Bioethics), Loyola University of Chicago

2017:  M.A. (Bioethics and Health Policy), Loyola University of Chicago

1999:  MBA (Project Management), Keller Graduate School of Management

1991:  Ph.D. (Analytical Chemistry), Northern Illinois University 

1987:  M.S. (Analytical Chemistry), Governors State University

Professional Experience

2007–present Sr. Principal Research Scientist, AbbVie

2002–2007  Associate Research Fellow, Pfizer

USP Experience

2015–2017  Member, Acetaminophen Expert Panel

2010–2015  Member, Small Molecules 2 Expert Committee

Other Relevant Experience

1995–1996   Associate Referee, Association of Official Analytical Chemists (AOAC)
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Michael De Felippis

Biography 
Michael De Felippis is a distinguished research 
fellow working in the Bioproduct Research and 
Development division of Eli Lilly and Company (Lilly). 
Over the course of his 29 years with Lilly, his career 
has focused exclusively on product development of 
biopharmaceuticals. In his position, Dr. De Felippis 
is responsible and provides technical oversight for 
development, commercialization and registration 
of biopharmaceutical product candidates including 
synthetic peptides, proteins expressed from cell culture, 
conjugated molecules and new modalities. His focus 
areas include characterizing and testing physicochemical 
properties; defining delivery options; developing 
control strategies; executing technology transfers; and 
preparing chemistry, manufacturing and controls-related 
regulatory documentation. This documentation supports 
worldwide licensure of new products, line extensions and 
post-approval product improvements. Dr. De Felippis’ 
publications include scientific manuscripts, review 
articles and book chapters on topics related to protein 
and peptide structural characterization, analytical testing 
and formulation design/delivery strategies. He presents 
on these subjects at conferences and is a named inventor 
on several patents related to these areas. Scientific 
appointments outside of Lilly include membership on the 
Parenteral Drug Association Biopharmaceutical Advisory 
Board, for which Dr. De Felippis is the current Chair.  

Statement of Interest 
I am a current USP volunteer and serve as a member 
of the Council of Experts and Chair of the Biologics  
Monographs 1–Peptides and Insulins Expert Committee. 
My prior USP volunteer involvement in the previous cycle 
includes membership on the Recombinant Therapeutic 
Monoclonal Antibodies and Glycoproteins and Glycan 
Analysis Expert Panels, and Chair of the Therapeutic 
Peptides Expert Panel. This extensive experience has given 
me a deep appreciation of the standards-setting process 
managed by USP and the important role that volunteers 
play with assisting in these efforts. My broad involvement 
with committees and panels has also enabled me to 
establish excellent collaborative working relationships 
with USP staff and other volunteers. In partnership, we 
have advanced work plans for projects resulting in new 
or updated documentary standards and associated 
reference materials. Through my previous USP volunteer 
appointments as Chair of an Expert Panel and an Expert 
Committee, I have demonstrated the ability to effectively 
guide teams to meet objectives. I hold a technical 
leadership position in my company with a responsibility 
to engage in external scientific activities related to 
pharmaceutical products. I understand the expectations 
USP has for its volunteers and can commit the time to 
continue serving in this capacity.    

Education

1990: Ph.D. (Biochemistry), The Ohio State University

Professional Experience

1990–present Distinguished Research Fellow, Eli Lilly and Company

USP Experience

2015–2020  Chair, Biologics Monographs 1–Peptides and Insulins Expert Committee

2010–2015  Chair, Therapeutics Peptides Expert Panel

2010–2015  Member, Glycoproteins and Glycan Analysis Expert Panel

Other Relevant Experience

Chair, Parenteral Drug Association Biotechnology Advisory Board
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Ved Srivastava

Biography 
Ved Srivastava is Vice President of Chemistry at Intarcia 
Therapeutics and President of the American Peptide Society. 
Prior to that, he was the Head of Peptide Chemistry at 
GlaxoSmithKline (USA), and was in a senior leadership role 
at Amylin Pharmaceuticals (now Astra Zeneca, USA). He 
co-founded Phoundry Pharmaceuticals, a biotech company 
focused on the discovery of peptide hormone therapeutics. 
Phoundry was acquired by Intarcia Therapeutics in 2015. 
Dr. Srivastava has participated in the development of three 
drugs—SymlinTM, ByettaTM and BydeureonTM, first-in-class 
medicines for the treatment of diabetes. Dr. Srivastava 
has over 30 years of experience with expertise in drug 
discovery and development in metabolic diseases, 

CNS and inflammation, with major emphasis in peptide 
medicinal chemistry, peptide drug delivery, and chemistry 
manufacturing and control (CMC). He is the Editor of 
four recent books on peptides: (1) Peptide Therapeutics 
CMC—Strategy for Chemistry Manufacturing and Control, 
(2) Peptide-Based Drug Discovery: Challenges and New 
Therapeutics, (3) Comprehensive Medicinal Chemistry III—
Biologics Medicine, Vol 6 and (4) Peptide 2015. Dr. Srivastava 
is also the Editor-in-Chief for a series of books on drug 
development with the Royal Society of Chemistry, UK.  

continued ...

Education

1984: Ph.D. (Organic Chemistry), University of Lucknow (India)

Professional Experience

2015–present Vice President of Chemistry, Intarcia Therapeutics

2010–2015  Head of Peptide Chemistry, GlaxoSmithKline U.S.

2009–2010  Vice President, New England Peptide

2000–2008  Amylin Pharmaceuticals (now Astra Zeneca) U.S.

USP Experience

2019–2020    Vice Chair, Biologics Monographs 1–Peptides and Insulins Expert Committee

2015–2020    Member, Biologics Monographs 1–Peptides and Insulins Expert Committee

2010–2015    Member, Therapeutic Peptides Expert Panel 

2014–2017      Bivalirudin Monograph Subcommittee

2016–2019    General Chapter Peptide Therapeutics Quality Attributes Subcommittee

Other Relevant Experience

President of the American Peptide Society 

Experience with revision of monographs and writing of new general chapters

Significantly participated in the development and commercialization of three drugs that are first-in-class 
medicines for diabetes such as SymlinTM, ByettaTM and BydeureonTM

Led teams responsible for analytical characterization on multiple drug development programs
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Biologics Monographs 1–Peptides and Oligonucleotides Expert Committee 
Ved Srivastava

Statement of Interest 
I have been a member of the Biologics Monographs 
1–Peptides and Insulins Expert Committee and the 
Therapeutic Peptides Expert Panel since the beginning of 
the peptide efforts at USP. I have chaired the Bivaluridin 
Monograph Subcommittee and chaired the General 
Chapter Peptide Therapeutics Quality Attributes 
Subcommittee in addition to several other tasks related 
to the Biologics Monographs 1 Expert Committee. USP’s 
dedication and efforts toward the development of new 
monographs and modernization of current monographs 
for peptide therapeutics are remarkable. It is very 
impressive to see that USP is working in collaboration with 
sponsors, innovators and regulatory agencies.  

I have been in the peptide industry for more than 30 years 
and have gained experience in large pharmaceuticals 
(GlaxoSmithKline), the biotechnology industry 
(Amylin Pharmaceuticals) and contract manufacturing 
organizations/contract research organizations. I am 
actively involved as a volunteer for the governance of 
the American Peptide Society (President) and American 
Chemical Society. It is clear to me that the efforts of USP 
are necessary for the advances in peptide therapeutics 
to take place, from both the generic perspective and 
from the prescription medicine perspective for global 
standardization. I am delighted to contribute toward 
the goals of USP, and to advance biologics monograph 
standardization.
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Biologics Monographs 2–Therapeutic Proteins Expert Committee 
Wendy Saffell-Clemmer

Biography 
Wendy Saffell-Clemmer began her career at Eli Lilly and 
Co. in biologic drug substance development during the 
period Lilly was moving from production in E. coli and 
yeast to its first mammalian cell culture products. Ms. 
Saffell-Clemmer moved to the contract manufacturing 
operation of Baxter Healthcare (Baxter Pharmaceutical 
Solutions, BPS) in 2002 as a research scientist where she 
built capabilities in biologic product analysis. In 2011, 
Ms. Saffell-Clemmer became Director of Pharmaceutical 
Development for BPS, overseeing method development, 
validation and transfer as well as formulation and 
lyophilization development. In 2018, she accepted an 
additional role leading Baxter’s Analytical Center of 
Excellence, with laboratories in the U.S., Belgium, China 
and India, responsible for extractable and leachable 
studies, structure elucidation, elemental impurities 
analysis, and particle analysis and identification.  
Ms. Saffell-Clemmer led this team through a period of 
transition, working with other R&D leaders to decentralize 
teams into Baxter’s business units. Today, Ms. Saffell-Clemmer 
leads the Baxter Pharmaceuticals Business Unit Advanced 
Analytical team and the Pharmaceutical Development team 
for BPS. As Lead Chemist, she is responsible for leading 
the Chemistry Community of Practice across all of Baxter’s 
businesses and global facilities. Currently she is managing 
cleaning validation remediation activities at one of Baxter’s 
multi-product facilities.

Statement of Interest 
I was introduced to USP’s monograph revision process 
in 2009 when my laboratory supported the monograph 
revisions for unfractionated heparin following the 
contamination crisis. I observed the urgent need for 
continual monitoring and modernization of standards 
in the increasingly global pharmaceutical business and 
volunteered for further roles within USP Biologics in 
the subsequent cycles. With the emergence of today’s 
biosimilars and a future in which more complex products 
such as ADCs and gene therapies may seek approval 
by this pathway, it is critical that standards be routinely 
revised to ensure applicability to all emerging products.  
This will ensure that USP continues to play a vital role in 
ensuring global access to safe and effective life-saving 
and life-sustaining treatments.

Education

1995: M.S. (Chemistry), Northwestern University

Professional Experience

2018–present  Lead Scientist and Sr. Director, Research, Baxter Healthcare 

2002–2018  Director, Research, Baxter Healthcare

USP Experience

2020  Vice Chair, Biologics Stakeholder Forum

2015–2020    Member, General Chapters–Biological Analysis Expert Committee

2016–2017    Vice Chair, General Chapters–Biological Analysis Expert Committee

2016–2017    Chair, Peptide Mapping Subcommittee

2017–2018    Member, Validation of Commercial Test Kits Expert Panel

2010–2015    Member, Total Protein Measurement Expert Panel

Other Relevant Experience

Board of Directors Member IQ
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Biologics Monographs 2–Therapeutic Proteins Expert Committee 
Peter Vandeberg

Biography 
Peter Vandeberg has over 20 years of industry experience, 
mostly in the development and manufacture of biological 
products. Throughout that time, Dr. Vandeberg has 
sought to advance analytical technologies used for 
characterization and release of complex biological 
products. Dr. Vandeberg has worked to update test 
methods to incorporate newer technologies and allow 
for automation, and to move away from animal testing 
to in vitro testing. One of Dr. Vandeberg’s proudest 
accomplishments as a USP volunteer includes helping to 
establish USP General Chapter <162> Diphtheria Antitoxin 
Potency, which replaces an animal test with an in vitro 
assay and has been adapted by at least one manufacturer.

Statement of Interest 
Throughout my career I have valued the importance of 
standardization within the biologics industry and have 
helped promote standardization through my participation 
in CaSSS and ISTH Standard Committee conferences 
and workshops, as well as being a member of the USP 
Biologics Monographs 3 Expert Committee. As the 
approval and use of biological products continues to 
expand, standardization is important to maintain the 
quality of those products in a transparent manner. The 
end benefit of this work is the patient that receives the 
medicines affected by these standards. Patients and their 
families, and the medical staff who treat those patients, 
should feel confident in the quality of the biological 
products they are using. As an Expert Committee chair, I 
would strive to help USP provide standardization tools to 
help assure the consistency and quality of these products.

Education

1993:  Ph.D. (Analytical Chemistry), Iowa State University, Iowa

Professional Experience

2017–present Director, R&D Program Management, Grifols Therapeutics Inc.

2011–2017 Director, Analytical Development, Grifols Therapeutics Inc.

2004–2011 Research Scientist, Talecris Biotherapeutics 

1999–2004 Senior Scientist, Bayer Corp.

USP Experience

2015–2020 Member, Biologics Monographs 3 Expert Committee

2007–2015 Member, Plasma Protein Analytical Expert Panel

Other Relevant Experience

Longtime member of the American Chemical Society (ACS)
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Biologics Monographs 3–Complex Products & Vaccines Expert Committee
Edward Chess

Biography 
Edward Chess attended the College of Idaho (B.S., 
chemistry/mathematics, 1976) and the University of 
Nebraska-Lincoln (Ph.D., chemistry, 1982), worked at 
Battelle Pacific Northwest Laboratories (1981–1988 as a 
research scientist) and then joined Baxter Healthcare 
(retired, 2014). While at Baxter, he worked as an Analytical 
Chemist and department manager supervising small 
specialty groups and larger departments of analytical 
chemists and microscopists. Dr. Chess primary areas of 
interest were the application of mass spectrometry and 
chemical separations to organic compound structure 
elucidation and industrial problem solving. He has 
experience in complex mixture analysis, including the 
characterization of extractables and leachables from 
primary and secondary pharmaceutical packaging 
systems, and some experience in the application of mass 
spectrometry to protein and carbohydrate analysis. He is 
now associated with BioPhia Consulting Inc., and consults 
in the area of pharmaceutical development, container 
development and troubleshooting. Dr. Chess began 
volunteering with USP in 2007 and has served on three 
Expert Panels and the Biologics Joint Standards-Setting 
Subcommittee, and currently is Chair of the Biologics 
Monographs 3–Complex Biologics Expert Committee.

Statement of Interest 
I am interested in continuing support of USP as Chair of 
the Complex Biologics Expert Committee, which will deal 
with blood products; heparins; and glycosaminoglycans, 
carbohydrates and vaccines. I believe my experience 
as current Chair of Biologics Monographs 3–Complex 
Biologics Expert Committee and as Chair and member of 
the Low Molecular Weight Heparin Exert Panel, and my 
exposure to biological and blood-related products through 
my 26 years at Baxter Healthcare provide sufficient 
background for me to continue to be a useful member of 
this Expert Committee. I have learned a great deal about 
other aspects of complex biologics as a member of the 
Biologics Monographs 3 EC in the 2015–2020 cycle and 
have come to appreciate the value of proper selection 
of Expert Committee members and strong, informed 
leadership toward building a well-functioning, productive 
Expert Committee.

Education

1982: Ph.D. (Analytical and Organic Chemistry), University of Nebraska-Lincoln

Professional Experience

2014–present Principal Consultant, BioPhia Consulting Inc.

1988–2014 Senior Director, Baxter Healthcare Corporation

USP Experience

2019–2020 Chair, Biologics Stakeholder Forum

2015–2020 Chair, Biologics Monographs 3–Complex Biologics Expert Committee

2015–2020 Chair, Low Molecular Weight Heparins Expert Panel

2015–2020  Member, Joint Standards-Setting Subcommittee – Biologics 

2010–2015 Member, Low Molecular Weight Heparin, Unfractionated Heparin Expert Panel

2005–2015 Member, Unfractionated and Low Molecular Weight Heparins Expert Panel

Other Relevant Experience

Key contributor to FDA approval of IV solutions container closure system comparability protocol, compressed 
approval of material change control from 18 months to one month 

Developed methods to test for the contaminant in heparin products
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Biologics Monographs 3–Complex Products & Vaccines Expert Committee 
Earl Zablackis

Biography 
Earl Zablackis is an analytical carbohydrate biochemist 
with more than 30 years of experience in the isolation, 
purification, structural characterization and rheology 
of carbohydrates from cell walls of marine algae and 
higher plants, recombinant glycoproteins, monoclonal 
antibodies and bacterial polysaccharides used in 
vaccines. His specific areas of scientific expertise include 
(1) structural characterization of pectins and xyloglucans 
from higher plants, (2) structural characterization of 
algal polysaccharides of commercial importance and 
development of novel approaches for studies of these 

compounds, and (3) characterization and quantitation 
of sugars in recombinant glycoproteins and bacterial 
polysaccharides used in vaccines. Dr. Zablackis has 
worked in the biologics industry for more than 24 years. 
He worked for several years in biologics on recombinant 
glycoproteins and monoclonal antibodies for various 
disease categories, including developing analytical tests 
for product characterization and release. In addition to 
analytics, he has held positions in QA responsible for 
systems related to testing and method validation. 

continued ...

Education

1991: Ph.D. (Cell Biology/Carbohydrate Chemistry), University of California, Santa Barbara

1986: M.S. (Botany/Carbohydrate Chemistry), University of Hawaii

Professional Experience

2014–present Director-Principal Scientist, Sanofi Pasteur

1997–2000  Senior Development Scientist, Bayer

USP Experience

2015–2020   Vice Chair/Member, General Chapters–Biological Analysis Expert Committee

2015–2020  Member, Vaccine Polysaccharide NMR Identity Testing Expert Panel <198>

2015-2020   Member, Glycan Analysis–Monosaccharides Expert Panel <210> 

2015–2020  Chair, Viral Vaccines Expert Panel <1239>

2015–2020  Member, Cell Banking Expert Panel <1042>

2015–2020  Member, Analytical Methodologies Based on the Light Scattering Phenomena Expert Panel 
<1430.7>

2010–2015   Member, Biologics and Biotechnology–2 Expert Committee

2008–2020  Member, Bacterial Vaccines Expert Panel <1238>

Other Relevant Experience

Contributor to Parenteral Drug Association (PDA) Technical Report 57: Analytical Method Validation and Transfer 
for Biotechnology Products

Contributor to PDA Technical Report 57-2: Analytical Method Development and Qualification for Biotechnology 
Products

Co-chair, Analytical Method Development Task Force (PDA)

Member, PDA Biopharmaceutical Advisory Board
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Statement of Interest 
For the past 12 years I have helped to write both 
general chapters as well as specific test chapters while 
serving on several Expert Panels and 2 different Expert 
Committees. This has been a very rewarding experience 
both professionally and personally for me. I feel I have 
been able to contribute significantly to the goals of USP. 
I wish to continue to serve as an expert volunteer with 
USP for several reasons. First, I would like to continue 
assisting USP in the standards-setting process and 
developing texts on best practices that I have been 

participating in for the past 10 years. Second, I continue 
to see a need for the standardization of methodologies 
used in the pharmaceutical industry and would like to 
continue to participate in that standardization process. 
And third, I have found it personally rewarding to 
work with outside organizations such as PDA and USP 
because this experience has made me a better scientist 
and resource for my company as well as allowed me 
to contribute in a very meaningful way across the 
biopharmaceutical industry. 

Biologics Monographs 3–Complex Products & Vaccines Expert Committee 
Earl Zablackis
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Matthew Borer

Biography 
Matthew Borer has dedicated his career to 
pharmaceutical analytical chemistry, including areas 
such as reference standards (RS), compendial affairs, 
analytical method development, pharmaceutical control 
strategies and technical leadership. This included a role 
as Lead Analytical Development Scientist for a novel 
antibiotic product. After 28 years of experience in various 
research and development roles, Dr. Borer is currently 
the Senior Technical and Strategic Leader for the global 
RS program at Eli Lilly and Company, responsible for all 
corporate RS materials that support drug development 
and manufacturing, including biologics, peptides, 
fermented products and synthetic small molecules. He 
is also a technical consultant for the Lilly Compendial 
Affairs Department, building relationships with global 
pharmacopeias and developing technical strategies 
for compendial compliance. He has been invited 
to speak at numerous global venues on a variety of 
analytical chemistry topics, including an emphasis on 
RS, compendial science and strategy, standardization of 
bioassay tests and metal impurity testing.

