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Culture of Excellence

USP will model operational excellence, continuous improvement, 
stakeholder responsiveness, and transparency.

Summary

Excellence and quality underpin USP’s foundational 
pursuit: to build trust in the quality of medicines, dietary 
supplements, and foods through its public standards. 
As a global leader in establishing public standards 
for quality, USP works to ensure that its products, 
services, and personnel exceed the expectations of 
stakeholders and the needs of patients around the 
world. Through its Quality Assurance department, USP 
continually evaluates and refines internal work processes 
to increase efficiency and improve consistency. This 
Resolution proposes that USP maintain and strengthen 
its commitment to implementing a fully integrated, 

global approach to operational excellence and monitor 
its progress to achieve continuous improvement as 
codified by clearly defined metrics and objectives.1 USP 
will model a culture of excellence across all sites and 
divisions, including a robust quality management system 
(QMS), as the foundation for an environment where USP 
scientists and other staff can do their best work and from 
whom stakeholders can reliably expect responsiveness 
and transparency. 

Furthermore, USP will continuously strive for excellence 
in its quality systems to ensure that proposed standards, 
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whether new or revised, capture and respond to the 
perspectives of stakeholders. This will be accomplished 
before proposed revisions to USP–NF are made public 
in Pharmacopeial Forum (PF; the free bimonthly online 
journal in which USP publishes proposed revisions to 
USP–NF), thereby increasing efficiency and transparency 
in the standards-setting process.2 This proposed 
Resolution defines what USP means by a “culture of 
excellence” and how that culture serves to enable and 
support effective standards, evidence-based advocacy, 
and efficient capability building.

Background

Excellence and quality together form the foundation for 
USP’s greatest strength and core mission: developing 
public quality standards to build stakeholder trust in 
medicines, dietary supplements, and food. As USP 
standards define quality for the products made or used 
by stakeholders, quality also defines the culture within 
which USP staff and expert volunteers establish those 
standards. In a culture of excellence, a set of values 
guides the way that everyday practices and outputs are 
assessed and improved. 

USP leadership inspires all staff to foster excellence 
in every action undertaken and every decision made. 
USP staff have access to a dynamic portfolio of tools 
and learning opportunities, including a wide range of 
continuing education courses. In addition to a rigorous 
onboarding process for new hires, staff are regularly 
required to complete training to stay current with 
best practices, knowledge, and skills relative to the 
organization and important for individual responsibilities. 
Additionally, USP encourages collaboration and 
information-sharing among teams, across divisions, and 
with external stakeholders as appropriate. USP leadership 
urges staff across the organization to raise concerns 
about quality whenever they arise. At USP, a “culture of 
excellence” means everyone shares the responsibility of 
ensuring the quality of USP standards.

USP’s Quality Policy and ISO Accreditation

USP cultivates excellence in its processes and 
performance, using approaches that are both 
internationally recognized and organizationally unique. 
As a global leader in setting public standards, USP 
demonstrates the importance of abiding by quality 
standards through the implementation and execution of 
its own robust QMS. This defined QMS comprises a set 
of policies, processes, and procedures that guide the 
ways that USP manages and delivers its core business, 

i.e., setting quality standards for medicines, dietary 
supplements, and food. USP’s QMS also helps ensure 
that the organization models operational excellence 
and maintains an environment conducive to continuous 
improvement. Because USP relies on the elements of an 
effective QMS and an established culture of excellence, 
the organization’s processes are clearly defined, 
information is readily accessible, and decisions are made 
on the basis of sound science. Ultimately, USP’s culture 
of excellence honors its quality commitment, which 
makes USP’s work more effective and efficient, both 
internally and externally.

On a daily basis, USP staff are required to comply with 
the USP Quality Policy as well as international quality 
standards that apply to USP’s operations. The USP Quality 
Policy defines the way the organization works, letting its 
customers and stakeholders know about USP’s values, 
intentions, and principles. The Quality Policy is defined 
and driven by specific organizational principles, and USP 
achieves its public health mission through its ongoing 
commitment to these principles:

• USP relies on robust public input and independent, 
scientific decision making to develop and deliver 
standards, programs, and services that are timely 
and effective and meet or exceed users’ needs and 
expectations.

• USP builds mutually beneficial relationships with 
customers, stakeholders, and volunteers to advance 
shared public health goals.

• USP drives continual improvement based on 
applicable requirements, a rigorous QMS, well-
defined measurements, best practices, and user 
feedback.

• USP engages in proactive risk management across 
its functions.

