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Message from the Vice President — International, Brazil

USP-Brazil Hosts Inauguration,
Embarks on Exciting Future

I am pleased to pres-
ent this first edition of
the USP-Brazil Quarter-
ly Update—one of many
firsts for USP-Brazil that
I look forward to shar-
ing as we establish this
newest international of-
fice and laboratory for
Flavio Vormittag, M.D., M.S. UJSP. As site manager

of USP-Brazil, I will use
this newsletter to update our partners in
Brazil and the region on the latest news

and initiatives coming .
% out of our facility. This f
newsletter is avail-

|

From left to right: John Fowler, Duane Kirking, Flavio Vormittag, René Bravo, and Roger Williams cut the inaugural ribbon.

able on the USP Web site at www.usp.org/
aboutUSP/newsletter.html.

Of course, the biggest news for this quar-
ter is that USP-Brazil officially opened with
an extraordinary week of inaugural events
in August. We were honored by the atten-
dance of many prominent government and
industry representatives from Brazil as well
as a number of USP’s executives who made
the trip to Sao Paulo. Guests from USP
included Dr. René Bravo, president, USP
Convention; Dr. Duane Kirking, at-large
trustee, USP Board of Trustees; Dr. Roger
L. Williams, USP executive vice president
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From the CEO

USP to 2010 and Beyond:
Elevating Global Public Health
through Quality Standards

by John Mauger, Ph.D.
Chair, USP Board of Trustees

John Mauger, Ph.D.

This space is normally occupied by Dr. Roger Williams,
USP’s executive vice president and CEO. Dr. Williams in-
vited me to speak to you directly through this issue’s CEO
Column as we head to the next USP Convention meeting
(held every five years) in April 2010—not so far away now.
He also intends to ask Dr. René Bravo, president of the USP
Convention, to speak to you via this column in a future is-
sue.

I'd like to first address the Board of Trustees’ new stra-
tegic plan for USP. The plan has broad implications for
the organization’s future—both immediate (through the
end of the 2005-2010 cycle) and longer-term (into the
2010-2015 cycle). The new strategic plan—which was for-
mally unveiled at the North American Annual Scientific
Meeting in September—posits four main types of activi-
ties for USP: 1) core compendial, with a focus on expand-
ing and enhancing documentary and reference standards
for medicines and food ingredients; 2) allied compendial,
focusing on building and strengthening programs re-
lated to standards setting such as education programs,
verification programs, technical assistance in developing
countries, and anti-counterfeiting programs; 3) non-com-
pendial, which more directly involve practitioners and pa-
tients and include USP activities related to the use (rather
than the creation) of standards such as medication error
reporting programs; and 4) global initiatives, which speak
to USP’s commitment to operate both nationally and inter-
nationally to maximize the public health benefit resulting
from its work.

The previous strategic plan was written during the
2005-2010 cycle and endorsed with minor modifications by
the current Board of Trustees. Even though it is relatively
recent in the context of USP’s long and venerable history,
USP has changed rapidly in the past few years—opening
four international sites to operate globally rather than do-
mestically, and adding new areas of standards-setting such
as those for food ingredients via the Food Chemicals Codex.
These changes warranted a new plan that better reflected
USP’s current work. What has not changed over the 188
years of USP’s existence, however, is USP’s core focus:
setting public standards. The new strategic plan reaffirms
this as USP’s top priority.