Statement of Interest 
I have a passion for the important field of pharmaceutical 
measurement science and have spent my entire 
professional career working to advance the science of 
drug development. My key areas of expertise include 
analytical control strategies, advanced measurement 
techniques, and defining and expanding the topic of 
pharmaceutical reference standards (RS) as a unique 
scientific discipline. In particular, the science of RS is 
critical to USP’s goal to modernize antibiotic monographs.  
I have experience with resolution of complex challenges 
related to antibiotic reference standards, including the 
transition from activity assays to chemical assays for 
potency determination. USP is uniquely positioned to 
bring together global experts who can ensure the highest 
quality public standards for antibiotics. This is an area that 
is critical to global public health and I am enthusiastic 
about the positive impact that we can make together. I am 
a firm believer in the mission of USP. Ensuring the quality, 
safety and benefit of medicines and foods has an obvious 
impact on the health of people around the world. Public 
standards, and specifically RS, are clearly the basis that 
defines quality and safety. I am confident that my technical 
and interpersonal skills, as well as my previous experience 
as a volunteer at USP and other global compendial 
agencies, make me uniquely suited for this task.

Education

1992: Ph.D. (Analytical Chemistry), Indiana University, Bloomington

Professional Experience

2014–present Senior Research Advisor, Eli Lilly and Company

2003–2014  Advisor, Eli Lilly and Company

1998–2003  Manager, Eli Lilly and Company

1992–1998  Chemist/Research Scientist, Eli Lilly and Company 

USP Experience

2015–2020 Member, Chemical Medicines Monographs 2 Expert Committee

2015–2020 Member, Glucagon, Total Protein Measurement Expert Panel

2015–2020 Chair, Joint Standards–Setting Subcommittee on Chemical Medicine Reference Standards

2010–2015 Chair, Reference Standards Expert Committee

2005–2010 Member, Reference Standards Expert Committee

Other Relevant Experience

Became a member of the China National Institutes of Food and Drug Control 8th National Drug Reference 
Standards Committee and continued as a member of the 9th Committee in 2017
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Biologics Monographs 4–Antibiotics Expert Committee 
Sheila Deneau

Biography 
Sheila Deneau has more than 20 years of experience 
in the pharmaceutical/veterinary medicine industry. 
She has provided analytical development support 
for a number of products, including Excenel RTU-EZ, 
Simparica and Stronghold Plus. As an Analytical Chemist, 
Ms. Deneau developed, validated and authored test 
methods for GMP/GLP analysis using high-performance 
liquid chromatography, gas chromatography and Karl 
Fischer laser diffraction. In addition, she is experienced 
with liquid chromatography–mass spectrometry, liquid 
chromatography with tandem mass spectrometry, 
dissolution, quantitative nuclear magnetic resonance  
and scanning electron microscopy. In 2016, she 

transitioned roles from an Analytical Development 
Chemist to a Regulatory Manager for CMC. In this role, 
Ms. Deneau leveraged her research and development 
background and analytical expertise to ensure the 
science and compliance aspects of a portfolio of 
products are fully met. 

Statement of Interest 
I am volunteering for the 2020–2025 USP Expert 
Committee cycle. I look forward to an opportunity to 
utilize my analytical method development expertise while 
collaborating with others across the industry to develop 
solutions to a wide array of technical issues.

Education

1998: B.Sc. (Chemistry), Truman State University

Professional Experience

2016–present Manager, Reg CMC, Zoetis

2008–2016  Senior Scientist, Analytical Development, Zoetis

USP Experience

2019–2020  Vice Chair, Biologics Monographs 4–Antibiotics Expert Committee

2018–2020  Member, Joint Standards-Setting Subcommittee–Chemical Medicines B

2017–2020  Member, Biologics Monographs 4–Antibiotics Expert Committee

Other Relevant Experience

Expertise on analytical method development and validation for Good Manufacturing Practice/Good Laboratory 
Practice (GMP/GLP) analysis using various analytical techniques

Extensive experience in chemistry, manufacturing and control (CMC) with drug development and regulatory 
affairs perspective

Led teams responsible for analytical characterization on multiple drug development programs
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Biologics Monographs 5–Advanced Therapies Expert Committee
Mehrshid Alai

Biography 
Mehrshid Alai works for Kite as the Vice President of 
Regulatory Affairs, Chemistry, Manufacturing, and 
Control, and is involved with new product development 
and life cycle management of genetically modified 
cell therapy products. Prior to joining Kite, she was the 
Interim Head of Regulatory CMC at Baxter/Baxalta/
Shire for more than 25 years. Dr. Alai has extensive 
experience in biological product development, quality 
requirements, and regulatory approval and management 
of post-approval changes. Prior to her regulatory affairs 
experience, she was part of quality organization with 
extensive experience in different areas, such as quality, 
control, quality assurance of new products, stability, 
and device and combo product development. Dr. Alai 
also worked in research and development as a protein 
characterization scientist and managed a group of 
scientists in that area. She has more than 27 years of 
experience in biologics development, biological product 
life cycle, quality and regulatory affairs. Prior to joining 
Baxter, she was an assistant professor at Simon Fraser 
University. She holds a Ph.D. from Johns Hopkins School 
of Medicine.

Statement of Interest 
I am interested in serving on the Council of Experts. With 
my extensive background and experience in biologics 
and biotechnology, I feel that I can assist in further 
enhancing the standards of quality in this area. I was 
heavily involved with the licensure of one of the first 
genetically modified autologous cell therapy products. 
The field of cell and gene therapy can greatly benefit 
from standardization of methods, requirements and more 
importantly, establishment of standards. My involvement 
in the European Pharmacopeia Cell and Gene Therapy 
Working Parties will be beneficial in harmonization across 
USP and Ph.Eur. and addressing the immediate and 
future needs of an unprecedented number of products 
in development. In addition, I have a unique set of 
pharma industry experience that spans across analytical 
method development (5 years), quality control and quality 
assurance (15 years), and regulatory (10 years). I have 
worked closely with many regulatory authorities across  
the globe and am very familiar with their expectations 
when referencing USP and/or Ph.Eur. Throughout my  
28+ years of industry experience, I have been blessed  
to work with a diverse team of experts in delivering 
projects to completion and multiple new products to 
patients globally.

Education

1989: Ph.D. (Biochemistry Cell and Molecular Biology with a focus on Analytical Biochemistry), Johns Hopkins 
School of Medicine

Professional Experience

2017–present  Vice President of Regulatory CMC, Kite, a Gilead Company Pharmaceutical Manufacturer

1991–2017  Interim Head (VP) of Regulatory Affairs, Baxter/Baxalta/Shire Pharmaceutical Manufacturer  
(last position)

USP Experience

2018–2020   Chair, Monograph Development for Plasma Derived and Recombinant Coagulation Factors  
Expert Panel 

2015–2020  Member, Biologics Monographs 3–Complex Biologics Expert Committee 

2015–2017  Vice Chair, Biologics Monographs 3–Complex Biologics Expert Committee

2005–2015  Member, Plasma Protein Analytical Expert Panel

Other Relevant Experience

Numerous presentations at CASSS WCBP, ISPE, USP/EMA Workshop, European Pharmacopeia 10th Edition 
invited speaker

Member of EDQM’s Gene Therapy Working Party and Cell Therapy Working party
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Biologics Monographs 5–Advanced Therapies Expert Committee 
Darin Weber

Biography 
Darin Weber has extensive experience with cell, gene 
and tissue-based therapies. He has firsthand experience 
with the evolution of this still-emerging field and was 
actively involved in policy development for cell and 
gene therapies while at the FDA. Subsequently, he has 
worked in industry, initially as a consultant and now in 
key leadership positions at several regenerative medicine 
companies. Dr. Weber can provide key insights about 
the challenges the industry is facing and where USP 
involvement can continue to play an important role in 
shaping this emerging medical field. As a volunteer at 
USP he has been involved in nomenclature for tissue 
products, led the panel charged with revising General 
Chapter <1046> Cellular and Tissue-Based Products and 
more recently was a member of the committee revising 
General Chapter <1043> Ancillary Materials for Cell, Gene 
and Tissue-Engineered Product. Prior to joining industry, 
he spent over 7 years at the FDA’s CBER. During his 
tenure at the FDA he held several positions of increasing 
responsibility, including Chief, Cell Therapy Branch within 
the Office of Cellular, Tissue and Gene Therapies (now 
called the Office of Tissues and Advanced Therapies). 

Statement of Interest 
These are very exciting times for those of us working in 
the field of regenerative medicine, which encompasses 
advanced therapies such as cell and gene therapies and 
engineered tissues. I am proud to have contributed to the 
work that USP has done to date in helping developers in 
this still-evolving field. With recent BLA/MAA approvals, 
it is clear that more needs to be done to address “pain 
points” that industry and regulators are currently facing 
(i.e., gene vector manufacturing and general CMC 
quality issues) as well as to keep an eye on new tools that 
are being deployed (i.e., genome editing) so that USP 
can help shape and implement new standards so that 
patients ultimately benefit. Working closely with USP staff 
and EC members, I would ensure that all existing general 
chapters in this area continue to be relevant. I would 
engage with stakeholders to establish a clear agenda and 
milestones to ensure that the EC furthers USP’s goals and 
the fields’ needs. 

Education

1996: Ph.D. (Biochemistry & Biophysics), Oregon State University

1991: B.Sc. (Molecular Biology), Evergreen State University (Washington)

Professional Experience

2016–present  Sr. Vice President and Chief Regulatory Officer, Medeor Therapeutics, South San Francisco, 
California

2011–2016       Executive Vice President, Global Regulatory Affairs & Quality, Mesoblast Ltd., New York, New York

2004–2011  Sr. Consultant, Biologics Consulting Group LLC, Seattle, Washington

1996–2004  Multiple positions, U.S. Food & Drug Administration, Center for Biologics Evaluation & Research

USP Experience

2015–2020  Member, Biologics Monographs 3 Expert Committee

2017–2018       Vice Chair, Biologics Monographs 3 Expert Committee

2010–2015       Member, Biologics and Biotechnology 2 Expert Committee 

2005–2010       Member, Biologics and Biotechnology–Cell and Gene Therapy Expert Committee

2005–2010       Chair, <1046> Cell Therapy Products Expert Panel

2005–2010       Member, Tissue and Tissue-Based Products Expert Panel

2007–2009       Member, Nomenclature Expert Committee

2007–2009       USP Representative, USAN Council
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Eric Munson

Biography 
Eric Munson received his B.A. degree from Augustana 
College in Sioux Falls, South Dakota. After studying for 
one year in Munich, Germany, on a Fulbright Fellowship, 
he continued his education at Texas A&M University, 
where he received his Ph.D. degree in 1993. He then 
spent one year as a postdoctoral fellow at the University 
of California, Berkeley, under the direction of Professor 
Alexander Pines. In 1994 he started as an Assistant 
Professor in the Chemistry Department at the University 
of Minnesota and was promoted to Associate Professor in 
2000. In 2001, Dr. Munson moved to the Pharmaceutical 
Chemistry Department at the University of Kansas, 
where he was promoted to Professor in 2006. He moved 
again in 2010 to the Department of Pharmaceutical 
Sciences at the University of Kentucky, where he was the 
Patrick DeLuca Endowed Professor in Pharmaceutical 
Technology. In 2018, he moved to Purdue University, 
where he is Professor and Head of the Department of 
Industrial Pharmacy. His research program is focused 
on the characterization of pharmaceutical solids using 
a variety of analytical techniques, with an emphasis on 
solid-state nuclear magnetic resonance spectroscopy. He 
is a recipient of an NSF CAREER award and a McKnight 
Land-Grant Professorship and is a fellow of the AAPS.

Statement of Interest 
I have had the wonderful privilege of serving on USP 
excipient committees for the past 15 year, including 
the past five as Chair of the Excipients Monograph 1 
Expert Committee. As Chair of the committee, I have 
helped to spearhead the modernization of excipient 
monographs and to develop new monographs through 
work with the committee volunteers, FDA liaisons and 
USP staff.  In addition, the committee has worked with 
outside stakeholders such as the FDA to highlight 
excipient-related research as well as highlight the 
impact of excipient variability on product performance. 
In addition to chairing the committee, I have also had 
the opportunity to interact with other committee Chairs 
through the Council of Experts. As a member of the CoE, 
I have contributed to ensuring that excipients are well 
represented on the council and provided my thoughts 
and directions about issues brought to the Council. 
The first years as committee Chair and on the Council 
were a great learning experience, which I hope to utilize 
by continuing my role as committee Chair. If elected, I 
would again highlight the role of excipients within USP 
and provide direction and support to the Excipients 
Monograph 1 Expert Committee and the CoE.

Education

1993: Ph.D. (Chemistry), Texas A&M University

1987–1988: Fulbright Fellow, Technical University of Munich, Munich, West Germany

1987: B.A. (Chemistry/Physics), Augustana College

Professional Experience

2018–present Professor and Head, Department of Industrial Pharmacy, Purdue University

2010–2018  Professor, University of Kentucky

USP Experience

2015–2020   Chair, Excipient Monographs 1 Expert Committee

2010–2015   Member, Monographs—Excipients Expert Committee

2005–2010   Member, Excipient Monographs 2 Expert Committee

Other Relevant Experience

Recipient of an NSF CAREER award and a McKnight Land-Grant Professorship

Fellow of the American Association of Pharmaceutical Scientists (AAPS)

Fulbright Fellowship
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Excipients Monographs 1–Simple Expert Committee 
Barbara Serr

Biography 
Barbara Serr has worked for the Dow Chemical Company 
and now DuPont for a total of 29 years in various 
analytical chemistry positions. For the past 10 years, 
she has been the Analytical Leader responsible for the 
excipient product portfolio to ensure compliance with all 
applicable monographs and regulations. Dr. Serr has a 
good general knowledge of analytical chemistry, with a 
specialization in separations and manufacturing support. 
She has developed and validated many methods and 
understands quality control laboratory capabilities.

Statement of Interest 
I would like to continue serving on one of the excipients 
monograph committees for the 2020–2025 cycle. 
Having served the during the 2015–2020 cycle as 

an Expert Volunteer on the Excipients Monograph 2 
Expert Committee, I have learned a lot about how USP 
works and what it takes to update and modernize the 
monographs. I believe we need a variety of experts 
on the Expert Committees to represent all of the 
stakeholders and understand all concerns for these 
complex issues. We must work cooperatively and make 
science-based improvements that will protect the safety 
and security of our global drug supply. For many years, 
I have had a strong interest in wanting the monographs 
to be updated and harmonized, and only now do I realize 
how much work and patience it really takes to make it 
happen. I also have a new appreciation for how truly 
global our drug supply is and what a big impact USP 
has in the world. I feel privileged to use my expertise to 
ensure quality pharmaceuticals for the future. 

Education

1989: Ph.D. (Analytical Chemistry), Colorado State University

Professional Experience

2019–present Business Analytical Leader, DuPont

2006–2019  R&D Leader, The Dow Chemical Company

USP Experience

2015–2020   Member, Excipient Monographs 2 Expert Committee

2017–2018   Vice Chair, Excipient Monographs 2 Expert Committee

2018–2020  Member, Joint Subcommittee on Element Specific Chapters

Other Relevant Experience

Good general knowledge of analytical chemistry, with a specialization in separations and  
manufacturing support

Developed and validated many methods and knows quality control laboratory capabilities
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Excipients Monographs 2–Complex Expert Committee
Thiago Carvalho

Biography 
Thiago Carvalho has more than 10 years of experience in 
the pharmaceutical industry working on the development 
and manufacturing of drug products for small and large 
molecules. His work currently focuses on translating 
customer and business insights into drug product design. 
He has experience in drug product development of 
inhalation, injectable and oral drug products. Dr. Carvalho 
has served as Chair of the Excipients Focus Group at AAPS, 
as member and Vice Chair of the 2015–2020 Excipients 
Monograph 1 Expert Committee and as a member of the 
<1059> Excipients Performance Expert Panel. He has also 
catalyzed the introduction of the flexible USP volunteer 
model. Dr. Carvalho has published more than 10 peer-
reviewed manuscripts and has organized and/or moderated 
several scientific sessions, including webinars, symposia 
and USP workshops.

Statement of Interest 
As a drug product formulator, I routinely faced the 
challenges in appropriately selecting compendial 
excipients and defining the best sourcing strategy. 
At my work at Bristol-Myers Squibb (BMS) and as 
its representative at the IQ Consortium in the Novel 
Excipients working group, I was exposed to the 
challenges related to using an existing excipient for a 
novel application where monographs are not available. 

As Chair of the AAPS Excipients Focus Group, I promoted 
the importance of ensuring the quality of excipients. 
Throughout my career, I learned to appreciate the need for 
modernized excipients monographs. 

In my involvement with the Excipient Monographs 1 
Expert Committee, I provided an industrial perspective by 
bringing my experiences in the field of excipients to help 
shape USP–NF monographs. My experience as Vice Chair 
of the Excipient Monographs 1 Expert Committee positions 
me well to serve as 2020–2025 Chair of the Excipients 
Monographs 2–Complex Expert Committee. My objective 
is to drive the direction in establishing quality standards 
for excipients while improving efficiencies in the process. 
As Chair, I can continue to advise and shape the pilot 
for flexible USP volunteer model in order to determine 
whether this is the best governance for USP volunteers in 
the long term.

Education

2011: Ph.D. (Pharmaceutics), The University of Texas at Austin

2004: B.Pharm. (Industrial Pharmacy), Federal University of Minas Gerais, Brazil

Professional Experience

2011–present  Senior Research Investigator, Bristol-Myers Squibb

2004–2007  Production Analyst/Supervisor, Novo Nordisk

USP Experience

2017–2019 Vice Chair, Excipient Monographs 1 Expert Committee

2015–2020 Member, Excipient Monographs 1 Expert Committee

2015–2020 Member, <1059> Excipient Performance Joint Expert Panel

Other Relevant Experience

Work currently focuses on translating customer and business insights into drug product design

Experience in drug product development of inhalation, injectable and oral drugs

Served as Chair of the Excipients Focus Group at the American Association of Pharmaceutical  
Scientists (AAPS)
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Excipients Monographs 2–Complex Expert Committee
Otilia Koo

Biography 
Otilia Koo leads multiple development teams in 
chemistry, manufacturing and control development from 
first-in-human to filing and launch at Bristol-Myers Squibb 
Company. Her prior position involved pharmaceutical 
development of commercial oral solid dosage 
formulations. She has led the successful filing and 
marketing authorization approvals of 2 products from 
Bristol-Myers Squibb. Dr. Koo’s research interests include 
excipients characterization and the role of excipients 
behavior in influencing formulation performance and 
choice of unit operation processes. Dr. Koo has authored 
nearly 20 research papers in formulation development, 
excipients, lipid-based nano-sized delivery systems 
and pharmaceutical technologies, and has presented 
numerous oral/poster presentations on these topics. She 
was the lead guest editor and reviewer of themed issues 
in AAPS Pharm SciTech in 2010–2012 and AAPS Journal 
in 2016–2017. Dr. Koo will be chair of the American 
Association of Pharmaceutical Scientists (AAPS) Awards 
committee in 2020–2021 and was Chair of the AAPS 
Publications Committee in 2016–2017 and Chair of 
the Formulation/Quality program of the 2018 AAPS 
PharmSci360 meeting. Dr. Koo serves on the editorial 
board of Journal of Excipients and Food Chemicals 
and was the sole editor of the book Pharmaceutical 
Excipients, Wiley, in 2017.

Statement of Interest 
I would like to be considered for Chair of the USP 
Excipients Monographs 2–Complex Expert Committee. 
The areas of excipients research and dosage form 
development are the focus of my career and interests, 
and I hope to be given the opportunity to contribute to 
the advances that USP will be making in these areas. USP 
has been an important reference since my training as 
a pharmacist, later as a doctoral student and now as a 
member of the pharmaceutical industry. I can contribute 
to the emerging trends in pharmaceutical development 
and the USP Strategic Plan. I have accumulated 
knowledge in broad areas of dosage forms that utilize 
nanotechnology concepts, as well as in excipients 
characterization and how it impacts drug product 
attributes. I have worked on new drug application 
filings and understand the regulatory requirements 
and how USP can impact the development and filing 
of new medicines. I am strong in communicating and 
collaborate well with peers across various backgrounds, 
as recognized in my experience within the AAPS. I believe 
I can contribute greatly to the USP Expert Committee if 
I am given the opportunity. I sincerely appreciate your 
consideration of my application to the candidacy. 

