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Presenter
Presentation Notes
Empowering a healthy tomorrowA healthier world needs a strung foundation – one that establishes quality, sets the bar for scientific rigor and technological progress and epitomizes collaboration between industry, nonprofits, government and academia.  From the standards we create to the partnerships and conversations we foster, our scientists, advocates and network of experts are critical to constructing and reinforcing this foundation to ensure people stay healthy. Origins of USP were providing compounding standards for the entire country, which is the basis for scientific standardization and reference standards used in the US and throughout the world.   We continue to develop standards to improve public health.
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Presenter
Presentation Notes
We are grounded in a legacy that spans 2 centuries.  From days preceding even the FDA, USP has worked towards improving the quality of medicine delivered to patients.  In fact our roots started in helping to ensure that compounded medications shared common recipes across the US as far back as the 1800’s.
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Advocating for Quality 

 USP-NF is recognized 40+ countries

 Diverse and strong partnerships 
> 450 Organizations 
 Academic Institutions and Associations 
 Health Practitioner, Professional, and Scientific 

Associations
 Manufacturer, Trade, and Affiliated Associations
 Governmental Bodies, Divisions and Associations
 Consumer and Other Organizations Representing the 

Public Interest
 Non-governmental Standards-setting and Conformity 

Assessment Bodies

 Expert engagement 

Presenter
Presentation Notes
Today we support quality efforts for medicine, dietary supplements and foods.  We are recognized in 39 countries and collaborate with more than 450 organizations and more than 800 experts to address public health issues.  The organizations and experts we convene represent diverse perspectives to support standard development. These organizations represent  academicians, health practitioners, manufacturers and trade organizations, governmental and non govermental associations and consumer organizations.We help collect their input and voices to create meaningful, science based standards. 
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 Strategy: Aligning strategic vision with informatics in mind

 Science: Creation of Health IT Expert Committee

 Execution/Operation: Creation of Informatics framework 
within the organization
– Proof of concepts and future standards landscape
– Enhance informatics capabilities
– Translational Informatics
• Pharma manufacturing
• Healthcare Practitioner

 Stakeholders: Expand and strengthen partnerships with 
key stakeholders in informatics

2020-2025 Strategic Priorities

USP is building informatics capacity and thinking into the 
standards setting process
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USP standards impact many points along the value chain

• Substance verification

• Impurities, Excipients

• Compounding,

• Safe handling of 
HDs

Formulary DesignMedication error 
prevention (NCC  
MERP)

Manufacturer Regulatory Patients

Translational Informatics

 USP Drug 
Classification

 Medicare Model 
Guidelines

 Drug Allergies and 
Intolerances*

 Pharmcogenomics*

 Encoded 
compounded drug 
formulations

 HazRx®

 USP Compendial
Nomenclature

 API/Impurity Data 
Services*

AccessHealthcare Practitioners

Presenter
Presentation Notes
For many years, USP standards have only been available through the USP-NF, PDF files, or other printed materials.  As the exchange of health information now happens digitally,  this made it difficult for an increasingly digital world to interact with and implement our standards.  We recognize that providing our stakeholders digital access to our standards is critical improving public health through implementation of our standards.     Thus we are committed to providing translational products that facilitate implementation in Health IT environments.
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Informatics Framework: Inputs and Outputs

Research & 
InnovationR&I

Chapters & 
StandardsScience

End users, Industry,
Research…VOC

Informatics 
Framework

• Prototypes
• Pilots

• Translational Informatics
• Related Services

• Product Development
• Modernizations

Input Sources Output types
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Possible efficiencies and innovations of USP & Allotrope working 
together

 Monograph use cases

 Reduce/eliminate manual transcription of content 
from monographs

 Fully automate the QC run and validate against the 
monograph

 Data Science and Machine Learning

 Machine-readable library of compendial content

 Regulatory Support

 Synergy to support PQ/CMC, KASA, other regulatory 
use cases
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Get involved!

 Call for Candidates

 Sign up for updates

 Provide input

 spe@usp.org

 Fill out our brief questionnaire to help us better 
understand your needs (use the QR code below 
to access the questionnaire) 

mailto:spe@usp.org
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