I would like to discuss the importance of public stan-
dards. USP was created to provide standard recipes for
the preparation of medicines by practitioners. These reci-
pes were presented in the United States Pharmacopeia
(USP)—first published in 1820, and now advancing into
its 32nd presentation. Beyond USP, USP now publishes the
National Formulary (NF) for excipients; a section in USP
on dietary supplements; the Food Chemicals Codex (FCC)
for food ingredients; and the Pharmacists’ Pharmacopeia
for compounded preparations and their ingredients. Creat-
ing and maintaining public documentary standards, as pro-
vided in these compendia, together with allied reference
materials, is not easy. Let me be blunt—it can be arduous,
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and CEQO; Dr. Darrell Abernethy, USP chief science officer;
Dr. William Koch, USP chief metrology officer; and Mr.
John Fowler, USP chief global services officer. They joined
officials from the National Health Surveillance Agency
(ANVISA); the Brazilian Pharmacopeia Committee (CFB);
the Health Quality Control National Institute (INCQS); the
Brazilian Research-based Pharmaceutical Manufacturers
Association (Interfarma); the Brazilian Federation of the
Pharmaceutical Industry (Febrafarma); and many others
for a ribbon-cutting ceremony and gala dinner celebrating
the opening of the site. It was truly a wonderful celebration
after many months (and for some of those at USP’s head-
quarters, years)
of hard work to
get the site up
and running.
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Also part
oftheintense
schedule of
inauguration
week were
important

meetings of
the USP-Bra-
zil Advisory Group and the USP-Brazil Stakeholder Forum,
as well as outreach visits to a number of generics pharma-
ceutical manufacturers in the country. The Advisory Group
meeting was attended by an outstanding group of people,
including the president of the Brazilian Medical Association
(AMB), the president of the National Institute of Metrol-
ogy, Normalization, and Industrial Quality (INMETRO);
the chairman of the board of Interfarma; the president of
the Brazilian Association of Technical Norms (ABNT); and
the president of the Brazilian Association of Compounding
Pharmacies (ANFARMAG), among others.

USP-Brazil is a fully equipped facility that will provide lo-
cal manufacturers with better access to USP’s publications
and reference standards as well as other related services.
Specifically, the Brazil site will offer a platform to strength-

Gala dinner

Continued on page4. See Inauguration.
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USP Expands Standards Acquisition Efforts

A Q&A with Vice President Shawn Dressman

In July 2008, USP’s Shawn Dressman, Ph.D., was named
vice president of standards acquisition, which is a new de-
partment at USP. In this role, Dr. Dressman will lead the or-
ganization’s efforts to acquire documentary standards that
appear in USP compendia—including the USP-NF, Food
Chemicals Codex, and Pharmacists’ Pharmacopeia—and
their allied reference materials. Dr. Dressman joined USP
in 1999, and has held positions in both the documentary
standards and reference materials areas. In the following
Q&A, Dr. Dressman explains the goals of the new depart-
ment, how USP will reach these goals, and why standards
acquisition is so important to USP.

Q: What is your main goal right now?

A: The main goal right now is to build scalable processes
internally to support an expected increase in monograph
and reference materials development activities. With that,
the plan is for some additional hiring in Standards Acquisi-
tion and I am working on finding the right people to join this
important endeavor. We will bring on the new staff through-
out the course of this year.

Q: What are your long-term goals?

A: Public standards facilitate the flow of quality articles of
commerce, and USP aims to have a public standard available
for every article of commerce in the pharmaceuticals and
food ingredients marketplace. Our current estimate is that,
while we have about 5,000 such public standards, there are
about 4,000 missing standards to develop. I hope to advance
a mechanism at USP for prioritizing these 4,000 projects in
terms of public health impact, and to increase the volume of
new monographs and reference materials submitted to USP

by our stakeholders. At our current
rate of acquisition, it would take over
20 years for USP to establish standards
for what is currently missing. My goal is to
significantly shorten that timeframe.

‘We want to reach out to as many interested and qualified
parties as possible to partner with us in attaining this goal.
Historically, we’ve had great support from U.S.-based manu-
facturers and we certainly want that to continue. Additional-
ly, we recognize the rapid globalization of these industries,
and aim to reach out to manufacturers, compendial bodies,
and other regulatory agencies throughout the world. Our
sites in Switzerland, China, India, and Brazil will provide a
great platform for making this happen.

Q: What are you doing right now to advance these
efforts?

A: We are building the processes within USP to address
the expected expansion of monograph development and ref-
erence materials. We are also establishing a donor recogni-
tion program to acknowledge the valued contributions we
receive.