Education

2005: Ph.D. (Pharmaceutics), University of Illinois at Chicago

2000: M.S. (Pharmaceutics), National University of Singapore

1998: B.S. (Pharmacy) (Hons), National University of Singapore 

Professional Experience

2016–present Director, Integrated Development Team, Bristol-Myers Squibb Company

2015–2016  Associate Director, Integrated Development Team, Bristol-Myers Squibb Company

2010–present  Adjunct Assistant Professor, University of Illinois at Chicago

USP Experience

2019–2020  Vice Chair, Excipient Monographs 1 Expert Committee

2015–2020  Member, Excipient Monographs 1 Expert Committee

Other Relevant Experience

Registered pharmacist. Experience in lipid-based drug delivery, functionality tests of microcrystalline 
cellulose for extrusion spheronization, interaction of poly(vinyl alcohol)-based coating with additives,  
and performance of excipients and their impact on process/formulation
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Excipient Test Methods Expert Committee
Richard Creekmore

Biography 
Richard Creekmore was the U.S. Technology Manager at 
AstraZeneca Pharmaceuticals in Wilmington, Delaware, 
until August 2019. He has over 30 years of experience 
in the pharmaceutical industry, working in the area of 
formulation and technology transfer. Dr. Creekmore 
worked at AstraZeneca for 30 years, where he led a 
formulation team that developed products starting 
from early development and culminating in technology 
transfers to operations, which included two high-revenue 
products (SEROQUEL and CRESTOR). He is a member of 
AAPS and is serving on the USP Excipients Monographs 1 
Expert Committee (2015–present). He has served on  
the USP Excipient Monographs 2 Expert Committee 
(2005–2010), on a PQRI Technical Group for Risk 
Management and as a member of the IQ Consortium 
Drug Product Leadership Group. Dr. Creekmore received 
his Ph.D. in pharmacy/pharmaceutics from the University 
of Iowa. He received his B.S. in pharmacy and M.S. in 
pharmacy (specializing in nuclear pharmacy) from the 
University of North Carolina at Chapel Hill.  

Statement of Interest 
I would like to volunteer to serve on a USP committee for 
several reasons. First, I believe it would be a challenging 
assignment that would require skills such as gaining 
consensus, critical information seeking, flexibility and 
concern for impact, along with the scientific skills I 
have. Second, it would give me the opportunity to 
use my skills as a formulator and my experience with 
the pharmaceutical product life cycle to influence the 
standards and the outcome for the project assigned. 
Third, my service to USP would allow me to use the 
knowledge that I have gained from formulating and 
being part of the submission team for products that 
are marketed and manufactured internationally. This 
includes the experience I have gained as being part of a 
team at various stages of the product life cycle to gain 
a deeper knowledge of the other groups on the team, 
such as analytical, where a better understanding of 
analytical techniques can lead to solutions to difficult 

Education

1986: Ph.D. (Pharmacy/Pharmaceutics), University of Iowa

1982: M.S. (Pharmacy, specializing in Nuclear Pharmacy), University of North Carolina at Chapel Hill

1980: B.S. (Pharmacy), University of North Carolina at Chapel Hill 

Professional Experience

2019–present President, Creekmore Pharma Consulting LLC 

1989–2019  On Market Technical Manager, AstraZeneca

USP Experience

2015–2020  Member, Excipient Monographs 1 Expert Committee

2015–2020  Member, <1059> Chapter Excipient Performance Expert Panel

2018–2020  Excipients Nomenclature Joint Subcommittee

2019–2020  Excipients Science Strategy Joint Subcommittee

2019–2020  Element Specific Chapters Joint Subcommittee

2005–2010  Member, Excipient Monographs 2 Expert Committee

Other Relevant Experience

Member of the American Association of Pharmaceutical Scientists (AAPS)

Member of International Society for Pharmaceutical Engineering (ISPE)

Member of Product Quality Research Institute (PQRI) Technical Group for Risk Management

Member of the Innovation and Quality (IQ) Consortium Drug Product Leadership Group

continued ...
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problems and increase efficiency and knowledge without 
compromising the core values. Also, my experience 
with the current Excipient Monographs 1 Expert 
Committee and 2005–2010 Excipient Monographs 
2 Expert Committee, along with serving on various 

subcommittees, would be valuable in meeting the 
objectives of USP through my committee assignment. 
Additionally, serving on a USP committee will give me 
the opportunity to network with others who may be from 
different backgrounds and learn from their experience.  

Excipient Test Methods Expert Committee
Richard Creekmore
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Excipients Test Methods Expert Committee
Chris Moreton

Biography 
Chris Moreton has more than 40 years of pharmaceutical 
industry experience working in large and small innovator 
companies and generic companies, as well as an 
excipient manufacturing company. He has thus acquired 
extensive experience in formulation, drug delivery and 
excipients. He has also worked in quality assurance, 
quality control and regulatory affairs. Dr. Moreton is 
currently an independent consultant providing advice 
to both the pharmaceutical industry and excipient 
manufacturers as needed. He received the 2018 Bigelow 
Award for Outstanding Contribution to the Standards by 
a USP Volunteer Expert.

Statement of Interest 
I am interested in continuing to work with the excipients 
committees, and I am most interested in being Chair 
of the Excipient Test Methods Committee to help 
USP maintain and expand its excellent work in this 
area. I have been honored and privileged to have 
been a member of a USP Expert Committee for a 
number of years. Pharmaceutical excipients are part 
of almost all pharmaceutical products, and we must 
therefore continue to stay abreast of development in 
excipients as they impact formulation and drug product 
manufacturers. 

Education

1992:  Ph.D. (Pharmaceutics), University of Wales, College of Cardiff, U.K.

1987:  M.Sc. (Pharmaceutical Analysis), Strathclyde University, U.K.

1971:  B.Pharm. (Pharmacy), University of Nottingham, U.K. 

Professional Experience

2007–present Vice President Pharmaceutical Sciences, FinnBrit Consulting

2002–2007  Vice President, Idenix Pharmaceuticals Inc.

2001–2002  Vice President, R&D, Genpharm Inc.

1992–2001  Senior Technical Director, Penwest Pharmaceuticals Inc. (now JRS Pharma)

USP Experience

2015–2020  Co-Chair, <1059> Excipient Performance Expert Panel

2016–2017  Vice Chair, Excipient Monographs 1 Expert Committee

2015–2020  Member, Excipient Monographs 1 Expert Committee

2015–2020   Member, Nomenclature and Labeling Expert Committee

2015–2020  Member, <1197> Good Distribution Practices for Bulk Pharmaceutical Excipients 

2015–2020  Member, Use of Enzymes in the Dissolution Testing of Gelatin Capsules Expert Panel

2010–2015  Vice Chair, NF Monographs–Excipients 

2005–2010  Member, Excipient Monographs 2 Expert Committee

2005–2010   Member, <1197> GDP for Bulk Pharmaceutical Excipients 

2000–2005  Member, Excipients–Test Methods

Other Relevant Experience

IPEC-Americas, past chair, Member Quality by Design, Excipient Qualification and Good Manufacturing 
Committees

ASTM: Member E55 Working Group

Product Quality Research Institute Member Development Technical Committee

American National Standards Institute: Member NSF-363 Working Group

continued ...

Click here to return to candidate’s list



Report of the Nominating Committee for the Council of Experts

46200 years of building trust

It is important that USP continues to provide up-to-date 
monographs, test methods and general chapters. This 
will ensure that our excipients are manufactured to the 
highest standards and that test methods are available to 
allow both makers and users of excipients to exercise the 
necessary control and reduce the risk of product failures 
and drug shortages, which increase the risk to patients’ 

health and well-being. My background as a formulation 
scientist and my broad experience in the pharmaceutical 
industry gives me a unique perspective and, as Chair of 
the Excipients Test Methods in the 2020–2025 Revision 
Cycle, I would be able to use my knowledge and 
experience to aid USP in achieving its goals.

Excipients Test Methods Expert Committee
Chris Moreton
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Botanical Dietary Supplements and Herbal Medicines Expert Committee
Robin Marles

Biography 
As the Senior Scientific Advisor, Health Canada, Food 
Directorate, Robin Marles’ subject areas include safety, 
quality and health claims for botanical and nutrient 
ingredients, novel foods and food additives. At Canada’s 
Department of Health since 2003, Dr. Marles’ roles 
included the direction of safety, efficacy and quality 
assessments of herbs, vitamins, minerals, amino 
acids, fatty acids and probiotics for product licensing, 
clinical trial authorizations, health risk assessments and 
monograph development. His volunteer work includes 
being a USP Dietary Supplements Expert Committee 
member since 2005. His academic experience includes 

being a professor of botany and phytochemistry at 
Brandon University, Manitoba, Canada, from 1992 to 
2003. Dr. Marles’ research interests include traditional 
foods and medicines of North America and Latin America 
for the development of dietary supplements, natural 
health products (NHP), drugs, sustainable alternate crops 
and non-timber forest products. Awards include the 
Queen Elizabeth II Diamond Jubilee Medal (2012), NHP 
Research Society of Canada’s G.H. Neil Towers Award 
(2018) and Indian Association for the Study of Traditional 
Asian Medicine’s Zandu International Award for Research 
Contributions to Ayurvedic and/or Natural Products (2019).

Education

1988: Ph.D. (Pharmacognosy), University of Illinois at Chicago

1984: M.Sc. (Biology), University of Saskatchewan

1977: B.Sc. (Biology), University of Victoria

Professional Experience

2013–present Senior Scientific Advisor, Health Canada, Food Directorate

2012–2013  Senior Scientific Advisor, Health Canada, Natural Health Products Directorate

2006–2012  Director, Bureau of Clinical Trials and Health Sciences, Health Canada, Natural Health Products 
Directorate

USP Experience

2015–2020  Chair, Botanical Dietary Supplements and Herbal Medicines Expert Committee

2015–2020   Member, Dietary Supplements Admission Evaluations Joint Standards-Setting Subcommittee

2015–2020  Member, Dietary Supplements and Herbal Medicines Nomenclature Joint Subcommittee

2015–2020  Member, Green Tea Extract Hepatotoxicity Expert Panel

2015–2020   Member, Cannabis Expert Panel

2015–2020   Co-Chair, Modern Analytical Methods Joint Subcommittee

2015–2020  Member, Convention Governance Committee

2010–2020  Member, USP 2015 and 2018 Dietary Supplements Compendium Advisory Boards

2010–2015  Member, Monographs–Dietary Supplements and Herbal Medicines Expert Committee

2010–2015  Dietary Supplements Admission Evaluations Subcommittee

2010–2015  Dietary Supplements and Herbal Medicines Nomenclature Joint Subcommittee

2010–2015   Member, L-Arginine Review Expert Panel

2005–2010  Member, Dietary Supplements Information Expert Committee 

Other Relevant Experience

Bioassay and phytochemical standards for market authorization of herbal medicines in Canada

World Health Organization monographs on selected medicinal plants

continued ...
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Statement of Interest 
Over the past 15 years of volunteering with USP, I have 
been able to bring to the standards-setting process more 
than 40 years of experience in botany, phytochemistry, 
pharmacology, preclinical toxicology, safety, efficacy 
and quality evaluation of botanical ingredients of dietary 
supplements, herbal medicines and foods, including 
direction of the creation of Health Canada’s NHP 

monographs. If selected, I would work with my renowned 
colleagues on the Expert Committee to bring modern, 
fit-for-purpose methods to the setting of standards for 
the identity, purity and strength of botanical dietary 
supplements and herbal medicines prioritized by their 
importance to consumers and industry stakeholders in 
the U.S. and internationally.

Botanical Dietary Supplements and Herbal Medicines Expert Committee
Robin Marles
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Botanical Dietary Supplements and Herbal Medicines Expert Committee
James Neal-Kababick

Biography 
James Neal-Kababick is the founder and Director of Flora 
Research Laboratories, which specializes in research 
and analysis of botanicals, dietary supplements and 
related compounds. He is also adjunct faculty at Bastyr 
University, where he teaches botanical drug identification 
by microscopy and thin-layer chromatography. He also 
serves on multiple expert committees for AOAC, USP, 
National Institutes of Health, American Pharmacists 
Association and others. Currently, his work is focused 
on the use of modern analytical technologies in 
the investigation of dietary supplements and other 
agricultural products. He is the pioneer of the new 
field of science called “phytoforensic science,” which 
involves using numerous technologies, from microscopy 
to mass spectroscopy, to detect adulteration and 
contamination in the global food supply chain, with 
a special focus on dietary supplements. He is also a 
collaborating researcher with some of the world’s largest 
scientific equipment manufacturers; in this capacity he 
is developing applications and educational resources for 
the industries he serves. Mr. Neal-Kababick is a renowned 

expert in the detection of clandestine pharmaceutical 
adulteration of dietary supplements and appeared on 
the Dr. Oz Show to help educate consumers about the 
growing adulteration problem with dietary supplements. 

Statement of Interest 
I have a sincere interest in continuing my volunteer work 
with USP by participating in dietary supplement and 
herbal medicines monograph development and general 
chemistry test methods/general chapter development 
(or other areas where I may be needed). I have two and 
a half decades of laboratory experience in the industry 
and have contributed to many bodies in my service 
on various committees during my career. I was made 
a fellow of AOAC International for my contributions to 
the organization and my field of work. I understand the 
commitment required to be an active participant and am 
committed to continuing to play an active role on any 
committee(s), panel(s) or working group(s) I volunteer 
to serve on. I have served in various capacities as a USP 

Education

1987:  B.Sc. (Business Administration/Psychology/Psychopharmacology),  
University of LaVerne/California State University Fullerton

Professional Experience

2018–present Laboratory Director, Flora Research Laboratories LLC

USP Experience

2015–2020   Member, Non-Botanical Dietary Supplements Expert Committee

2015–2020   Vice Chair, <2251> Adulteration of Dietary Supplements with Drugs and Drug Analogues 
Expert Panel

2015–2020   Member, Dietary Protein Working Group

2015–2020  Joint Standards-Setting Subcommittee on USP Reference Standards

2015–2020  Modernization of Analytical Methods Working Group 

2015–2020  Recruitment Ambassador

2015–2020  Dietary Supplements Compendium Reviewer

Other Relevant Experience

Founding Chair of Association of Agricultural Chemists (AOAC) Methods Committee on Dietary 
Supplements/Official Methods Board AOAC

Named Fellow of the AOAC (2010) – awarded to scientists for meritorious service to the scientific society 
and their field of science

continued ...
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CoE Volunteer in the 2015–2020 cycle. I have found my 
volunteer work with USP to be one of the most rewarding 
experiences in my 25+ years of scientific work and would 
be honored to continue to serve. I have functioned 
several times in my career as a committee chair and 
have a deep appreciation and understanding of what 
is required to be a successful chair. If appointed to the 
position of Chair of the 2020–2025 Botanical Dietary 
Supplements and Herbal Medicines Expert Committee, it 
is my goal to help ensure that each committee member is 

actively engaged, encouraged and supported so  
that they can fully contribute to the overall success of  
the committees work. A committee is at its best when 
each member is heard and contributes his or her 
thoughtful input. Being a global organization setting 
standards used worldwide, I want to ensure we consider 
the input from the diverse population of scientists 
represented by the committee. This will help our 
committee succeed and the USP Reference Standards  
to be globally accepted and celebrated.

Botanical Dietary Supplements and Herbal Medicines Expert Committee
James Neal-Kababick
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Non-Botanical Dietary Supplements Expert Committee
Raimar Löbenberg

Biography 
Raimar Löbenberg joined the University of Alberta in 
2000. His research interests are in biopharmaceutics to 
predict the oral performance of drugs and botanicals. 
He also investigates inhalable nanoparticles to treat 
lung diseases like lung cancer or tuberculosis. He has 
volunteered with USP since 2005. Dr. Löbenberg is 
founder and director of the Drug Development and 
Innovation Centre at the University of Alberta. He was 
president of the Canadian Society for Pharmaceutical 
Sciences in 2014–2015. He has been Vice Chair of the 
Specialty Committee of Traditional Chinese Medicine 
in Pharmaceutics of the World Foundation of Chinese 
Medicine Science since 2006. Dr. Löbenberg is a 
member of the Health Canada Scientific Advisory 
Committee on Pharmaceutical Sciences and Clinical 
Pharmacology and the Scientific Advisory Panel on 
Opioid Analgesic Abuse.

Statement of Interest 
My interests are in biopharmaceutics and drug targeting 
using computer simulations and nano-sized delivery 
systems. I have worked over the past 24 years on 
performance testing of oral, dermal and inhalable 

dosage forms and have applied modern pharmaceutical 
principles to dietary supplements, herbal/traditional 
medicines and pharmaceuticals. Currently, I work on 
the next generation of topical delivery systems and 
investigate enteric-coated dosage forms and their 
different performance in vivo vs. in vitro. This work is 
directed to improve the current pharmacopeial test 
scheme to make these tests clinically relevant. My past 
research with dietary supplements has changed and 
improved USP specifications for the disintegration 
test. I spent my 2007–2008 sabbatical with USP. Here I 
performed product testing according to WHO biowaiver 
guidelines. Different generics in the Americas were 
tested to collect scientific evidence on how reference 
products for biowaivers can be made available by 
USP. This work has impacted the development of the 
Canadian Biowaiver Guideline. My USP involvement over 
the past 15 years has given me the opportunity to gain 
the needed expertise to contribute to USP’s mission and 
vision for a healthier tomorrow. I would like to continue 
my work with USP and strengthen its global position by 
providing public quality standards for therapeutics of 
natural and pharmaceutical origin.

Education

1996: Ph.D. (Pharmaceutics), Goethe University, Frankfurt, Germany

1990: B.S. (Pharmacy), Johannes Gutenberg-University, Germany

Professional Experience

2000–present Professor, University of Alberta

USP Experience

2015–2020  Member, Non-Botanical Dietary Supplements (NBDS) Expert Committee

2015–2016  Vice Chair, NBDS Expert Committee

2014–2015  Member, USP Dietary Supplements Compendium Advisory Board

2010–2015  Member, Monographs–Dietary Supplements and Herbal Medicines (DSHM) Expert Committee

2010–2015  Member, Extended-Release Dietary Supplements Expert Panel

2010–2015  Chair, Performance Standards–Dosage Forms Subcommittee

2010–2015   Member, General Chapters Dosage Forms Subcommittee C

2007–2008  International Liaison Officer to USP

2005–2015  Delegate, USP Convention 

2005–2010   Member, Dietary Supplements Performance Standards Expert Committee

2005–2010  Member, Convention Membership Committee 

Other Relevant Experience

2014–2015  President, Canadian Society for Pharmaceutical Sciences 
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Non-Botanical Dietary Supplements Expert Committee
Guido F. Pauli

Biography 
Trained as a Pharmacist with specialization in 
pharmaceutical analysis, Guido Pauli holds a doctoral 
degree in pharmacognosy. He is currently the Norman R. 
Farnsworth Professor of Pharmacognosy, Distinguished 
Professor, Director of the Program for Collaborative 
Research in the Pharmaceutical Sciences (PCRPS), 
and Associate Director of the Institute for Tuberculosis 
Research (ITR) at the University of Illinois at Chicago 
College of Pharmacy. His research on bioactive natural 
products (NPs) utilizes diverse sources and targets the 
following biomedical applications: development of 
new technologies including spectroscopic tools (NMR, 
MS); dietary supplements including vitamins and amino 
acids; standardization of clinical intervention materials; 
drug discovery and formulation of oral dosage forms 
and dental medicinal products; metabolomic analysis, 
hit-to-lead development; and pharmaceutical ingredient 
analysis. He has specific expertise in the development 
of innovative analytical approaches, including 
quantitative NMR, quantum mechanical NMR (HiFSA) and 
countercurrent separation. Dr. Pauli seeks to address 
challenges posed by the variability and/or chemical 
complexity of nature-derived ingredients and enhance 

the efficiency of assays. His academic track record 
includes mentoring 18 Ph.D. students, 23 postdocs and 
17 visiting scientists, and institutional collaborations 
worldwide. 