Generally, a QMS must demonstrate an organization’s 
ability to consistently provide products and services 
that meet customer needs as well as applicable 
statutory and regulatory requirements. A QMS must 
also aim to enhance customer satisfaction through the 
effective application of the system, including processes 
for improvement and assurance of conformity with 
applicable requirements.3 

For USP, the QMS is a formalized system that documents 
processes, procedures, and responsibilities for achieving 
quality policies, objectives, and process excellence. It 
helps coordinate and direct activities to meet customer 
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and regulatory requirements and improve effectiveness 
and efficiency on a continuous basis.4

USP actively pursues compliance with relevant ISO 
standards. USP has partnered globally with other 
recognized leaders in the certification and accreditation 
of the QMS to provide objective, third-party evaluations 
of its systems. USP’s partners include BSI Management 
Systems for ISO 9001 certification and ANSI–ASQ 
National Accreditation Board (ANAB) for ISO 17025 
accreditation.

• ISO 9001:2015 “Quality Management Systems”: 
This global certification demonstrates that 
USP’s QMS provides effective management of 
internal processes to meet international quality 
requirements. The certification ensures that 
USP’s global locations in the United States, 
Europe, Brazil, China, Ghana, and India all adhere 
to, and demonstrate, the same QMS practices 
and procedures.

• ISO 17025:2017 “General Requirements for 
the Competence of Testing and Calibration 
Laboratories”: This an international standard 
demonstrating that testing and calibration 
laboratories operate a quality system, are 
technically competent, and generate technically 
valid results. The standard covers every aspect of 
laboratory management. ISO 17025 accreditation 
of the USP laboratories resulted from an extensive 
review of USP’s laboratory practices and was 
achieved at each USP site: USP–U.S., USP–Brazil, 
USP–China, USP–Ghana, and USP–India.

Cultivating Operational Excellence

During the next five years, USP will focus on developing 
a norm of operational excellence that will guide the 
organization’s work and enhance its quality culture. 
This way of working will be embodied by staff across 
all USP sites and divisions; it will be organization wide 
and codified by specific metrics. This will mean that 
everyone at USP is held accountable for work products, 
is expected to look continuously for ways to improve 
processes, and is empowered to own and manage 
those improvements. 

USP has identified three areas that, if handled effectively, 
will result in the enhanced quality culture that USP wants 
to achieve. These areas are 1) building and establishing a 
continuous improvement mindset, 2) developing robust 
knowledge management capabilities, and 3) applying a 
strategic lens to decision making to ensure that staff use 
reliable, valid data and information to drive decisions.

• Continuous Improvement Mindset: Guided by USP’s 
“right the first time” mindset, USP will leverage 
industry best practices to enhance continuous 
improvement throughout the organization and 
establish enabling behaviors that reduce variability 
and increase efficiency. Continuous improvement 
means building behaviors that increase 
consistency by controlling variability, setting risk 
mitigation and governance strategies, increasing 
transparency, continuously improving data quality 
for building products and services, and supporting 
self-reinforcing processes for organizational 
enhancements. Continuous improvement and 

Terms of Reference7
Continuous improvement: This 
refers to the ongoing improvement of products, 
services, or processes through incremental and 
breakthrough improvements. These efforts can 
seek “incremental” improvement over time or 
"breakthrough” improvement all at once.

Operational excellence: This relates to an 
organizational state in which people, processes, and 
systems are optimized in support of organizational 
goals, leading to a consistent output and consistently 
meeting customer requirements.

Transparency: This attribute is  characterized 
by visibility or accessibility of information, especially 
concerning business practices.

Stakeholder responsiveness:  
Responding to stakeholder needs in a timely 
fashion includes having the capability to respond to 
stakeholder demands.
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continuing to put quality at the center of everything 
USP does will result in even greater quality and 
efficiency, foundations for measuring success, 
and an improved reputation as a standards-setter. 
It will also provide a vehicle for refining and 
refreshing processes, as well as lead to a more 
rewarding experience for staff and volunteers. 
USP will build off the momentum from the current 
cycle and continue to transform programs aimed 
at redesigning processes; develop systems, tools, 
metrics; and bring staff along to drive a continuous 
improvement environment.