Q: What are you most excited about in this job?

A: From my past experience at USP in monograph de-
velopment and reference standards development, I appre-
ciate the commitment it takes to provide a monograph or
reference material to USP. I am excited to work with people
who share with me an understanding of the inherent value
of public standards and I look forward to conveying this un-
derstanding to others who are less familiar. a

USP Holds First Global

During the summer, USP held its first Global Site Man-
gers Meeting, a weeklong event that brought together the
management staff at USP’s headquarters with the leaders of
USP’s four international sites: Peter Bippus (Europe), John
Hu, Ph.D (China), K.V. Surendra Nath, Ph.D. (India), and
Flavio Vormittag, Ph.D. (Brazil). As USP looks to grow its
international sites and opens its newest site in Brazil, the
meeting served to integrate all USP sites and their activities
to ensure that the organization’s standard of quality is car-
ried throughout the world.

“USP has expanded globally in a short period of time—
just a few years—with the four new international sites be-
ing established since 2005,” noted John Fowler, USP’s chief
global services officer. “As we develop throughout the
world, it is important for us to understand the unique chal-
lenges of each site and the needs of each host country and
its citizens; share lessons learned and best practices as our
sites open and progress; and make certain that USP’s supe-
rior standards are upheld in the areas of documentary and
reference standards, pharmacopeial education programs,
verification programs, drug quality assistance programs,
and other initiatives. This meeting was an excellent forum
for accomplishing these goals as we work towards our ulti-

Site Managers Meeting

mate mission of improving the health of people throughout
the world through public standards that help ensure the
quality, safety, and benefit of medicines and foods.”

One of the key points emphasized during the meeting
was the importance of forming relationships with regula-
tory bodies and the pharmaceutical and food industries in
the countries where USP works through Memoranda of
Understanding (MOU) and similar partnership vehicles.
Roger Williams, M.D., USP’s executive vice president and
CEO, noted that this is an essential part of the process of
establishing and maintaining international sites—to both
learn from the host country and exchange expertise. USP
has already signed MOUs with a number of groups, includ-
ing the Indian Pharmacopoeia, Chinese Pharmacopoeia
Commission, National Institute for the Control of Pharma-
ceutical and Biological Products in China, and Febrafarma
in Brazil.

‘While at USP, the four site leaders also participated in a
Global Awareness Panel designed to raise awareness of po-
tential cultural and language barriers in each region—and
how USP employees can work through them effectively.
Similar meetings are being planned for the future. Look to
future issues of this newsletter for more information. &
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challenging, and never-ending. I would like to
use heparin as an example.

In late 2007 and early 2008, the U.S. Cen-
ters for Disease Control and Prevention
(CDC) and the U.S. Food and Drug Admin-
istration (FDA) began receiving reports of
adverse reactions, including deaths, of some
patients who were administered heparin.
Based on some brilliant detective work—

I look forward to
continuing the
important work of
this cycle during the
next 15 months as we
help to ensure the

In this context, I remind readers that USP
relies extensively on donations—donations
of information and candidate material from
sophisticated and skilled pharmaceutical
manufacturers, and donations of extraordi-
nary amounts of time from volunteers on the
Council of Experts—both the Expert Com-
mittees and their Advisory Panels. And I sin-
cerely thank all these donors for their time,
energy, skills, and commitment to public

and working with experts in the United ; PP

States and elsewhere—FDA quickly deter- quality of medicines standards.

mined that over-sulfated chondroitin sulfate, and f oods f orpeop le Yet challenges always remain despite
used as a low-cost commercial diluent, was throughout the these considerable commitments and contri-
the culprit. In accordance with provisions of world—to 2010 and butions. USP is missing hundreds of public
U.S. law—Ilaid down by experts from both b eyon d. monographs and many more need updating.

the U.S. government and USP experts a cen-
tury ago—FDA requested that USP update
its public monographs for heparin. This the
USP Council of Experts (USP’s scientific
decision making body) did, working rapidly
both nationally and internationally. This is a
good example of the value of the partnership
between FDA and USP created by the U.S. Congress early
in the 20th century. By creating a sound public standard
that affects all manufacturers equally, USP provides FDA
an effective enforcement tool that works against commer-
cial and other types of adulteration that can cause—and in
the case of heparin, did cause—great harm to the public
health.