Statement of Interest 
Being a licensed pharmacist and dedicated 
pharmaceutical sciences educator, in my role as 
EC Chair, I would like to contribute my general 
pharmaceutical and specific analytical expertise in the 
areas of dietary supplements, natural health products 
and chemically complex pharmaceuticals to the USP 
standards-setting process. Utilizing my long-term 
expertise and demonstrated team motivation and 
leadership skills, I am enthusiastic about helping to 
shape the use of dietary supplements and natural health 
products as safe and efficacious agents available to the 
U.S. public and globally. In support of this broader aim, I 
envision dedicating my role as Chair to further alignment 
of the standards-setting activities across the USP Expert 
Committees; the expansion of cross-EC efforts for the 
efficient establishment of new compendial reference 
materials; and the modernization of pharmacopeial 
methods as a means of enhancing production, quality 
and safety.

Education

1999: Specialization License in Pharmaceutical Analysis (FAPA), German Board of Pharmacists

1993: Ph.D. (Pharmacognosy/Pharmaceutical Biology), Heinrich Heine-University Düsseldorf

1987: Pharm.D. (Pharmacy), Philipps University Marburg

Professional Experience

2001–present Director, Distinguished Professor, and Norman R. Farnsworth Chair of Pharmacognosy, 
University of Illinois at Chicago

1995–2001  Junior Professor, Westfälische Wilhelms University Münster

USP Experience

2018–2020   Member, Modern Analytical Methods Joint Subcommittee (MAM JSC)

2016–2017   Vice Chair, Botanical Dietary Supplements and Herbal Medicines (BDSHE) Expert 
Committee

2015–2020   Member, Botanical Dietary Supplements and Herbal Medicines (BDSHE) Expert Committee

2015–2020   Member, Joint-Standards-Setting Subcommittee (JS3) Foods-Dietary Supplements–Herbal 
Medicines (DSHMFE)

2010–2015   Member, Dietary Supplements Expert Committee

Other Relevant Experience

220+ peer-reviewed journal publications

Founded the qNMR Summit series of international conferences on quantitative NMR (2016; jointly with USP)
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Admission Evaluation and Labeling Expert Committee
Richard Ko

Biography 
Richard Ko received his undergraduate degree in 
biochemistry from the University of California, Berkeley, 
and his Doctor of Pharmacy and Doctor of Philosophy 
from the University of Southern California, Los Angeles. 
He was a Research Scientist at the California Department 
of Public Health Food and Drug Branch for 16 years. He 
was actively involved in regulating dietary supplements 
and investigating herbal products-related injury and 
death reports. He is currently a private consultant for 
the pharmaceutical and dietary supplement industry. 
He has published peer-reviewed articles and has made 
numerous presentations in the dietary supplement area. 
His expertise includes current Good Manufacturing 
Practices (cGMP) regulations in drugs and dietary 
supplements, validation issues, auditing, quality control, 
import and export of drugs and herbal products, labeling, 
clinical trials, human subjects protection, and evaluation 
of pharmacology and toxicology of drugs and dietary 
supplements. Dr. Ko is a member of the BDSHM Expert 
Committee and is fluent in English and Chinese.

Statement of Interest 
I strongly believe in setting the standards for dietary 
supplements based on strong science and ensuring 
the safety of dietary supplements. I am interested 
in continuing to serve as a volunteer expert in the 
BDSHM Expert Committee and the Non-Botanical Dietary 
Supplements Expert Committee, and as Chair of the 
newly formed Dietary Supplement Admission, Evaluation 
and Labeling Expert Committee. My current professional 
position as a consultant for the pharmaceutical and 
dietary supplement industries enables me to be keenly 
aware of the issues facing the industry. I assist industry 
clients with clinical trials, toxicology evaluation of 
dietary supplements, cGMP audits and inspection in 
pharmaceutical/dietary supplement manufacturers. My 
current industry experience complements my 16 years of 
regulatory experiences with the California Department of 
Public Health as a Food and Drug Scientist and as an FDA 
Commissioned Officer. In addition to regulatory duties 
in California, I worked closely with the California Poison 
Control Center, state and federal laboratories, academia, 
different trade and professional organizations and the 
industry to advance the protection of public health in the 
dietary supplement area.

Education

1991: Ph.D. (Pharmaceutical Sciences), University of Southern California School of Pharmacy 

1986: Pharm.D., University of Southern California School of Pharmacy

Professional Experience

2007–present Consultant, Herbal Synergy

1991–2007  Research Scientist/Food and Drug Scientist, California Department of Public Health

USP Experience

2015–2020 Member, Botanical Dietary Supplements and Herbal Medicines (BDSHM) Expert Committee

2017–2018 Vice Chair, BDSHM Expert Committee

2015-2020 Member, Dietary Supplements Admission Evaluations Joint Standards-Setting Subcommittee

2015–2020 Member, Elemental Impurities Expert Panel 

2015–2020 Chair, Green Tea Extract Hepatotoxicity Expert Panel

2010–2015  Member, Dietary Supplements Expert Committee

2010–2015 Chair, Beta-Alanine Expert Panel

2005–2010 Member, Dietary Supplements Information Expert Committee

2005–2010 Member, Metal Impurities Advisory Panel

Other Relevant Experience

Chair, Methods Committee on Dietary Supplements, AOAC International
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Admission Evaluation and Labeling Expert Committee
Tieraona Low Dog
Education

1998: M.D. (Family and Community Medicine), University of New Mexico

1996: M.D., University of New Mexico 

Professional Experience

2017–present President/Clinician, Medicine Lodge Ranch LLC

2017–present Director of Science & Regulatory, Healthy Lifestyle Brands

2015–2017  Fellowship Director, Academy of Integrative Health and Medicine

2009–2014  Clinical Associate Professor, Department of Medicine, University of Arizona

2005–2014  Clinical Lecturer, School of Pharmacy, University of Arizona

2004–2014  Fellowship Director, University of Arizona Center for Integrative Medicine

1999–2004  Clinical Assistant Professor, Department of Family & Community Medicine,  
University of New Mexico

USP Experience

2015–2020  Chair, Dietary Supplements Admission Evaluations Joint Standards-Setting Subcommittee

2015–2020  Member, Botanical Dietary Supplements and Herbal Medicines Expert Committee

2015–2020  Member, Green Tea Extract Hepatotoxicity Expert Panel

2010–2015   Member, Dietary Supplements Expert Committee 

2005–2010  Member, Dietary Supplement Collaborative Group

2000–2010  Chair, Dietary Supplements Information Expert Committee

2005–2015  Delegate, USP Convention 

2005–2010   Member, Dietary Supplements Performance Standards Expert Committee

2005–2010  Member, Convention Membership Committee 

Other Relevant Experience

National Cancer Institute, member, PDQ Cancer Complementary and Alternative Medicine Editorial Board  
(2011–2014)

National Center for Complementary and Alternative Medicine Board of Scientific Councilors to the Director 
(2008–2011)

National Center for Complementary and Alternative Medicine Advisory Board (2003–2007)

University of Illinois at Chicago and NIH Center for Botanical Dietary Supplements Research Scientific 
Advisory Board Member (2002–2004)

Rosenthal Center for Complementary and Alternative Medicine, Columbia University Scientific Advisory 
Board Member for NIH-Funded Center for CAM Research in Aging and Women’s Health (2001–2004)

Bright Futures for Women HRSA Maternal and Child Health Bureau Steering Committee Member (2001–2003)

White House Commission on Complementary and Alternative Medicine Policy (2000–2002)

continued ...
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Biography 
Tieraona Low Dog is a leading expert in the U.S. on the 
safe and appropriate use of botanical remedies and 
dietary supplements. She has authored/co-authored 50 
peer-reviewed articles, written 24 chapters for medical 
textbooks and been an invited speaker to more than 
600 conferences over her 40-year career. Dr. Low Dog 
was appointed by President Bill Clinton to the White 
House Commission on Complementary and Alternative 
Medicine Policy (2000–2002). Among her volunteer 
expert positions at USP, Dr. Low Dog has served as Chair 
of the Dietary Supplements Admissions Evaluation Joint 
Standards-Setting Subcommittee (2015–2020) and Chair 
of the Dietary Supplements Information Expert Committee 
(2000–2010). She was appointed to the Scientific Advisory 
Council for the National Center for Complementary and 
Alternative Medicine (2003–2007). Dr. Low Dog served as 
the Fellowship Director for the University of Arizona Center 
for Integrative Medicine (2005–2014), where she oversaw 
all aspects of curriculum and training for physicians and 
nurse practitioners in integrative medicine and carried the 
rank of Clinical Associate Professor in the Department of 
Medicine. Dr. Low Dog has been Fellowship Director for 

the Academy of Integrative Health and Medicine, which 
was affiliated with Oregon Health Sciences in Portland, 
Oregon, and President and Clinician at Medicine Lodge 
Ranch, a private clinic and teaching facility in northern 
New Mexico.

Statement of Interest 
I have found tremendous satisfaction chairing the Dietary 
Supplements Admissions Evaluation Joint Standards-
Setting Subcommittee (2015–2020) and as a member 
of the Dietary Supplements Expert Committee. I am 
constantly learning from staff and my colleagues and feel 
that my background as an integrative medicine physician 
and specialist in botanical medicine has allowed me to 
contribute in very meaningful ways. I enjoy acting as 
Chair and “holding the space” for conversations and 
debate to occur. I have extensive expertise in this area 
and am committed to helping the USP continue its goals 
of working to influence public health in a positive way. 
It is a good forum to impact the quality and safety of 
dietary supplements.

Admission Evaluation and Labeling Expert Committee
Tieraona Low Dog
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Food Ingredients Expert Committee
Jonathan DeVries

Biography 
Jonathan W. DeVries is an analytical chemist with over 
50 years of experience in quality-related analytical work. 
He has over 40 years of experience in standardizing 
analytical methods and specification relevant to foods 
and food safety via AOACI, AACCI, ASTM, and USP. 
He has served as the Chair for the ILSI Committee on 
Carbohydrates for 18 years, Board of Directors of AOACI 
for 21 years; Chair of the Technical Advisory Committee 
to the National Center of Food Safety and Technology 
(1993-2015); and served on two technical evaluation 
committees for FDA CFSAN. Dr. DeVries applied his 
expertise in wet chemistry, GC, HPLC, MS, ICP, IR, and 
thermal analyses to food safety and nutrition of  dietary 
fiber(s), fats and oils, vitamins, minerals, sugars, residues 
(pesticide, heavy metal, and fumigants), natural toxins, 
and food packaging.

Statement of Interest 
I am interested in serving as Chair of the Food Ingredients 
Expert Committee (FIEC) to ensure continuation of the 
accomplishments our committee has made in promoting 
food authenticity, quality and safety. In the relatively 
short time period that we have been part of USP, we have 
authored and added several hundred monographs to the 
Foods Chemicals Codex (FCC) and revised/modernized 
a significant fraction of the remaining monographs. USP 
has a compilation of standards second to none in the 
world. In addition to our monograph efforts, extensive 
work was completed to reduce the risks of fraudulent 
adulteration of our food supplies. I initiated and lead 
the effort in my role as Chair of the Food Ingredients 
Intentional Adulterants Panel in the 2005–2015 cycles.  
As FIEC Chair (2015–2020 cycle), I appointed and guided 

Education

1974: Ph.D. (Organic Chemistry), University of Minnesota

Professional Experience

2015–present Consultant

1977–2015  Senior Technical Manager, Senior Principal Scientist, Medallion Laboratories Division of General 
Mills Inc.

USP Experience

2015–2020 Chair, Food Ingredients Expert Committee 

2006–2015  Member, Food Ingredients Expert Committee

2009–2015 Chair, Food Ingredients Intentional Adulterants Expert Panel 

2015–2020 Member, Dietary Proteins EP

2015–2020 Member, Food Adulteration EP 

2015–2020 Member, Non-Targeted Methods for Milk Ingredients EP

2010–2015 Member, Modernization of Identification Tests JS3

1995–2000 Member, Identification and Standardization of Natural Products Expert Panel

Other Relevant Experience

Member and Chair, Official Methods Board, AOAC International

Member, Food Chemicals Codex committee—National Academies, Institute of Medicine 

Nearly 100 publications, including 7 patents

Awards: Harvey W. Wiley and Edith A. Christensen for outstanding contributions to analytical methodology

continued ...
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strong leaders of these activities to ensure continued 
progress. This initiative has resulted in the Food Fraud 
database, guidance documents (anti-fraud applicable to 
all foods, hazards of food adulterants), and publication 
of relevant FCC appendices and methods. Fraud issues 
addressed include dietary proteins (particularly milk 
proteins) honey, and olive oil. As FIEC Chair, I will 

continue to drive and expand these efforts. I have a deep 
interest in dietary supplements used as food additives 
and/or ingredients, so I support continued work with 
USP’s dietary supplements committees. Finally, I have 
an interest in expanding international use of the FCC to 
promote harmony and advance the cause of food quality 
and safety worldwide.

Food Ingredients Expert Committee
Jonathan DeVries
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Food Ingredients Expert Committee
Bert Pöpping

Biography 
Bert Pöpping has more than 20 years of experience in 
food analysis, ranging from food authenticity testing 
(e.g., stable isotope ratio analysis, molecular biology, 
immunology) to food allergen analysis and food 
irradiation testing. He has applied expertise in food 
authenticity analysis and involvement in several European 
Commission-funded projects in food authenticity, 
including DNAIQ, FOODSEG, MOLSPECID, MONIQA and 
TRACE. Dr. Pöpping has more than 50 publications, the 
majority of which appear in peer-reviewed journals. 
Topics published on include food allergens (2 special 
sections in J. AOAC International in 2017 and 2019)
and food authenticity (1 special section in J. AOAC 
International on mass spectrometric approaches for 
food authenticity and food allergens, 2019). Other 
topics include portable analytical devices and non-
targeted analytical approaches. An overview over recent 
publications can be found at https://www.focos-food.
com/publications/.  

Statement of Interest 
Five years ago, I joined the Expert Committee of Food 
Ingredients, my first committee experience at USP. 
It was a delightful experience to work with so many 
experts from around the world and dedicated USP 
staff on subjects of global interest. The way USP runs 
these committees enables easy exchange—in person 
and virtually—between all stakeholders. It has been an 
enjoyable experience. My reason for applying to lead this 
committee is that I would like to combine what I have 
learned over the past five years at USP with my global 
leadership experience that I have gained over many years 
in committees and companies. My goal is to successfully 
deploy my leadership skills and my USP FIEC experience 
to advance the USP Food Ingredients Committee further, 
with a broader perspective.

Education

1997: Ph.D. (Physics, Chemistry, Biology, Mathematics), Ruhr-University Bochum (Germany)

Professional Experience

2017–present  Managing Director, Food Consulting Strategically (FOCOS)

2014–2017    Chief Scientific Officer, Mérieux NutriSciences Corporation (France)

USP Experience

2015–2020  Member, Food Ingredients Expert Committee

2016–present Member, Food Adulteration Expert Panel

2015  Member, Food Adulterants Hazard Identification Expert Panel

Other Relevant Experience

Member, European Committee for Standardisation (CEN) (WG 8 – Irradiation, 11 – GMO, 12 – Allergens), UK lead 
delegate, Chairman, German Committee

Chair, AOAC International, Total Polar Compounds Committee

Chair, Board of Directors, AOAC Research Institute

Advisory board of a top 5 global food manufacturer

Advisory board of a top 5 global food analysis technology provider
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General Chapters–Chemical Analytical Methods Expert Committee
Nancy Lewen

Biography 
Nancy Lewen worked at Bristol-Myers Squibb for 
more than 30 years as the supervisor of the Atomic 
Spectroscopy group. Ms. Lewen was awarded the BMS 
Chemistry Leadership Award and the NJBAR Outstanding 
Women of Science award. She has given numerous 
talks and short courses and has published several 
papers regarding the use of the techniques of atomic 
spectroscopy in the pharmaceutical industry.

Statement of Interest 
I am seeking election as Chair of the Chemical Analytical 
Methods Expert Committee (CAMEC) because I believe 
I can continue to contribute to USP’s mission and vision.  
During my tenure as the Chair of the current Chemical 
Analysis Expert Committee (CAEC), the committee made 
significant strides in developing modernized standards, 
involving heretofore unengaged potential stakeholders, 
advancing standards in the harmonization process and 
partnering with other USP committees. I believe there 
is still much to do, and building on the experience 
gained as Chair of the CAEC, I can facilitate those 
efforts. My focus would include collaboration between 
USP committees, education and raising awareness of 
USP. During the current cycle, the CAEC participated in 

multiple joint subcommittees, which raised awareness 
of state-of-the-science and industry and identified new 
potential stakeholders. Bringing together experts and 
members of multiple committees provided new and 
unique perspectives. I believe increased collaboration 
between USP committees is critical, and that I could 
facilitate collaborations between the CAMEC and other 
committees to help provide the best standards possible. 
I believe USP educational efforts are very important. In 
the 2020–2025 cycle, I hope to continue efforts where 
I proposed new courses, participated in workshops, or 
served as a short course or webinar instructor.  

In the 2020–2025 cycle, I hope to increase my efforts to 
raise awareness about USP and its mission and vision. 
I have met with staff of my elected representatives 
regarding proposed legislation that would negatively 
impact USP. In these meetings, I provided background 
and context to enable the staffers to provide 
knowledgeable information to the representatives. Such 
informational efforts can have far-reaching impacts, 
and I hope to continue this as Chair of the CAMEC. I am 
passionate about USP’s mission and vision and hope 
to serve USP as the Chair of the Chemical Analytical 
Methods Expert Committee in the 2020–2025 cycle.   

Education

1979: B.Sc. (Chemistry), University of Arizona

Professional Experience

1988–2018  Research Fellow, Bristol-Myers Squibb Company

USP Experience

2015–2020  Chair, General Chapters–Chemical Analysis Expert Committee

2015–2020  Chair, Modernization of Identification Tests Expert Panel

2015–2020  Chair, Elemental Impurities Expert Panel and Subcommittee

2015–2020  Member, Water for Analytical Purposes and Pharmaceutical Purposes Subcommittee

2010–2015  Chair, <191> Subcommittee 

2010–2015   Member, Spectroscopy Subcommittee 

2005–2010  Chair, Elemental Impurities Expert Panel 

Other Relevant Experience

Reviewer for multiple journals

Click here to return to candidate’s list



Report of the Nominating Committee for the Council of Experts

60200 years of building trust

General Chapters–Chemical Analytical Methods Expert Committee
Mark Schweitzer

Biography 
Mark Schweitzer is the Global Head, Analytical Science 
& Technology at Novartis Global Quality. In this role, he 
is responsible for the development and implementation 
of strategic initiatives in pharmaceutical analytical 
chemistry, technology development and analytical 
process improvements across Novartis. During his career 
spanning over 30 years, Dr. Schweitzer has led analytical 
and formulation development groups for several major 
pharmaceutical companies (Abbott/AbbVie, Searle/
Pharmacia/Pfizer) and private research organizations 
supporting pharmaceutical and agricultural product 
development. He has successfully delivered analytical 
support across the range of development programs, from 
early stage/FIH to technology transfer to manufacturing. 
Dr. Schweitzer received his Ph.D. in chemistry from The 
Ohio State University in 1984. He is active in several 
external organizations, including PhRMA, ICH and USP. 
He served as the Vice Chair and Chair of the Analytical 
Technical Group within PhRMA; served as the rapporteur 
for ICH Q3D: Elemental Impurities Expert Working Group 
through step 2b; is currently the PhRMA topic lead for 
the ICH Q3D(R1) Expert Working Group; and served 
as the Vice Chair of the USP Chemical Analysis Expert 
Committee from 2017 to 2018. 