• Robust Knowledge Management: Knowledge 
management is an accelerant of both quality 
and productivity at USP. The intellectual capital 
developed by USP will be managed and shared 
across the organization and, where appropriate, 
with its external stakeholders. Knowledge will be 
leveraged to create new and better outcomes and 
will be kept current and retrievable. Reinforcing 
the importance of knowledge management will 
help ensure that USP retains the intellectual capital 
of its staff, builds new and better deliverables 
based on cross-functional learnings, collaborates 
across silos to create stronger and more innovative 
products, and enables better cycles of continuous 
improvement. A commitment to retaining, sharing, 
and building USP’s institutional knowledge will 
ensure that knowledge management accelerates 
existing processes, enhances decision making 
through a well-organized and easy-to-use structure, 
enables a global workforce, supports USP’s 
mission of developing and advancing scientific 
knowledge, and ensures consistency with USP’s 
standards-setting process of open collaboration 
and transparency. USP will enhance and upgrade 
its knowledge management systems and processes 
by establishing a knowledge management center of 
excellence and a five-year organizational strategy.

• Strategic Decision Making: Data-driven decision 
making is a guiding principle at USP. This means 
a strategic lens is applied to decision making; 
hypotheses and forward-looking assumptions are 
tested based on measurable data to make informed 
long-term choices. This way of working values 
high-quality data, considers diverse viewpoints, 
promotes transparency, standardizes and trusts 
internal data sources and measured processes, 
uses measurable key performance indicators to 
inform high-level decision making and planning. 
Data-driven organizations function with agility by 
detecting new opportunities and responding to 

changes in a timely manner. This approach elevates 
measurable methods to test hypotheses, thereby 
supporting investments in people and sustainability 
with data, as well as leveraging learnings and 
fostering innovation.  

USP’s new Adapt.Transform.Progress (ATP) program 
brings together these three bulleted areas described 
above by establishing a consistent and efficient case-
based approach to standards development. ATP will 
leverage technology, organizational knowledge, and 
USP’s talented staff and expert volunteers. Furthermore, 
through ATP, USP will institute a new way of working 
that will improve quality, better align its products with 
customer needs, establish more predictable product 
delivery, and generally enable more effective pursuit 
of USP’s mission. These enhancements will allow USP 
to meet the growing needs of users and stakeholders 
by optimizing key systems and processes. By focusing 
on these areas, USP can continue to invest in science, 
deliver consistent quality, and respond to global health 
needs in a digital age.

Several additional activities that will be addressed in 
the 2020–2025 cycle are considered foundational for 
supporting USP’s culture of excellence:

• Enterprise Content Management via Desktop 
Tools: These tools will provide a user-friendly 
way to develop and collaborate on content, both 
internal and external, and to structure, store, and 
retrieve information. This is foundational to a value-
added knowledge management platform, which 
is critical to empowering a robust environment 
for identifying, capturing, sharing, and learning 
information for staff and volunteers. 

• Customer Relationship Management Tools: Given 
that one of USP’s key strengths is the trust of its 
stakeholders, USP will utilize customer relationship 
management tools that help the organization value 
its customers, enhance customer experience, 
improve transparency, and ensure that USP’s culture 
of quality results in a positive impact on health. 
USP recognizes that stakeholder responsiveness 
is essential to earning trust, and this means 
responding to stakeholders, not only quickly but 
also effectively and meaningfully. USP commits 
to timelier stakeholder dialogue and to expanding 
its communication and outreach about proposed 
changes. USP will ensure that the quality of the 
commentary is consistently reflective of the revision 
input received.5 
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Part of enhancing USP’s quality systems is ensuring 
appropriate communication and transparency; USP 
recognizes that public review and publication processes 
and communication are essential to reviewing and 
resolving feedback from stakeholders and publishing 
correct information.6 The Public Input Lifecycle and 
Impact Project (PILIP) at USP, which covers the lifecycle 
of a standard, encompasses development, identification 
of affected stakeholders, public notice and comment, 
and communication about outcomes; PILIP is an example 
of a key improvement effort in this area. Through 
PILIP, USP staff will develop new, research-based PF 
tools and comment mechanisms that integrate the 
public input processes and systems with transforming 
standards development processes and systems. For 
more information about PILIP, please read the proposed 
Resolution white paper on Quality Standards.

Alignment with USP Mission 

A culture of excellence at USP means people, processes, 
and systems are aligned and working optimally in pursuit 

of the organization’s mission. An effective foundation of 
rigorous process and data management with continuous 
improvement will enhance decision making as well as 
the way that USP interacts and shares information with 
its stakeholders. By focusing on improving effective 
and reliable procedures and systems, USP will be better 
positioned to expand access to quality medicines, 
facilitate innovation for quality medicines, and improve 
public health.  

Resource Assessment

Resources currently in place.

The USP Quality Department works across the 
organization to ensure compliance to ISO 9001 and 
also to identify further areas to advance excellence in 
operations. Additionally, several standards development 
and organizational process effectiveness initiatives were 
developed in this cycle. These provide the foundation 
to implement the culture of excellence ambition in the 
2020–2025 cycle.
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