But what does this episode say about public standards?
USP’s heparin standards were outdated and updating such
standards is not easy. Also, USP’s public standards reflect
in one way or another the private regulatory standards
that exist at FDA, and these standards are also difficult to
maintain and update. The true lesson of heparin may thus
be that standards do become out of date and thus weaken
the safety nets that protect us all. Ingredients and prod-
ucts get more complex and sophisticated, as do analytical
procedures and manufacturing requirements. Regulatory
agencies and pharmacopeias are hard-pressed to keep up in
their standards-setting activities, and resources to support
applied regulatory and compendial research are increas-
ingly hard to come by.

Inauguration. Continued from page 2.

en USP’s scientific, industry, and regulatory/compendial
ties in Brazil; direct-to-customer technical service and as-
sistance with USP’s publications/documentary standards,
reference standards, customized professional education
programs, and verification programs; and a collaborative
testing laboratory. The site will allow USP to better meet
the needs of pharmaceutical manufacturers and regulators
in the region, who are increasingly following international
quality standards for pharmaceutical products.

As a bit of background, Brazil was chosen to be USP’s
third full-service international location for a number of rea-
sons. For one, Brazil has one of the fastest growing phar-
maceutical industries in the world, which as I mentioned
is increasingly adhering to international quality standards.
Having a USP office here in Brazil allows USP to work more
productively with this industry. The new site also supports
USP’s commitment to assuring safe, good quality pharma-
ceuticals, dietary supplements, and food ingredients for
people around the world—regardless of geographic, eco-
nomic, or political borders. International offices are a key

John Mauger, Ph.D.

Further, USP’s new strategic plan empha-
sizes that USP is a science-based, standards-
setting body, and good science takes time
and resources. A case in point is USP’s intent
to advance many of its reference materials to
the status of Certified Reference Materials.
This will take a transformation in the way
USP obtains, studies, and presents a collection of materials
that now approaches 2,500 in number. And these thoughts
are not new. As noted in the first USP of 1820, “The value of
a pharmacopeia depends upon the fidelity with which it con-
forms to the best state of medical knowledge of the day.”

I don’t want to close this column by speaking only of our
challenges. While setting standards isn’t easy, it is always
invigorating and stimulating. We must work together to take
into account the exciting new science that is approaching
us from many directions and to transform this science into
meaningful and valid standards for drugs and foods that
are useful to the global community. This is what USP has
always been about, and what it will be about as it advances
into the future. My compatriots on the Board of Trustees
and I know that our moment in time at USP is coming to an
end. In April 2010, Dr. Bravo will lead the USP Convention
asitselects anew Board and conducts other key governance
activities of the organization. I look forward to continuing
the important work of this cycle during the next 15 months
as we help to ensure the quality of medicines and foods for
people throughout the world—to 2010 and beyond. a

mechanism for achieving this goal. USP will work closely
on this with Brazilian regulators, compendial experts, and
manufacturers—tapping into their knowledge and exper-
tise and sharing its resources to improve the public health
through quality standards. Finally, although the USP facil-
ity in Brazil is new, it bears mentioning that USP has had a
presence in the country for many years. In 2002, a Memo-
randum of Understanding (MOU) between USP and Febra-
farma was initially forged, and signed again in 2007. This
history of a cooperative and mutually beneficial relation-
ship for the greater public good made the selection of Brazil
a logical one for USP.

Please look to this column as well as the USP Web site
for updates on the activities of USP-Brazil in the coming
months. You will see a link for Portugués in the left hand
corner of www.usp.org, where you can find updated USP in-
formation. I welcome you to contact me with any comments
or questions at fv@usp.org and I look forward to working
together with you. PN
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