Statement of Interest 
Serving on the General Chapters–Chemical Analysis 
Expert Committee has been a great experience, enabling 
me to bring relevant technical and interpersonal skills to 
establishing pragmatic standards. Volunteering at USP 
is one way in which I can give back to patients and the 
broader community and help ensure quality medications, 
while helping to develop reasonable and relevant 
standards for the industry. Based on my experience on 
the GC-CA EC this cycle, it is clear that this EC has been 
and will continue to be an EC engaged in cross-EC work, 
requiring collaboration, negotiation and team building 
expertise (both within the EC and in extended teams 
when two or more ECs are engaged in topics of mutual 
interest). Building this collaborative environment is a 
critical success factor. My experience leading the ICH 
Expert Working Group, as the President of a Board of 
Education of a public school district and as a Board and 
executive committee member of a nonprofit community 
service agency has demonstrated the power of 
establishing collaboration and cooperation. I am excited 
about the opportunity to help guide this EC to become 
even more effective.

Education

1984: Ph.D. (Chemistry), The Ohio State University

Professional Experience

2014–present Global Head, Analytical Science and Technology, Novartis

2003–2014  Director NCE Analytical R&D and Global Strategy, AbbVie

1994–2002  Searle/Pharmacia/Pfizer, Director, Analytical R&D; Director, Formulation R&D

1989–1994  Manager, Battelle Memorial Institute, Residue and Product Chemistry

1985–1989  Product Manager, Rohm & Haas Company

1984–1985  Principal Research Scientist, Lever Research

USP Experience

2017–2018    Vice Chair, General Chapters–Chemical Analysis Expert Committee

2015–2020      Member, General Chapters–Chemical Analysis Expert Committee

2020  Chair, Nitrosamine Impurities Joint Subcommittee

Other Relevant Experience

ICH Q3D: Elemental Impurities rapporteur, IQDG GMP expert

Lake County District 72 (Rondout) Board of Education, President (1997–2009, elected position)

United Way of Lake County, Board Member and Executive Committee Member, 2014–present
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General Chapters–Dosage Forms Expert Committee
Martin Coffey

Biography 
Martin Coffey has worked in the pharmaceutical 
industry since 2000. He began working in analytical 
development, then in formulation development (e.g., 
dermal drug delivery from creams and gels), and 
continues to use his analytical expertise as part of 
formulation characterization during research. As an 
analytical scientist, Dr. Coffey supported the formulation 
development of controlled release oral formulations 
using dissolution testing and HPLC analysis. When Dr. 
Coffey moved to Bausch + Lomb, he worked on sterile 
liquid and semi-solid formulations and developed a 
non-settling ophthalmic gel formulation that could be 
delivered as a drop. At Medline Industries, Dr. Coffey 
focused on ANDA, 510K and cosmetic formulations. 
He has now returned to Bausch + Lomb to guide 
the development of sterile formulations and enteral 
formulations. Dr. Coffey’s primary research interests 
are suspensions and rheology. He also has expertise in 
calculating and predicting the properties of formulations. 
Dr. Coffey developed a calculational tool for formulating 
liquids (prediction of pH, buffer capacity, osmolality). He 
has developed novel formulations and carried them from 

bench to launch as exemplified by the LE Ophthalmic 
Gel, 0.5%, an ophthalmic drop that is non-settling in the 
bottle but can be delivered as a drop to the eye due to its 
shear-thinning properties. As a USP volunteer, Dr. Coffey 
has contributed to several new general chapters and 
helped revise several chapters.  

Statement of Interest 
I am interested in serving another term as either a member 
or Chair of an Expert Committee so that I may contribute 
to improving the quality of pharmaceutical products 
beyond my area of influence at my current company. 
My broad experience in both analytical and formulation 
roles, working with sterile and nonsterile dosage forms, 
and with products in various regulatory categories (NDA, 
ANDA, 510K, OTC and cosmetics) will allow me to be a 
significant contributor to an Expert Committee. In our 
Expert Committee discussions, I try to listen carefully to 
all viewpoints and try to facilitate finding a compromise 
or option that will be acceptable for the majority of the 
Expert Committee members. I enjoy working with USP and 
the other volunteers and am willing to continue to help in 
any way I can.  

Education

1997: Ph.D. (Physical Chemistry), University of Wisconsin-Madison

Professional Experience

2019–present Research Fellow, Bausch + Lomb

2014–2019  Principal Scientist and Group Leader, Medline Industries Inc.

2006–2014  Senior Principal Scientist, Bausch + Lomb

2000–2006  Principal Scientist, Pharmacia & Upjohn/Pfizer

USP Experience

2019–2020  Chair, GCPA Solutions Subcommittee

2018  Thomas S. Foster Award for an Individual Expert Committee Volunteer 

2017–2018  Vice Chair, General Chapters–Physical Analysis (GCPA) Expert Committee

2015–2020  Member, GCPA Expert Committee

2015–2020  Member, <771> Ophthalmic Preparations Expert Panel 

2015–2020  Member, JS - Water Activity - GCPA, GC Micro, and NBDS

2015–2020  Member, JS - Osmolality and Osmolarity

Other Relevant Experience

Experienced with different types of pharmaceutical dosage forms 

Co-author of several patents
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General Chapters–Dosage Forms Expert Committee
Anthony Hickey

Biography 
Anthony Hickey has been Professor Emeritus, University 
of North Carolina at Chapel Hill (UNC-CH) since 2010. He 
was Professor, UNC-CH, from 1993 to 2010. He is also the 
former President and CEO of Cirrus Pharmaceuticals Inc. 
(1997–2013) and the former CSO of Oriel Therapeutics Inc. 
(2001–2006).

Statement of Interest 
I have been a pharmaceutical scientist my entire 
professional career. During that time, I have served 
in roles as an educator, a researcher and in product 
development. My service to the government through 
NIH study sections and in various activities for the 

U.S. Food and Drug Administration extends over 30 
years. Overall it has been my intention to inform the 
underlying science and technology required to serve 
society’s need to bring forward safe and efficacious 
therapeutic agents. In this regard, my role as Chair of 
the USP Aerosols Expert Committee and member of the 
USP General Chapters–Dosage Forms Expert Committee 
and various subcommittees exemplifies my personal 
commitment to the goals of USP. It is my hope that I can 
be of further assistance by leading the Dosage Forms 
Expert Committee in further addressing the foundational 
standards for drug product quality in the United States.

Education

1985: Ph.D. (Pharmaceutical Sciences), University of Aston in Birmingham, U.K.

Professional Experience

2018–present Director of UNC Catalyst for Rare Disease, University of North Carolina at Chapel Hill

2011–present Distinguished Fellow, Research Triangle Institute (RTI) International

2010–present Professor Emeritus (Molecular Pharmaceutics), University of North Carolina at Chapel Hill  

2001–2006 CSO of Oriel Therapeutics Inc. 

1997–2013 President and CEO of Cirrus Pharmaceuticals Inc.

1993–2010 Adjunct Professor (Biomedical Engineering), University of North Carolina at Chapel Hill  

USP Experience

2015–2020  Member, General Chapters–Dosage Forms Expert Committee

2005–2010  Chair, Aerosols Expert Committee 

Other Relevant Experience

Key role in the development and revisions of several USP General Chapters associated with pulmonary  
drug products

Leading USP activities toward developing standards for drug products containing nanomaterials
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General Chapters–Microbiology Expert Committee
Donald C. Singer
Education

1979: M.S. (Microbiology), University of Dayton

1975: B.A.  (Biology/Microbiology), Boston University

Professional Experience

2020–present Senior Microbiology Technical Consultant, North America, Ecolab 

2019–present Co-Owner and Principal Consultant, New Beginnings Microbiology

2016–2019  Senior Fellow and Manager, Steriles Microbiology, GlaxoSmithKline

2016–2019  Microbiology Senior Advisor for Cell Therapy, GlaxoSmithKline

1991–2016  Global Lead Manager, Microbiology R&D, GlaxoSmithKline

1988–1991  Senior Microbiology Manager, U.S., Fisons Pharmaceuticals

1985–1988  Microbiology Manager, Pennwalt Pharmaceuticals

1981–1985  Microbiology Manager, M&M/Mars Inc.

1977–1981  R&D Microbiologist, Chesebrough-Ponds Inc.

USP Experience

2015–2020  Vice Chair, General Chapters–Microbiology (GCM) Expert Committee

2015–2010  Member, Governance Committee of Convention

2010–2015  Chair, Endotoxin Indicators Expert Panel 

2010–2015  Co-Chair, Sterile Product Packaging–Integrity Evaluation Expert Panel

2010–2015  Chair, Governance Committee of Convention

2010–2015  Member, Pharmacopeial Education Advisory Committee

2010–2015  Member, General Chapters–Microbiology Expert Committee

2005–2010  Instructor, Pharmaceutical Science and Standards Symposium 

2005–2010  Member, Membership Committee

2005–2010  Member, Resolutions Committee

2005–2010  Member, General Chapters–Microbiology Expert Committee

2000–2005   Member, General Chapters–Microbiology Expert Committee

Other Relevant Experience

Appointed to EDQM Group 1 (Microbiology) for European Pharmacopeia 

Teaches biopharmaceutical QC microbiology for graduate students at University of Maryland

Responsible for microbiological control in research and development and commercial manufacturing

Led QC laboratories for sterile and nonsterile manufacturing support

Chair, Parenteral Drug Association (PDA), Task Force on Pharmaceutical Package Integrity

Group Lead, PDA Task Force on Exclusion of Objectionable Microorganisms

AOAC Pharmaceutical Subcommittee for ISO17025 Revision

Fellow, American Society for Quality

continued ...

Click here to return to candidate’s list



Report of the Nominating Committee for the Council of Experts

64200 years of building trust

Biography 
Donald Singer is an active member of the General 
Chapters–Microbiology (GCM) Expert Committee and 
has been a team leader for microbiology standards for 
four cycles in roles including Vice Chair. An innovative 
thinker, instructor and author, Mr. Singer has also been 
in volunteer leadership roles for the USP governance 
bodies. His more than 40 years of experience in 
microbiological control of pharmaceuticals, biological, 
cosmetics and food products is a strong supportive 
foundation for the Expert Committee. He is a certified 
microbiologist and quality specialist with active roles as 
a teacher, researcher, auditor and thought leader in the 
pharmaceutical industry.

Statement of Interest 
I have served on the Microbiology Expert Committee 
for the past 20 years and have a strong and passionate 
understanding of how to effect change and meet the 

goals of this Expert Committee and USP. As Vice Chair 
and Expert Panel Chair I practiced successful facilitation 
and organization skills that would fit well with the role of 
Chair. This committee has been continuously active, and 
a dedicated team in the standard developing program in 
USP, and I would be grateful to be chosen as the leader in 
the next cycle to advance both the scientific and global 
significance that we provide for the industry. Maintaining 
oversight of important USP microbiology standards and 
upgrading our thinking for becoming modernized for the 
future are objectives that I support to protect patients 
and the industry. As a subject matter expert in my field, 
my successful experience in the science and application 
of microbiology with relevant quality perspectives 
provides a foundation to develop and improve USP 
standards, along with a passion for educating industry 
about USP, microbiological control and quality standards.  

General Chapters–Microbiology Expert Committee
Donald C. Singer
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General Chapters–Microbiology Expert Committee
Edward C. Tidswell
Education

1991: Ph.D. (Microbial Physiology), UCW Aberystwyth (Wales)

1987: B.Sc. (Microbiology), UCW Aberystwyth (Wales)

Professional Experience

2016–present Executive Director, Merck

2007–2015  Sr. Director Research, Baxter Healthcare

USP Experience

2010–2011 Vice Chair, General Chapters–Microbiology

2010–present Member, General Chapters–Microbiology

Other Relevant Experience

2019–present Editorial board for the PDA Journal of Pharmaceutical Science and Technology 

2013–2019 Served on PDA’s Science Advisory Board (risk assessment in aseptic manufacture)

Biography 
Edward C. Tidswell is Executive Director within the 
Microbiology and Sterile QA organization of Merck. As part 
of his role, Dr. Tidswell has ownership over microbiology 
issues across sterile and nonsterile sites throughout 
the Global Manufacturing Division. Prior appointments 
include global R&D and quality leadership roles supporting 
and innovating across large-volume parenteral, small-
volume parenteral (small molecules, biologics, vaccines), 
medical device and bulk active pharmaceutical ingredient 
manufacturing and testing platforms for companies such 
as Baxter Healthcare, Eli Lilly and Evans Vaccines.  
Dr. Tidswell continues to publish actively and is a leading 
authority on pharmaceutical microbiology, risk, and aseptic 
and sterile manufacture (George Sykes Memorial Award 
recipient 2004). Between 2013 and 2019, he served on the 
PDA’s Science Advisory Board. In 2010, Dr. Tidswell joined 
and continues to serve on the USP General Chapters–
Microbiology Expert Committee.

Statement of Interest 
Since 2010 it has been my pleasure and privilege to serve 
on the USP Microbiology Expert Committee, generating 
new pharmacopeial content, revising pre-existing 
content and contributing to the unique and important 
role USP plays in serving stakeholders and patients. USP 
arguably is a collective of the highest-caliber volunteer 
scientists. I passionately believe USP, and especially the 
Microbiology Expert Committee, continues to be, and 
furthermore needs to continue to be, the leading authority 

in public standards and related programs ensuring the 
safety, quality and benefit of medicines, devices, dietary 
supplements and foods. I see this as an important 
continuing goal.

We are experiencing a unique time in healthcare and 
food manufacture with exponentially increasing sources 
of new scientific information, innovative products, and 
analytical and manufacturing technologies. In the field of 
microbiology, developments in the likes of ‘‘omics,’’ (e.g., 
microbiomics, genomics) and the science of endotoxins 
(to name but two) offer new means of rapid analysis, 
microbial controls and setting of effective, practical and 
cost-effective standards. Innovations in engineering and 
design offer new means of aseptically manufacturing 
and compounding sterile products providing increased 
assurance of sterility and patient safety. New rapid 
and alternative analytical technologies (including 
recombinant sources of certain reagents) represent 
unrealized options for microbiological, sterility and 
endotoxin testing standards. 

The value of the pharmacopeia depends on the fidelity 
with which it conforms to the best state of knowledge of 
the day. I am thrilled and honored to be nominated for the 
Chair of the 2020–2025 General Chapters–Microbiology 
Expert Committee and aim to ensure the application 
of contemporary science and engineering, within our 
standards, supporting our stakeholders to facilitate the 
provision of safe therapies, cost-effectively to patients.  
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General Chapters–Measurement and Data Quality Expert Committee
Robert Bell

Biography 
Robert Bell is President/Owner of Drug and 
Biotechnology Development LLC, a consultancy to the 
pharmaceutical industry and academia for biological, 
drug and device development, and has held positions 
at Carter-Wallace, UDL Laboratories, Somerset 
Pharmaceuticals and Barr Laboratories. He is an 
Adjunct Professor of Pharmaceutics, National Advisory 
Board Member and recipient of the Distinguished 
Alumnus Award from the College of Pharmacy at the 
University of Florida. Dr. Bell has served in leadership 
capacities at USP and the American Association of 
Pharmaceutical Scientists (AAPS), where he served 
on the Editorial Advisory Board for the Journal of 
Pharmaceutical and Biomedical Analysis, as a reviewer 
for AAPS PharmSciTech and AAPS Journal, as Chair of 
the 2006 National Biotechnology Conference and as 
Chair of the 2010 Americas for the joint Pharmaceutical 
Sciences World Congress/International Pharmaceutical 

Federation/AAPS Annual Meeting. His research interests 
include novel formulation development and delivery 
technologies, pharmaceutical and biomedical analysis, 
development of vaccines, biosimilars, women’s health 
products, oncology therapeutics, opioid overdose and 
addiction therapies, pharmaceutical quality and eco-
friendly chemistry initiatives. Dr. Bell has published and 
presented extensively and has been issued 10 patents 
with several patents pending, including a co-inventor of 
the patents for Narcan® (naloxone hydrochloride) nasal 
spray, the life-saving medication used for the treatment of 
an opioid emergency or possible opioid overdose. Dr. Bell 
is also a reviewer for Pharmaceutical Research, Biomedical 
Chromatography, Journal of Chromatography, and the 
Journal of Pharmaceutical and Biomedical Analysis, and 
participates in the USP Visiting Scientist Program. 

Education

1988: Ph.D. (Pharmaceutics), University of Florida

Professional Experience

2003–present President, Drug and Biotechnology Development LLC

1996–2003  Vice President, New Drug Development, Barr Laboratories Inc.

1994–1996  Vice President, Product Development and Quality, Somerset Pharmaceuticals Inc.

USP Experience

2015–2020  Chair, Cell Banking Expert Panel

2015–2020  Member, Joint Standards-Setting Subcommittee (JS3)–Biologics

2010–2020  Member, General Chapters–Biological Analysis Expert Committee 

2010–2015  Member, <1050> Viral Safety Evaluation Ad-hoc Advisory Committee

2005–2010  Member, <1237> Virology Test Methods Ad-hoc Advisory Committee 

Other Relevant Experience

Co-editor of Poorly Soluble Drugs: Dissolution and Drug Release (Pan Stanford Publishing Pte. Ltd., 
December 2016)

Chapter co-author of “Regulatory Considerations in Dissolution and Drug Release of BCS Class II and IV 
Compounds” (Pan Stanford Publishing Pte. Ltd., December 2016)

Co-author of the white paper “Improving the Quality of Generic Drugs White Paper” (January 2015;  
https://www.urc-chs.com/sites/default/files/ImprovingtheQualityofGenericDrugsFinal.pdf)

Co-author of “Environmentally Sound Analytical Methodology for Drug Monographs,” Pharmacopeial 
Forum 20(4) [Jul.–Aug. 1994]

continued ...
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Statement of Interest 
I want to continue to serve as a USP Volunteer Expert 
and contribute to USP’s vision of promoting public health 
by providing authoritative standards and information 
for healthcare-related practices. My background and 
experience with product development, quality systems 
and regulatory affairs and participation with the General 
Chapters–Biological Analysis Expert Committee (GCBA) 
would continue to benefit USP. During the 2010–2015 
cycle, I participated in several Expert Committees that 
resulted in revisions of <1041> Biologics and <1045> 
Biotechnology Derived Articles, and a new chapter, 
<1050.1> Design, Evaluation, and Characterization of 
Viral Clearance Procedures. During the 2015–2020 USP 
cycle, I chaired the Expert Panel that generated <1042> 
Cell Banking & Clonality, participated on the Joint 
Standards-Setting Subcommittee (JS3) evaluating and 

approving USP biological standards, reviewed GCBA 
chapters and contributed toward the GCBA Expert 
Committee in attaining their 2015–2020 goals. I have 
enjoyed the collaborations and camaraderie with the USP 
volunteers and staff and look forward to the opportunity 
to continue to contribute to the USP mission of global 
health to ensure the quality and safety of drugs, biologics 
and medicines. I have over 30 years in the research, 
development and product approval of drugs, biologics 
and devices, including analysis, validation, quality and 
regulatory affairs, which would benefit the Measurement 
and Data Quality Expert Committee. I look forward to 
working again with USP and the expert volunteers to 
produce pharmaceutical and scientific information 
and standards that would globally benefit scientists, 
practitioners and patients.

General Chapters–Measurement and Data Quality Expert Committee
Robert Bell
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General Chapters–Measurement and Data Quality Expert Committee
Jane Weitzel
Education

1991: Certificate in Quality Assurance Management, University of Manitoba

1975: B.Sc. (Chemistry), University of Manitoba

Professional Experience

2010–2011 Director, Laboratory Services, Valeant Pharmaceuticals International

2007–2010 Associate Director Laboratory Operations, Watson Pharmaceuticals

USP Experience

2019–2020 Vice Chair, General Chapters–Statistics Expert Committee

2015–2019  Member, General Chapters–Statistics Expert Committee  

2015–2018 Member, Validation and Verification Expert Panel

2005–2010 Member, Reference Standards Expert Committee

Co-author of several Stimuli articles and general chapters (many include measurement uncertainty  
and use of statistics)

Developed and delivered USP courses on topics such as the Use of USP Reference Standards and  
Proficiency Testing

Other Relevant Experience

For Standards Council of Canada, wrote and recently revised amplification guide for ISO 17025

AOAC Member and past Chair of Analytical Laboratory Accreditation Criteria Committee that wrote the AOAC 
International Accreditation Guidelines for Laboratories; also developed AOAC Guide on Method Verification

Appointed a member of Chinese NIFDC Reference Standards Committee (2013–2016)

Biography 
Jane Weitzel has worked in analytical chemistry, quality 
control and quality assurance for over 30 years, including 
direct responsibility for analytical method development, 
validation and verification. Her experience includes 
biologics (plasma collection and fractionation), solid 
dose, extended release and transdermal dosage forms. 
She has been active in many organizations, such as AOAC 
International and the Standards Council of Canada, where 
she developed guides and standards for meeting quality 
requirements based on ISO/IEC 17025. She has provided 
training and consulting on laboratory accreditation 
to ISO/IEC 17025, including the estimation and use of 
measurement uncertainty. Ms. Weitzel is experienced in 
implementing, maintaining and improving compliance 
with USP and the European Pharmacopeia and with cGMP 
regulations of many regulatory bodies, including FDA, 
Health Canada and UK MHRA. She has publications on 
laboratory quality systems, especially the estimation and 
use of measurement uncertainty, target measurement 
uncertainty and method validation. 

Statement of Interest 
USP has many exciting initiatives as it builds a strong 
foundation that establishes quality, sets the bar 

for scientific rigor and technological progress and 
epitomizes collaboration between industry, government 
and academia. Over my career I have focused on these 
goals. Quality systems support of data quality has been 
a key activity in both my employment and my volunteer 
activities of developing and writing standards. Scientific 
rigor is best obtained when measurement uncertainty 
is used, which I have done in the pharmaceutical, food, 
environmental and mining industries. In working with 
these standards, a key component has been collaboration 
between Health Canada, FDA, manufacturing 
companies, testing laboratories, USP and government. 
My experience with evaluating and using measurement 
uncertainty enables me to assist USP in implementing 
standards based on practical, useful statistics, and best 
measurement practices. This implementation requires 
educating industry and regulators; writing clear, practical 
guides and standards; and facilitating discussions to 
arrive at consensus on the use of these new concepts. 
My experience and demonstrated capability ensure I can 
assist USP with implementing the life cycle approach to 
analytical procedures, in which measurement uncertainty 
plays an important role. 
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General Chapters–Packaging and Distribution Expert Committee 
Michael Eakins

Biography 
Michael Eakins has a wide experience of all different 
types of primary packaging for parenteral drugs in his 
role as Director of Drug Development for Diagnostics in 
BMS and Senior Director for packaging for Bracco SpA. 

As a consultant, he has specialized in providing advice 
to the European and U.S. pharmaceutical industries on 
packaging materials and systems, and on extractables 
and leachables from packaging materials and 
manufacturing equipment.

Education

1972: Ph.D. (Physiology), London University

Professional Experience

2003–present Principal Consultant, Eakins & Associates

1994–2002  Senior Director, Global Packaging, Bracco SpA

1984–1994  Director, Diagnostics Development, Bristol-Myers Squibb

USP Experience

2015–2020  Chair, <660> Containers–Glass Expert Panel

2015–2017  Vice Chair, General Chapters–Packaging and Distribution Expert Committee (PD EC)

2015–2020  Member, General Chapters–PD EC

2018–2020  Member, Cotton Joint Subcommittee

2018  Member, Elemental Impurities Joint Subcommittee

2015–2020  Member, <381> Elastomeric Closures for Injections Expert Panel

2015–2020  Member, <661.3> Plastic Systems Used for Manufacturing Pharmaceutical Products Expert 
Panel 

2015–2020  Member, <87>, <88>, <1031> Biocompatibility of Materials Used in Packaging Systems Expert 
Panel

2010–2015   Member, <671> Containers—Performance Testing Expert Panel 

2010–2015  Vice Chair, General Chapters–Packaging, Storage and Distribution Expert Committee

2008–2010  Vice Chair, General Chapters–Packaging and Storage Expert Committee

2005–2010  Member, Packaging and Storage Expert Committee

2015–2020  Authored 3 Pharmacopeial Forum Stimuli articles

2015–2020  Taught Extractables and Leachables courses for USP Education in Canada, China, India and U.S.

2015–2020  27 presentations on USP’s Packaging chapters at conferences in China, Europe and U.S.

2015–2020  Presented at 3 USP Workshops (Plastic Manufacturing Components, Particulates and Glass 
Containers)

2010–2015  USP Award for an Innovative Response to a Public Challenge to the PD EC

Other Relevant Experience

Co-Chair for the revision of PDA Technical Report 43 (glass defects)

Working Group Member for PDA Technical Report 76 (elastomeric defects)

Co-author of 68 publications and 8 U.S. packaging patents

2015–2020, Chaired 16 U.S. packaging conferences

USP Award 2010–2015 for and Innovative Response to a Public Challenge to the PD EC

continued ...
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Statement of Interest 
It has been my privilege to serve the USP Packaging 
and Distribution Expert Committee from 2005 to 2020, 
including 10 years as Vice Chair. During this time we have 
revised many of the chapters and added new chapters. 
Although much progress has been made, there is a lot 
more to be done, including a major impact revision of the 
glass packaging chapters plus a number of new packaging 
projects. USP is the leading global pharmacopeia and 
during the current cycle we have been active in reaching 

out to the ministries of health and pharmacopeias of 
other nations to provide updates on the progress of our 
chapter revisions. This is especially true for China, where 
I have made 5 trips during his cycle on behalf of the USP, 
speaking at conferences and conducting a teaching 
course on extractables and leachables. I believe that my 
15 years of experience with USP has provided me with the 
background and insight to become an effective Chair of 
the PD EC.

General Chapters–Packaging and Distribution Expert Committee 
Michael Eakins
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General Chapters–Packaging and Distribution Expert Committee
Renaud Janssen

Biography 
Renaud Janssen graduated as a Chemical Engineer and 
then received a Ph.D. degree in applied sciences while 
working as a teaching assistant at Leuven University in 
Belgium. He worked for 4 years as Team Leader,  
process realization at Janssen Pharmaceuticals and  
then for 1.5 years as Project Manager, new developments 
at DSM. In 1988, he changed to Helvoet Pharma,  
where he has been holding various positions in R&D, 
technical support and quality, and now regulatory affairs 
and chemical compliance.

Statement of Interest 
Based on my experience, I want to contribute to setting 
and improving standards for pharmaceutical packaging 
materials in rubber and aluminum. In the past years, 
I gained and applied knowledge about packaging 
standards for elastomeric closures and aluminum/plastic 
caps in China. I would like to participate in USP efforts to 
build up and align Chinese standards in this area, e.g., 
by collaboration with the Chinese Pharmacopeia and 
with the Chinese Pharmaceutical Packaging Association. 
I believe in global standards, and it is my hope that as 
Chair I could have an impact in this area.

Education

1980: Ph.D. (Chemical Engineering), University of Leuven (Belgium)

Professional Experience

1988–present Head of Regulatory Affairs and Chemical Compliance, Datwyler Sealing Solutions  

USP Experience

2019–2020  Vice Chair, General Chapters–Packaging and Distribution Expert Committee

2015–2020  Chair, <381> Elastomeric Closure for Injections Expert Panel

2015–2020  Member, General Chapters–Packaging and Distribution Expert Committee

2015–2020  Member, Biocompatibility of Materials Used in Packaging Systems, Medical Devices and 
Implants Expert Panel

Other Relevant Experience

Member of ISO TC 76, Working Group (WG) 02 “Rigid container systems (...) for parenterals and 
injectables,” WG 04 “Elastomeric parts (..) and related secondary packaging components,” ISO TC 84 WG 
11, “Syringes” and ISO TC 84 WG 15 “Device Change Management”
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General Chapters–Physical Analytical Methods Expert Committee
Xiaorong He

Biography 
Xiaorong He is the Vice President of the Material 
Analytical Sciences Department at Boehringer-Ingelheim 
Pharmaceutical Company in the U.S., where she leads a 
large group of multidisciplinary scientists in developing 
and applying scientific methods and tools to support 
development of product and process understanding for 
both small and large molecules throughout the duration 
of new drug development and market supply. Her 
department also covers analytical GMP and GLP support 
in early development of human prescription medicines. 
Dr. He has 20 years of experience in drug product and 
technology development. She worked for several large 
pharma companies before joining Boehringer-Ingelheim. 
She received her pharmacy B.S. degree from Beijing 
Medical University, M.S. degree from University of 
Minnesota, Ph.D. in pharmaceutical sciences from Purdue 
University and MBA degree from Western Michigan 
University. Dr. He has taught several short courses, been 
invited to give podium presentations at national and 

international conferences, published many peer-reviewed 
papers and book chapters, and held several patents. She 
has been volunteering for USP since 2005. Dr. He has 
served as the Chair of the General Chapters–Physical 
Analysis Expert Committee for the 2015–2020 cycle. She 
has been a member of scientific advisory boards for the 
Journal of Pharmaceutical Sciences since 2013.

Statement of Interest 
My passion is to leverage my scientific knowledge and 
broad new drug development experience to develop and 
manufacture medicines that are innovative, high quality 
and safe. I have been volunteering for USP for the past 15 
years. I have served as the Chair of 2015–2020 General 
Chapter–Physical Analysis Expert Committee. I truly 
enjoy working with other experts in the field to improve 
standards setting at USP. My leadership skills also help me 
empower my Expert Committee members and contribute 
to strategic discussions at the Council of Experts.

Education
2003: MBA (Finance), Western Michigan University

1999: Ph.D. (Pharmaceutical Sciences), Purdue University

1997: M.S. (Pharmaceutics), University of Minnesota

1994: B.S. (Pharmacy), Beijing Medical University (China)

Professional Experience
2010–present Vice President, Boehringer-Ingelheim Pharmaceutical Inc.

2008–2010  Vice President of Pharmaceutical Dev, Asymchem Laboratories

2004–2008  Research Investigator, GlaxoSmithKline 

2000–2004  Principle Scientist, Pfizer (formerly Pharmacia & Upjohn)

USP Experience
2015–2020  Chair, General Chapters–Physical Analysis (GCPA) Expert Committee

2015–2020  Member, GCPA Powders Subcommittee

2015–2020  Member, Impurities in Drug Substance and Drug Products Expert Panel

2010–2015   Member, GCPA Expert Committee

2005–2009   Member, Excipient Monographs 1 Expert Committee

2015–2020  Taught Extractables and Leachables courses for USP Education in Canada, China, India and U.S.

2015–2020  27 presentations on USP’s packaging chapters at conferences in China, Europe and U.S.

2015–2020  Presented at 3 USP Workshops (Plastic Manufacturing Components, Particulates and  
Glass Containers)

Other Relevant Experience
Member, the Journal Pharmaceutical Sciences Editorial Advisor Board 

Member, International Society of Business Leaders
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General Chapters–Physical Analytical Methods Expert Committee
Kate C. Houck

Biography 
Kate Houck has more than 30 years of experience in 
the pharmaceutical industry, including a wide range of 
pharmaceutical dosage forms, drug substances and 
excipients. She is currently the Director of Analytical 
Development for specialty injectable products at Tolmar. 
Dr. Houck was responsible for analytical development, 
quality control, stability and microbiology at the Astellas 
Pharma manufacturing site in Norman, Oklahoma. 
Dr. Houck has worked at The Dow Chemical Company, 
Syntex Chemicals (now Roche Colorado), Cell 
Therapeutics, Schein Pharmaceutical, Alkermes and 
Pharmaceutical Product Development Inc. Dr. Houck has 
worked as a volunteer with USP for the previous three 
cycles and has volunteered for a number of other local 
and national organizations. Dr. Houck earned a B.S. degree 
in chemistry from Creighton University and a Ph.D. in 
analytical chemistry from the University of Arizona.

Statement of Interest 
In my 30 years in the pharmaceutical industry, I have 
worked on a number of wonderful products that have 
improved the quality of life for so many people. As part of 
USP Expert Committees for the past 15 years, I have been 
able to use my knowledge and experience to set standards 
that affect an even larger number of products and 
patients. It would be a great pleasure for me to continue 
to support USP in setting the high standards expected for 
medicines throughout the world. USP Expert Committees 
are strongest when a group of talented individuals with a 
wide range of knowledge and experience come together, 
using their collective expertise to determine the best 
solutions for the issues at hand. In working with the Expert 
Committee, I will bring a commitment to teamwork and 

Education

1988: Ph.D. (Chemistry), University of Arizona

1982: B.Sc. (Chemistry), Creighton University

Professional Experience

2017–present  Director, Tolmar Pharmaceuticals

2017  Senior Director, Tedor Pharmaceutical 

2003–2017  Associate Director, Quality Control and Analytical Development, Astellas Pharma  
Technologies

2001–2003  Associate Director, Pharmaceutical Product Development Inc.

1998–2001  Manager, Alkermes

1996–1998  Senior Scientist, Schein Pharmaceutical

1993–1996  Associate Director, Cell Therapeutics

1990–1993  Manager, Syntex Pharmaceuticals

1987–1990  Senior Scientist, Dow Chemical Company

USP Experience

2015–2020 Chair, Excipients Monographs 2 Expert Committee

2015–2020 Member, Talc Methods Expert Panel

2010–2015 Member, Monographs–Excipient Expert Committee

2005–2010 Member, Excipients Monographs 1 Expert Committee

Other Relevant Experience

Extensive experience in quality control and analytical development

Broad knowledge of analytical chemistry and pharmaceutical regulations, including current good 
manufacturing practices and International Council for Harmonization (ICH) 

continued ...
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excellence, but with the experience that recognizes the 
balance of high quality and product sustainability. In my 
work in analytical development and quality control, I strive 
to develop or conduct testing that ensures high-quality 
products of reasonable cost and consistent availability. 

The standards set by USP assist me each day in my work, 
and I would be honored to continue to be a part of the 
USP organization in setting the standards that ensure the 
safety and quality of pharmaceutical products.

General Chapters–Physical Analytical Methods Expert Committee
Kate C. Houck
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General Chapters–Statistics Expert Committee
Charles Tan
Education

1998: Ph.D. (Statistics), Temple University

Professional Experience

2010–present   Director and Senior Director Biostatistics, Pfizer Worldwide R&D

1999–2010  Senior Biometrician and Associate Director, Merck Research Laboratories

1995–1998  Senior Project Statistician, Merck Manufacturing Division

USP Experience

2015–present Member, General Chapters–Statistics Expert Committee

2011–present <1210> Statistical Tools for Procedure Validation Expert Panel Chair

2005–present <1010> Analytical Data–Interpretation and Treatment Expert Panel

Other Relevant Experience

Established an innovative cut-point approach for anti-drug antibody testing

Multiple awards from the American Statistical Association for articles and presentations

Biography 
Charles Tan obtained his Ph.D. in statistics in 1998. He 
then worked at Merck for 15 years in both the quality 
area within the manufacturing division and the bioassay/
bioprocess development area within the research 
laboratories. He has been working at Pfizer since 
December 2010 supporting vaccine development, as 
well as anti-drug antibody assays. Dr. Tan has experience 
in small molecule products, vaccines, and biologics 
development and manufacturing. He is also an expert 
in bioassay development/validation and experienced in 
regulatory interactions. He has been a member of the 
USP General Chapters–Statistics Expert Committee  
since 2005. 

Statement of Interest 
I am interested in setting clear and flexible standards for 
statistical methodology by defining the proper statistical 
question, while avoiding being too prescriptive of the 
solutions. I’m also interested in providing examples 
and user-friendly software tools in order to facilitate 
wider applications of the statistical methodology in USP 
General Chapters. I will endeavor to work closely with 
other Expert Committees to make sure they receive the 
quantitative sciences support they need. 
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General Chapters–Statistics Expert Committee
Harry Yang
Education

1994: Ph.D. (Statistics), University of Pittsburgh

1985: M.S. (Applied Mathematics), Peking University (Beijing, China)

1982: B.S. (Applied Mathematics), Peking University

Professional Experience

1997–present Founder and Consultant AceStada LLC

2008–2019  Senior Director, Global Head of Statistical Sciences, MedImmune/AstraZeneca

2005–2019   Head of Biostatistics, Data Management, and Statistical Programming, Centus (a joint 
venture between Kyowa Kirin Biologics Co. Ltd and AstraZeneca) 

2005–2008  Director, Head of Statistical Sciences, MedImmune/AstraZeneca

2003–2004  Associate Director, Head of Statistical Sciences, MedImmune

1997–2003  Senior Biostatistician, Biostatistics, MedImmune

1995–1997   Senior Statistician/Team Leader, Beckton Dickenson

USP Experience

2015–2017  Vice Chair, General Chapters–Statistics (GCSTAT) Expert Committee 

2010–2020   Member, GCSTAT Expert Committee

Other Relevant Experience

Core member, CMC Working Group for developing a vaccine quality by design case study

Task force leader, European Enterprise, for developing a position paper on pre-sterile filtration bioburden testing

Invited statistical course developer/trainer for U.S. Food and Drug Administration

Biography  
Harry Yang is a statistical expert with more than 25 
years of experience in all aspects of drug research and 
development and strong statistical expertise in target 
discovery, preclinical toxicity and PK/PD assessment, 
innovative Phase I–III clinical trial design, translational 
medicine, chemistry, manufacturing, and controls 
(CMC) development, and global regulatory filings from 
investigational new drug (IND) applications through 
biological license applications (BLA) to post-approval 
submissions. He has made significant contributions to 
more than 50 IND applications and 6 BLA/marketing 
authorization applications filings, in the therapeutic areas 
of oncology, respiratory, inflammatory and autoimmune 
diseases, cardiovascular, renal and metabolic diseases, 
and infectious diseases and vaccines biologics. Dr. Yang 
has published six statistical books, 15 book chapters, 
nearly 100 peer-reviewed papers and three industry white 
papers on diverse statistical, scientific and regulatory 
subjects. Dr. Yang is a frequent invited speaker at 
national and international conferences, has been an 

invited developer and trainer of statistical courses at 
the FDA and USP, has been a member of USP GCSTAT 
Expert Committee since 2010 and has been a member 
of the Regulatory-Industry Statistics Workshop Steering 
Committee since 2003. 

Statement of Interest 
I want to become a member of the USP Council of Experts 
because my statistical expertise, leadership skills and 
passion for the development of high-quality, safe and 
effective medicines would enable me to make meaningful 
contributions to USP’s standards-setting and other 
programs. I have a strong belief that statistics coupled 
with other scientific disciplines can provide insights 
and solutions to complex systems, enabling scientific 
advances and regulatory standards setting. That belief has 
been reaffirmed through my service on the USP GCSTAT 
Expert Committee and industry working groups, where 
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I have actively developed robust statistical methods for 
CMC development in the absence of regulatory guidance. 
Key to the development of scientifically sound standards 
is close collaboration, healthy debate and commitment 
among all stakeholders. This will be my guiding principle 
on the Council of Experts. Volunteerism has always been 

my personal conviction. Serving on the USP GCSTAT 
Expert Committee has proved to be one of my most 
intellectually stimulating and personally rewarding 
experiences. For these reasons, I want to become a 
member of the USP Council of Experts. 

General Chapters–Statistics Expert Committee
Harry Yang
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Compounding Expert Committee
Brenda Jensen
Education

2003: M.A. (Business Administration), University of Sioux Falls

1999: B.A. (Management), University of Sioux Falls

Professional Experience

2011–present Owner and Compounding Pharmacy Consultant, Compounding Consultants LLC

2010–present Certified Pharmacy Technician, Sanford Canton-Inwood Medical Center

2001–2013  Certified Pharmacy Technician, Pharmacy Specialties Inc.

1992–2001  Certified Pharmacy Technician and Certified Nuclear Medicine Technologist, Central  
Plains Clinic

USP Experience

2015–2020  Member, USP <825> Compounding–Radiopharmaceuticals Expert Panel

2015–2020  Member, Compounding Expert Committee 

2013–2015  Member, USP <797> Sterile Compounding Expert Panel

Other Relevant Experience

Member of multiple pharmacy and pharmacy-related organizations

Currently serves as coordinator of the American Pharmacists Association Compounding SIG

On the Board of Directors for the International Academy of Compounding Pharmacists Foundation

On the Board of Directors for the American Academy of Veterinary Pharmacists

Biography 
Brenda Jensen is an owner at Compounding Consultants 
and has helped over 250 compounding pharmacies in 
45 states to achieve or maintain USP compliance, PCAB 
accreditation and/or National Association of Boards of 
Pharmacy Verified Pharmacy Program credentialing. 
She has developed standard operating procedures for 
sterile and nonsterile compounding pharmacies that 
are customized to meet a pharmacy’s specific needs. 
Ms. Jensen’s pharmacy experience began in 1984 as 
a pharmacy specialist in the U.S. Air Force and she 
has been involved in pharmacy one way or another 
since then. Most of her experience has been in sterile 
compounding including high-risk, oncology and nuclear. 
Her educational background includes certified pharmacy 
technician, certified nuclear medicine technologist, B.A. 
in management and a masters in business administration. 
Ms. Jensen has completed certificate programs in sterile 
(including chemotherapy) and nonsterile compounding, 
and as a sterile compounding instructor. She has 
developed onsite sterile and nonsterile training programs 
that enable technicians and pharmacists to be trained 
on their own equipment. Ms. Jensen also acts as a peer 
reviewer for technician CE programs, has published 

articles related to compounding and has presented on 
compounding-related topics at the state, national and 
international levels.

Statement of Interest 
I sincerely appreciate that I have been given the 
opportunity to volunteer with USP, first on the USP 
<797> Sterile Compounding Expert Panel in 2013, then 
as a member of the Compounding Expert Committee 
beginning in 2015 and as a member of the <825> 
Radiopharmaceuticals Expert Panel beginning in 2017.  
I hope to continue my involvement for many years to  
come. My experience as a USP volunteer has been 
invaluable. I feel I have learned as much as I have given.  
My knowledge and experience in numerous compounding-
related practice settings and my vast network within 
the compounding community provide an important 
perspective, and I can promise the same level of dedication 
moving forward as I have contributed thus far. Chairing 
the Compounding Expert Committee is a tremendous 
responsibility, and I believe I have the knowledge and skills 
needed to lead the committee through the next cycle with 
the goal of continuing to create standards that meet the 
needs of diverse practice settings.
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Compounding Expert Committee
Robert Shrewsbury
Education

1997: Ph.D. (Pharmaceutical Sciences), University of Kentucky

Professional Experience

2004–present Staff Pharmacist, Duke Regional Hospital

1987–present Associate Professor, University of North Carolina Eshelman School of Pharmacy

USP Experience

2010–2020   Member, Compounding Expert Committee

Other Relevant Experience

Pharmacy science background in biopharmaceutics and pharmacokinetics 

Biography 
Robert Shrewsbury has been involved in teaching and 
researching compounding for more than 20 years. He 
has authored over 12 textbooks about compounding 
and published numerous peer-reviewed journal articles 
from work done in his Eshelman School of Pharmacy 
compounding lab. He also developed and has maintained 
an open-source website (https://pharmlabs.unc.edu)  
for nearly 25 years that is utilized worldwide. He 
has worked as a staff pharmacist for Duke Regional 
Hospital for 15 years in both the central dispensing area 
and the sterile compounding area. Dr. Shrewsbury’s 
pharmacy science background is in biopharmaceutics, 
pharmacokinetics, pharmaceutics and pharmaceutical 
analysis, which have applicability to any manufactured or 
compounded dosage form. 

Statement of Interest 
I am completing 10 years of service on the Compounding 
Expert Committee. I originally volunteered for the 
committee because I had a sense that the decade 

between 2010 and 2020 would be a defining period 
for compounding in the U.S. I see compounding as 
the logical outcome of technical advances, such as 
pharmacogenomics for personalized medicine and the 
effects of 3D printing of dosage forms on the decline 
in pharmaceutical manufacturing. I see a re-design of 
the nation’s healthcare system into a program that is 
sustainable both financially and personnel-wise. This 
re-design is not currently envisioned by any political 
candidate, but will be instituted by necessity. Again, 
compounding will be a central player in this new system 
as the most individualized and affordable option for 
patient care. USP 795, 797, 800 and 825 standards were 
revised to help define pharmacy compounding practice, 
and any fundamental change in practice is difficult to 
carry out. Indeed, there are new challenges ahead for the 
2020–2025 cycle, but I started this journey to help define 
compounding, and would appreciate the opportunity to 
continue that commitment as USP changes issues into 
resolutions for compounding in the U.S. 

Click here to return to candidate’s list
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Nomenclature and Labeling Expert Committee
Stephanie Crawford

Biography 
Stephanie Crawford is Professor and Executive Associate 
Dean for Faculty Affairs and Strategic Initiatives at 
the University of Illinois College of Pharmacy. She has 
been honored with numerous recognitions and awards 
for teaching, research and service. Dr. Crawford is a 
pharmacist and public health advocate. Her research 
interests include medication access, pharmacy systems 
evaluation and associated patient outcomes. Prior to her 
role as NL Expert Committee Chair, Dr. Crawford was 
Vice Chair of the Nomenclature, Safety and Labeling 
Expert Committee that received the 2014 USP Award 
for Outstanding Contribution to the Standards-Setting 
Process. She is a member of the Review of Surveillance 

and Screening Technologies for the Quality Assurance 
of Medicines Expert Panel, which received USP’s Fiscal 
Year 2017 Group Award for Outstanding Contribution 
to the Standards. She is Chair of the Drug Information 
Association (DIA) Advisory Council for North America. 
She was a charter member of the FDA Advisory 
Committee on Drug Safety and Risk Management from 
2003 to 2006 and has continued to serve as a consultant 
and temporary voting member.

Education

2002: M.P.H. (Health Policy and Administration), University of Illinois at Chicago

1988: Ph.D. (Pharmacy—Pharmaceutical Policy), University of Texas at Austin

1983: M.S. (Institutional Pharmacy Programs), University of Maryland at Baltimore; concurrent Pharmacy  
 Residency, University of Maryland Hospital

1981: B.S. (Pharmacy), University of North Carolina at Chapel Hill

Professional Experience

1992–present Professor and Executive Associate Dean, University of Illinois at Chicago (UIC) College of 
Pharmacy (formerly Associate Professor and Assistant Professor)

1988–1992  Director, Scientific Affairs Department, American Society of Health-System Pharmacists 
(ASHP)

USP Experience

2015–2020  Chair, Nomenclature and Labeling (NL) Expert Committee

2015–2020  Member, Review of Surveillance and Screening Technologies for the Quality Assurance of 
Medicines Expert Panel

2015–2020  Delegate to USP Convention for UIC College of Pharmacy

2011–2020  Member, Pronunciation Project Expert Panel

2011–2015   Vice Chair, Nomenclature, Safety, and Labeling Expert Committee

2005–2010  Vice Chair, Nomenclature Expert Committee

2000–2005  Vice Chair, NL Expert Committee 

1995–2000  Member, Nomenclature Expert Committee

1998  Member, Subcommittee on Nomenclature of Botanicals

1990–1993  Delegate to USP Convention for ASHP

Other Relevant Experience

U.S. Food and Drug Administration (FDA) Advisory Committee on Drug Safety and Risk Management

Provides input into drug safety considerations for FDA policies and ASHP guidelines

continued ...
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Statement of Interest 
The NL Expert Committee will address important and 
challenging issues over the next five years, including USP’s 
role in naming biologics and evolving responsibilities in 
nomenclature for digital therapeutics, food ingredients 
and naming taxonomies for disease treatments that will 
evolve with precision medicines. Traditional and novel 
NL activities will continue with respect to drug products 

and dosage forms, drug substances, compounded 
preparations, dietary supplements, excipients, drug 
delivery systems, and radiopharmaceuticals and kits. I 
would value and welcome the opportunity to continue 
service as Chair of the 2020–2025 NL Expert Committee 
to build on the legacy and to provide leadership, 
continuity and expertise in ongoing strategic partnerships, 
discussions and decisions, any way I can.  

Nomenclature and Labeling Expert Committee
Stephanie Crawford

Click here to return to candidate’s list
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Nomenclature and Labeling Expert Committee
Thomas Tice
Education

1975: Ph.D. (Biophysics), Syracuse University

1970: B.Sc. (Chemistry), Syracuse University

Professional Experience

2011–present Senior Director, Evonik Corporation

USP Experience

2017–2020  Vice Chair, General Chapters–Dosage Forms Expert Committee

2012–2020  Member, Nomenclature and Labeling Expert Committee

2015–2020  Member, Excipients–Nomenclature Joint Subcommittee 

2010–2020  Member General Chapters–Dosage Forms Expert Committee

2010–2020  Chair, <1151> Pharmaceutical Dosage Forms Subcommittee

2005–2010  Member, Pharmaceutical Dosage Forms Expert Committee

Other Relevant Experience

Known for his work on injectable, extended-release microparticles made with bioabsorbable  
lactide/glycolide polymers

Led the team that developed an injectable microparticle product for the treatment of prostate cancer

Biography 
Thomas Tice provides scientific support to Evonik’s 
product development, innovation, intellectual property 
and sales teams. He is internationally recognized for 
research in drug delivery and has lectured on the topic 
throughout the world. His specialties include complex 
parenteral dosage forms and bioabsorbable polymers. 
In particular, he is known for his accomplishments 
involving injectable, extended-release microparticles 
made with bioabsorbable lactide/glycolide polymers 
designed to release pharmaceuticals for the systemic 
and local delivery of small molecules, peptides, proteins 
and nucleic acids. He led the team that developed a 
commercial, injectable microparticle product indicated 
for the treatment of prostate cancer. Dr. Tice earned a 
Ph.D. in biophysics from Syracuse University. He holds 46 
U.S. patents with numerous foreign equivalents and has 
more than 180 publications, presentations and invited 
lectures to his credit. Dr. Tice currently serves on the 
Board of McWhorter School of Pharmacy at Samford 
University, on the USP General Chapters–Dosage Forms 
Expert Committee and on the USP Nomenclature and 
Labeling Expert Committee.

Statement of Interest 
The opportunity to volunteer at USP for the past 15 
years has been very rewarding. I hope my contributions 
have made a positive and lasting impact on USP. USP 
has an important role to play in setting standards 
in support of the pharmaceutical and medical 
device industries and, of course, ultimately patients. 
Looking forward, I am enthusiastic about again 
volunteering with USP and applying my leadership and 
pharmaceutical technical expertise. I look forward to 
working with USP staff, Expert Committee members 
and agency liaisons with the goal to improve and 
expand the content, quality and utility of USP.

My USP experience began when I was invited to 
give a lecture at USP on the topic of microparticles, 
microspheres and nanospheres. Shortly thereafter 
(2005) through invitation, I accepted and started my 
first cycle at USP solely working on Chapter <1151> 
dosage forms. During this cycle, I learned about the 
mission, importance and functions of USP. Also, I 
saw a need to improve USP content regarding new 
advanced drug delivery products, a field that aligned 

continued ...
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with my professional career (41 years now) involving 
extended-release parenteral drug products and 
complex parenterals. During my next two cycles at USP 
(2010–2020), I continued my focus on Chapter <1151> 
dosage forms; encouraged the need for new chapters 
on foams and nanotechnology; and served on many 
subcommittees, including foams, nanotechnology, 
ophthalmology, performance testing of parenterals, 
chewable gels (gummies), Chapter <1> and excipient 
nomenclature. In addition to these activities, one of my 

most rewarding experiences at USP was bringing my 
dosage form expertise and science background to the 
NLEC, whose members had more clinical and regulatory 
backgrounds. With my 15 years of USP experience, I 
believe it is now time to step up and lead as Chair of 
the NLEC. With my visionary and supportive leadership 
skills, broad technical and dosage forms background, 
and commitment to the USP mission and keeping the 
USP relevant, current and successful, I will bring unique 
leadership and accomplishment to the next NLEC.

Nomenclature and Labeling Expert Committee
Thomas Tice

Click here to return to candidate’s list
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Healthcare Safety and Quality Expert Committee
Danial E. Baker
Education
1980: Pharm.D. (Pharmacy), University of Minnesota

1978:  B.S.Pharm., Washington State University

Professional Experience
2019–present J. Roberts and Marcia Fosberg Distinguished Professor in Pharmacy,  

Washington State University 

1995–present Professor of Pharmacotherapy, Washington State University

1983–present Director, Drug Information Center, Washington State University 

1988–1995  Associate Professor of Pharmacotherapy, Washington State University 

1983–1988  Assistant Professor of Pharmacotherapy, Washington State University 

1980–1983  Assistant Professor, University of Oklahoma

USP Experience
2015–2020  Member, Healthcare Quality & Safety (HQS) Expert Committee

2015–2020  Member, USP Drug Classification (DC) Expert Panel

2010–2011  Consultant Drug information support for the USP Medicare Model Guidelines Expert Panel 

1990–1995  Member, Drug Information Science Advisory Panel

1990–present USP Convention Delegate

Other Relevant Experience
Received the Thomas S. Foster award from USP for his work with the HQS Expert Committee

Editorial board member for Facts & Comparisons, The Formulary Monograph Service, and Hospital 
Pharmacy; also an assistant editor for Hospital Pharmacy

Received the WSU Faculty Excellence Award

Biography 
Danial E. Baker has been the Director of the Drug 
Information Center since 1983. In 2019, Dr. Baker received 
the Thomas S. Foster award from USP for his work with 
the HQS Expert Committee. Dr. Baker is on the Accredo 
Therapeutics’ Specialty Drug Advisory Board. He was a 
member of the Pharmacy & Therapeutics Committee for 
Medco Health Solutions for 17 years, Washington State’s 
Drug Review Advisory Committee for 3 years, Washington 
State’s Drug Utilization and Education Council for 4 
years, IHC Health Plans for 2 years and Whatcom Medical 
Bureau’s Pharmacy & Therapeutics Committee for 3 
years. He is a peer reviewer for 12 medical and scientific 
journals. Dr. Baker is actively involved in new product 
evaluation. He has published over 2,600 papers in various 
pharmacy and medical journals and drug information 
systems. His interests include drug information, managed 
care, evidence-based medicine and outdoor emergency 
medical care. Dr. Baker has received numerous awards and 
honors, including the Smith, Kline & French Laboratories 
Award for Superior Achievement in Clinical Pharmacy, 

WSPA Pharmacist of the Year, Who’s Who in American 
Education, Who’s Who in the World and numerous awards 
from the National Ski Patrol. He is a fellow of the American 
Society of Consultant Pharmacists (FASCP) and the 
American Society of Health-Systems Pharmacists (FASHP).

Statement of Interest 
I have been a Delegate to the Convention since 1990 
and have served on the HQS Expert Committee, USP DC 
Expert Panel, Medicare Model Guidelines Subcommittee 
and USP DC Working Group during 2015–2020. Previously, 
I worked on several other projects with USP. My key career 
focus has been the evaluation of new drugs’ relative 
clinical efficacy, safety and formulary placement, including 
serving on several different pharmacy and therapeutic 
committees as a member and/or consultant and author 
of The Formulary Monograph Service. I would like to 
continue my involvement with USP in its activities related 
to the health of U.S. citizens as well as global health issues 
related to drug safety and policy issues.

Click here to return to candidate’s list
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Healthcare Safety and Quality Expert Committee
Melody Ryan
Education

2006: M.P.H. (Epidemiology), University of Kentucky

1993: Pharm.D., University of Kentucky 

Professional Experience

2014–present Professor, University of Kentucky

2005–2014  Associate Professor, University of Kentucky

USP Experience

2015–2020  Member, Healthcare Quality and Safety Expert Committee

2015–2020  Chair, Medicare Model Guidelines Subcommittee

2015–2020  Member, USP Drug Classification Expert Panel

2010–2015  Member, Therapeutic Information and Formulary Support Expert Committee

2010–2015  Member, Medicare Model Guidelines Subcommittee

2005–2010  Neurology, Otorhinolaryngology, Ophthalmology Information Expert Committee

Other Relevant Experience

Director, International Professional Student Education, University of Kentucky College of Pharmacy

Practice site: Neurology Clinic, Veterans Affairs Medical Center, Lexington, Kentucky

Biography 
Melody Ryan received her Pharm.D. and M.P.H. degrees 
from the University of Kentucky and completed a 
pharmacy practice residency at Duke University and a 
neurosciences fellowship at the University of Kentucky. 
She holds appointments at the University of Kentucky 
as Professor at the College of Pharmacy Department of 
Pharmacy Practice and Science, as well as the College of 
Medicine Department of Neurology. Dr. Ryan’s practice 
site is the neurology clinic at the Veterans Affairs Medical 
Center in Lexington, Kentucky. She is the Director of 
International Professional Student Education at the 
College of Pharmacy. Dr. Ryan earned her certification in 
geriatric pharmacy in November 1998 and attained Board 
Certified Pharmacotherapy Specialist status in 2000. 
Dr. Ryan is a fellow of the American College of Clinical 
Pharmacy and the American Pharmacists Association.

Statement of Interest 
I have served on Expert Committees for three cycles. 
During this time, I have gained an enormous appreciation 
for the vital work that USP does in setting standards for 
quality pharmaceuticals and their worldwide use. I am 
pleased to have been a part of the 2010–2015 Medicare 
Model Guidelines Expert Panel that received the USP 
award for an Innovative Response to a Public Health 

Challenge. The Healthcare Quality and Safety Expert 
Committee has a different focus from many USP Expert 
Committees, but the emphasis on patient safety and 
quality remains its central mission. The work that this 
committee does advances healthcare for all Americans 
through promulgation of the Medicare Model Guidelines 
and the USP Drug Classification System. It improves safety 
by increasing medication understanding by those with 
low health literacy, working toward uniform reporting 
of allergies and intolerances, and decreasing confusing 
packaging. I am excited to begin the work proposed for 
this committee in the upcoming cycle. In particular, I 
believe the Opioids/Naloxone Subcommittee will play a 
vital role in promoting opioid safety as we continue efforts 
to reduce opioid-related harm in the United States. I am 
honored to be considered for the position of Chair of the 
Healthcare Quality and Safety Expert Committee and 
would welcome the opportunity to serve USP through 
membership on the Council of Experts.

Click here to return to candidate’s list
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Healthcare Information and Technology Expert Committee
Richard H. Parrish II
Education
2000: Ph.D. (Social, Administrative and Clinical Pharmacy), University of Minnesota College of Pharmacy

1985: M.S. (Pharmacy Care Systems), Auburn University School of Pharmacy

1980: B.S.Pharm. (General Practice), The Ohio State University College of Pharmacy

Professional Experience
2016–present Director and Chief Pharmacist, St. Christopher’s Hospital for Children, Philadelphia, 

Pennsylvania

2013–2016  President and Executive Officer, Meds4Kids Research Collaborative Ltd.,  
Edmonton, Alberta, Canada

2012–2016  Clinical Practice Leader, Alberta Health Services, Pharmacy Services, Edmonton, Alberta, 
Canada

2008–2012  Director, Clinical Pharmacy and Residency Programs, Children’s National Health System,  
Washington, D.C.

USP Experience
2015–2020   Co-Chair, Exchange of Compounded Drug Preparation Information in Health IT  

Systems Expert Panel

Other Relevant Experience
Expert in pediatric pharmacotherapy and medication management

Biography 
Richard Parrish is Director and Chief Pharmacist at  
St. Christopher’s Hospital for Children in Philadelphia, a 
tertiary care, academic stand-alone pediatric institution. 
Prior to that, he was President and Executive Officer 
of Meds4Kids Research Collaborative Ltd., based in 
Edmonton, Alberta, dedicated to making meaningful 
improvements in the pharmacotherapy and medication 
management of children that are deliverable at the point 
of care. In 2013, Dr. Parrish chaired the joint opinion 
working group that published “Recommendations 
for Meeting the Pediatric Patient’s Need for a Clinical 
Pharmacist: A Joint Opinion of the Pediatrics Practice and 
Research Network of the American College of Clinical 
Pharmacy and the Pediatric Pharmacy Advocacy Group.” 
He co-chairs USP’s Expert Panel on the Exchange of 
Compounded Drug Preparation Information in Health 
IT Systems. He is a board-certified pharmacotherapy 
specialist (BCPS), a Fellow of the American College of 
Clinical Pharmacy and was recognized as a Distinguished 
Alumnus of the Ohio State University College of Pharmacy.

Statement of Interest 
My experience as a director-level pharmacist administrator 
at two major children’s hospitals in the U.S. has made me 
acutely aware of the problems of compounded nonsterile 
products, the inability of these important products to 

transmit completely across the informatics infrastructure 
and the variety of medication errors that incomplete 
transmission causes at the point of care. My company, 
Meds4Kids, published a methodology for identifying mass 
production candidate molecules to facilitate development 
of children’s oral medicines in AAPS Open. During the past 
six years, I have been invited to guest edit two special 
issues focused on the problems inherent in medication 
management systems for children in the international, 
online, peer-reviewed journals Pharmacy and Children. 
These special issues raised awareness for the need to 
create a conceptual framework for understanding and 
meeting the drug-related needs of children with special 
healthcare needs (CSHCN) comprised of four pillars—
formulation, information, collaboration and innovation—in 
order for outcomes-focused, actionable improvements in 
children’s medication management to take place.  

I am passionate about creating meaningful improvements 
in medication management and systems designed 
specifically for children and their families. As an 
internationally renown, standards-setting organization, 
USP is well positioned and resourced to undertake health 
information and technology standards within its mission. 
Health informatics technologies that facilitate point-of-
care advances for all patients is vital to public health and 
safety as well as for interprofessional collaboration and 
improved outcomes from pharmacotherapy.
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Report of the Nominating Committee for the Council of Experts

87200 years of building trust

Healthcare Information and Technology Expert Committee
Jeanne Tuttle
Education

2007: Masters Certificate (Project Management), George Washington University School of Business

1979: B.S.Pharm. (Pharmacy), University of Pittsburgh

Professional Experience

2006–2020  National Pharmacist Program Manager, Department of Veterans Affairs (Virginia)

USP Experience

2018–2020 USP Recruitment Ambassador 

2016–2020 Chair, Safety Subcommittee

2015–2020 Member, Healthcare Quality and Safety Expert Committee and USP Drug Classification 
Subcommittee

2010–2015 Member, Nomenclature, Safety and Labeling Expert Committee

2008–2010 Member, Prescription Container Labeling Expert Panel

Other Relevant Experience

Certified faculty for the Institution for HealthCare Communication

Taught communication and therapeutics at the LECOM School of Pharmacy

Served on the Joint Commission Home Care Pharmaceutical Services Advisory Board

Served on the Prescription Monitoring Program (PMP) Center of Excellence Expert Panel at Brandeis University

Biography 
Jeanne Tuttle is a national Pharmacist Program Manager 
for Pharmacy Benefits Management Services (PBM), 
VA Central Office. As a program manager, Ms. Tuttle 
is responsible for a number of national program areas, 
including the VHA Controlled Substance Inspection 
Program, loss and diversion training, professional 
standards boards, and pharmaceutical costs and quality. 
She has led several task forces that established national 
policy for the safe use of anticoagulants, national drug 
prior authorization program, veteran-centric prescription 
labels, controlled substance management and safe 
disposal of patient medication. Prior to joining the PBM in 
2006, Ms. Tuttle practiced at the Erie VAMC for 14 years, 
first as a Staff Pharmacist and then as a Clinical Pharmacy 
Specialist in primary care.

Statement of Interest 
I believe in value in healthcare, and I integrate the 
principles of performance improvement, safety and quality 
into all my projects as the first priority. As a member of a 
USP Expert Committee and Panels, I have been given the 
opportunity to apply these principles as well as interact 
with global experts to define standards for healthcare. 
Being involved in initiatives outside of the VA has enabled 
me to apply the knowledge gained to also improve care 
for veterans. My vision is that of USP: “a world in which all 
have access to high-quality, safe and beneficial medicines 
and foods.” Being part of that process is rewarding! 

Click here to return to candidate’s list
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APPENDIX A. EXCERPT PERTAINING TO THE NOMINATING 
COMMITTEE FOR THE COUNCIL OF EXPERTS FROM THE  
2015–2020 USP BYLAWS
Adopted by the USP Convention Membership on  
April 25, 2015.

ARTICLE XII. NOMINATING COMMITTEE FOR THE 
COUNCIL OF EXPERTS

Section 1. Duties.

There shall be a Nominating Committee for the Council 
of Experts, which shall have the following general duties:

a. Soliciting and reviewing Council of Expert 
nominations based on the number and types of Expert 
Committees approved in accordance with Article VII, 
Section 3;

b. Developing a list of final Council of Expert nominees, 
with there being two nominees for each Council of 
Experts position on the ballot; and 

c. Providing to the Membership, by electronic mail or  
by a link to the USP website not less than 60 days 
prior to the Regular Membership Meeting, a report 
containing the list of nominees and information 
regarding each nominee. 

Section 2. Number, Term and Qualifications.

The Nominating Committee for the Council of Experts 
shall be composed of the following persons: five persons 
appointed by the President in consultation with the 
EVP–CEO who are (i) Delegates or other representatives 
from Organizational Voting Members or (ii) Voting 
At-Large Members; five persons appointed by the EVP–
CEO in consultation with the Council of Experts; and 
five other persons appointed by the EVP–CEO with the 
approval of the Board of Trustees. The EVP–CEO shall 
be a member, ex officio, of the Nominating Committee. 
The President of the Convention shall appoint the 
Chair of the Nominating Committee from among those 
Nominating Committee members representing the 
Voting Members or the Council of Experts. Members of 
the Nominating Committee shall serve from the time of 
their appointment until their duties have been completed 
and an election has been held.
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APPENDIX B. 2020–2025 USP EXPERT COMMITTEES AND THEIR 
FOCUS AREAS AND EXPERTISE REQUIRED
The following information describes USP’s 2020 –2025 Expert Committees, 
their focus areas and the expertise required. 

Expert Committee Focus Area Expertise

Chemical Medicines 
Monographs 1

• Antibiotic, antiviral and antimicrobial 
drug substance and drug product 
monographs

• Selected general chapters that pertain 
to the antibiotics and antimicrobial 
monographs

• Analytical chemistry–including 
Chromatographic techniques: HPLC, 
UPLC, LC/MS & GC/MS

• Synthetic chemistry–Organic impurities

• Dissolution performance

• Regulatory compliance–FDA and ICH 
guidance

• Microbiology (including Microbial assays)

• Reference material–Physical and 
Chemical Characterization

• Pharmaceutics–Formulation 
Development

Chemical Medicines 
Monographs 2

• Cardiovascular, cough, cold and 
analgesic drug substance and drug 
product monographs intended for 
human use

• Analytical chemistry

• Synthetic chemistry

• Dissolution performance

• Regulatory compliance

• Reference material

Chemical Medicines 
Monographs 3

• Gastrointestinal, renal, endocrine, 
ophthalmic, oncology, dermatology and 
animal health

• Analytical chemistry–including 
Chromatographic techniques: HPLC, 
UPLC, LC/MS & GC/MS

• Synthetic chemistry–Organic impurities

• Dissolution performance

• Regulatory compliance–FDA and ICH 
guidance

• Veterinary drugs

• Reference material–Physical and 
Chemical Characterization

• Pharmaceutics–Formulation 
Development
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Expert Committee Focus Area Expertise

Chemical Medicines 
Monographs 4

• Psychiatrics and Psychoactives; 
Aerosols; Radiopharmaceuticals; 
Nonradioactive imaging agents

• Analytical chemistry, including 
Chromatographic techniques: HPLC, 
UPLC, LC/MS and GC/MS

• Synthetic chemistry–organic impurities

• Dissolution performance

• Regulatory compliance

• Inhalation and nasal drug products

• Radiopharmaceuticals and medical 
imaging

• Reference material–Physical and 
Chemical Characterization

• Pharmaceutics–Formulation 
Development

Chemical Medicines 
Monographs 5

• Pulmonary and steroid drug substance 
and drug product monographs intended 
for human use

• Analytical chemistry, including 
Chromatographic techniques: HPLC, 
UPLC, LC/MS and GC/MS

• Synthetic chemistry–organic impurities

• Dissolution performance

• Regulatory compliance

• Pulmonary drugs

• Steroids

• Reference material–Physical and 
Chemical Characterization

• Pharmaceutics–Formulation 
Development

Chemical Medicines 
Monographs 6

• Approach, strategy and method 
development for OTC drug substance 
and drug product standards

• Analytical chemistry

• Ion chromatography

• Spectroscopy

• Synthetic chemistry

• Both organic and inorganic Actives

• Regulatory compliance

• Method development and validation

• FDA OTC drug monograph system

• Non-application OTC products

• Reference material
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Expert Committee Focus Area Expertise

Biologics Monographs 1–  
Peptides and 
Oligonucleotides

• Synthetic Therapeutic Peptides and 
Oligonucleotides

•  Raw materials for synthetic peptides  
and oligonucleotides

•  Conjugated peptides

•  Bioassays

•  Regulatory considerations for 
transitioning from recombinant to 
synthetic therapeutics

•  Pharmaceutical quality control, 
compliance and analytical 
characterization testing

• Qualification and use of reference 
materials

• Manufacturing knowledge of 
synthetic therapeutic peptides and 
oligonucleotides

•  Quality control and testing of raw 
materials for synthetic peptides and 
oligonucleotides

•  Impurities characterization for peptides 
and oligonucleotides

•  Bioassays for peptides and 
oligonucleotides

•  Conjugated strategies and 
characterization tests

• Regulatory requirements

Biologics Monographs 2– 
Therapeutic Proteins

• Biotherapeutic proteins

•  Monoclonal antibodies

•  Enzymes

•  Complex extracts

•  Insulins

•  Biological potency

•  Ancillary Materials

•  Pharmaceutical quality control, 
compliance and analytical 
characterization testing

•  Regulatory requirements

•  Reference Standard development  
and approval

• Recombinant Coagulation Factors

• Protein chemistry

•  Protein analytical including glycosylation 
analysis

•  Protein formulation

•  Enzymology

•  Bioassay

•  Therapeutic Proteins characterization

•  Pharmaceutical quality control, 
compliance, and analytical 
characterization testing

•  Regulatory requirements

•  Qualification and use of reference 
materials

•  Insulin products–analytical 
characterization and comparability 
demonstration

•  Impurities characterization

• Assay development for Recombinant 
Coagulation Factors

Biologics Monographs 3– 
Complex Products  
and Vaccines

• Anticoagulants (e.g., heparin)  
and protamine

•  Glycosaminoglycans (GAGs)

•  Carbohydrates 

•  Potency assays

•  Reference Standard development  
and approval

• Vaccines and virology

• Anticoagulants and protamine

•  Glycosaminoglycans (GAGs)

•  Carbohydrates analysis

•  Potency assays

•  Qualification and characterization of 
Reference Standards

• Vaccines and virology
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Expert Committee Focus Area Expertise

Biologics Monographs 4– 
Antibiotics

• Antibiotics that are currently still 
assessed and potency assigned by 
antimicrobial activity 

• Transition of additional antibiotics to 
physicochemical methods for assay  
and value assignment

•  Antibiotic monograph modernization 
based on current technology and 
industry practice with focus on  
identify and physicochemical 
characterization tests 

• Microbial assay expertise in the currently 
official turbidimetric and cylinder-plate 
assays in <81>

•  Experience with assay transition from a 
microbial potency test to an HPLC test

•  Analytical and quality control assays 
currently applied to antibiotics 
referenced in <81>

•  Physicochemical characterization 
expertise for content and composition

•  Method development and validation and 
USP compendial method experience 

• Expertise in the development, evaluation, 
establishment and maintenance of 
Reference Standards for antibiotics

Biologics Monographs 5– 
Advanced Therapies 

• Cell and Tissue Based Therapies

•  Gene-modified cell therapies including 
gene edited cells

•  Gene therapies

•  Ancillary Materials and Reagents

•  Potency assays

• Reference Standard development  
and approval

• Development of Cell/Gene and Tissue 
Based Therapies

• Regulatory requirements

• Raw and Ancillary Materials qualification 
and characterization

• Potency assays 

• Analytical methods for cells, viral vectors, 
and raw materials used for cell and gene 
therapies

• Qualification and characterization of 
reference standards

Excipient Monographs 1– 
Simple 

• Monographs and their associated 
Reference Standards for pharmaceutical 
excipients

• Global standards as well as standards  
for the U.S.

• Analytical chemistry 

• Synthetic organic chemistry 

• Polysaccharide chemistry

• Inorganic/Clays/Minerals/Salts chemistry

• Excipient performance characteristics 

• Impurities analysis 

• Validation 

• Microbiology 

• Qualification and use of reference 
materials

• Expertise with excipient regulatory 
requirements
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Excipient Monographs 2– 
Complex 

• Monographs and their associated 
Reference Standards for pharmaceutical 
excipients

• Global standards as well as standards for 
the U.S.

• Analytical chemistry 

• Synthetic organic chemistry 

• Synthetic Polymer chemistry

• Cellulose/Polysaccharide chemistry

• Oils/Fats/Waxes/Plants chemistry

• Excipient performance characteristics 

• Impurities analysis 

• Validation 

• Microbiology 

• Qualification and use of reference 
materials

• Expertise with excipient regulatory 
requirements

Excipient Test Methods • General chapters and their associated 
Reference Standards for pharmaceutical 
excipients

• Global standards as well as standards  
for the U.S.

• Analytical chemistry 

• Impurities analysis for excipients

• Validation

• Pharmaceutical chemistry

• Excipient performance characterization 

• Excipient variability

• Rheology

• Formulation/product (excipients) 
development

• Clinical development 

• Microbiology 

• Synthetic/polymer chemistry for 
excipients

• Cellulose/Polysaccharide chemistry

• Inorganic/Clays chemistry 

• Oils/Fats/Wax chemistry

• Qualification and use of reference 
materials

• Expertise with excipient regulatory 
requirements
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Botanical Dietary 
Supplements and Herbal 
Medicines

• Monographs and their associated 
reference materials for botanical dietary 
supplements, botanical drugs and 
herbal medicine ingredients

• Global standards as well as standards for 
the U.S.

• Traditional herbal medicine

• Pharmacognosy 

• Analytical chemistry 

• Toxicology 

• Expertise with regulatory requirements 

• Expertise with the qualification and use of 
reference materials

Non-Botanical Dietary 
Supplements

• Monographs and their associated 
reference materials for non-botanical 
dietary supplement ingredients and 
products

• Analytical chemistry 

• Toxicology

• Expertise with regulatory requirements 

• Expertise with the qualification and use of 
reference materials

Admission Evaluation and 
Labeling

• Monographs and their associated 
reference materials for food ingredients

• Standards appearing in the  
Food Chemicals Codex

• Food science

•  Food ingredients (including flavors, 
sweeteners, botanicals, essential oils, 
functional food ingredients)

•  Food authenticity

•  Food adulterations/economically 
motivated adulterations

•  Chemical contaminants and metals and 
pesticides

•  Food analysis

•  Food testing

•  Food toxicology

• Medical foods

Food Ingredients • Monographs, Identity Standards and 
associated materials for food ingredients

• Standards and guidance appearing in 
the Food Chemicals Codex

• Scientific documents and presentations

• Food science, food technology and  
food engineering

• Food ingredients (including flavors, 
sweeteners, botanicals, essential oils, 
functional food ingredients, additives, 
processing aids)

• Food authenticity

• Food adulteration

• Organic and inorganic chemical 
contaminants and processing impurities

• Food and food ingredient analysis

• Food supply chains

• Food toxicology

• Food and ingredient regulation and 
policy, U.S. and international
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General Chapters– 
Chemical Analytical 
Methods

• Standards and guidance of methods 
for chemical analysis, including, 
but not limited to, chromatography, 
spectroscopy, wet chemistry and 
regulatory sciences

• Spectroscopy

• Chromatography

• Wet chemistry

• Reference material

General Chapters– 
Dosage Forms

• Guidance for dosage form performance, 
physical characterization, default 
expectations and their development

• General chapters concerned with 
dosage form performance, physical 
characterization and definition

• Dosage forms

• Performance testing

• Veterinary topics

• Dosage forms manufacturing

• Rheology

• Reference material

General Chapters– 
Microbiology

• Standards for microbiological quality of 
both non-sterile and sterile products, 
including pharmaceuticals, biologics, 
compounding, dietary supplements and 
food ingredients

• Guidance on bioburden control, 
sterilization and sterility assurance 
and control and monitoring of aseptic 
processing environments

• Bacterial endotoxins

• Sterility

• Sterility assurance in pharmaceutical 
manufacturing

• Modern methods

• Reference material (endotoxins)

General Chapters– 
Measurement and Data 
Quality

• Continue the discussions and 
refinement of the a analytical QbD 
concepts towards the integration of  
the validation, verification and  
transfer of analytical procedures  
into a lifecycle approach  

• Regulatory aspects of measurement, 
validity of analytical results and 
calibration and measurement 
traceability 

• Evaluate and update, if necessary, 
the capabilities of the measurement 
systems used in the compendia in light 
of modern metrological concepts

• Instrument qualification

• Quality assurance

• Metrology

• Regulatory compliance

• Validation, Verification, and Transfer of 
analytical procedures

• Chemometrics

General Chapters– 
Packaging and Distribution

• Standards for packaging systems and 
their materials of construction (metal, 
glass, plastic and elastomeric)

• Packaging definitions and definitions for 
the proper storage of compendial articles

• Guidance on procedures and 
controls for the proper distribution of 
compendial articles

• Guidance on good packaging and 
repackaging practices

• Container materials, including packaging, 
glass, plastic, and elastomers

• Packaging performance and compatibility

• Packaging development and integrity

• Medical devices, extractables, & leachables

• Good distribution practices

• Packaging and repackaging

• Toxicology

• Reference material
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General Chapters– 
Physical Analytical 
Methods

• General chapters for physical analysis 
of powders, liquids, excipients, drug 
substances, and compounded or 
formulated drugs products

• Powders

• Rheology

• Crystals

• Microscopy

• Solutions

• Particles

• Forensic analysis

General Chapters– 
Statistics

• Standards for general chapters 
concerned with the statistical  
treatment of data

• Support to expert committees on  
issues relating to statistics

• Bioassay

• Sampling

Compounding • Compounding-related general chapters 
for human and veterinary patients

• Compounded preparation monographs 
for human and veterinary use

• Compounders

•  Pharmacist with expertise in formulating 
and compounding sterile and non-sterile 
preparations

•  Analytical chemist with experience in 
method development/validation/stability

•  Clinical expertise (inpatient, outpatient, 
home health and veterinary).

•  Environmental engineers

•  Microbiology/infection control

•  Experts in environmental monitoring

•  Quality assurance experts

• Experts in facility design and certification

Nomenclature and 
Labeling

• Monograph titles

• General chapters that focus on 
nomenclature and labeling topics 

• Labeling statements in individual 
monographs

• Nomenclature regulations and policies

• Current marketplace products in 
respective focus areas

• Labeling requirements

• Analytical chemistry

• Drug formulation specialist

• Regulatory requirements
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Healthcare Information 
and Technology

• Development of resources and data 
standards related to the exchange of 
health information as it affects patient 
safety  

• Allergists 

• Health informatics software development

• Electronic health record vocabulary 
standards

• Electronic health record information 
and messaging standards medical 
terminology and coding 

• Drug knowledge database information 

• Global Ingredient Archival System 
(GINAS)

• Electronic health record vocabulary 
standards (SNOMED CT, LOINC, RxNorm)

Healthcare Safety and 
Quality

• USP’s Medicare Model Guidelines and 
other drug classification projects 

• Quality standards of value to 
practitioners and the public supporting 
the U.S. National Quality Strategy and 
current public health needs

• Health informatics and health literacy 
initiatives

• Safe medication use

• Therapeutic expertise (internal medicine, 
primary care, etc.)

• Formulary expertise

• Drug classification

• Drug information

• Patient advocacy

• Safe medication use

• Population health

• Health literacy

• Health Informatics


