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FDA has the most important/valuable repository of human 

biological and product data but limited integration though 

rapidly improving.

Submission process

• Paper

• PDFs

Organizational

• Different Centers

• Different Contractors

• Business Process

• Lack of Data Standardization/Digitization

ORGANIZING INFORMATION
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• Substances are one of the key lynchpins for organizing 

information

• To accomplish this, substances need to be defined in a 

consistent and unambiguous manner

• The identifier should stay with the substance throughout its 

entire regulatory lifespan

• The identifier can be used to tie substances to products, 

applications, clinical trials, and adverse events, etc.

ORGANIZING INFORMATION

2



BEYOND SUBSTANCES

• Names, Identifiers and Classification

• Relationships

• Products

• Applications

• Clinical Trials

• Adverse Events

• Impurities

• Manufacturing Module

• Invitro Pharmacology
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NAMES, IDENTIFIERS AND CLASSIFICATION

• Extensive list of Curated Names (company codes, common 

names and systematic names). (Over 1 million)

• Identifiers and Classification Codes (Over 1 million)

• Many Identifiers and Classification IDs have Linkouts

• Identifiers

• Inxight, Pubchem, EPA CompTox, ECHA, Wikipedia, Drug 

Bank

• Classification

• ATC, NCI Thesaurus, FDA Orphan Drug
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BEYOND SUBSTANCES
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SINGLE SUBSTANCE DATA
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SINGLE SUBSTANCE DATA
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RELATIONSHIPS

• Active Moiety, Salt/Solvate, Impurities

• Targets and Target Organisms

• Inhibitors, Agonists, Inverse Agonist etc.

• Off-Target 

• Safety (HERG)

• Plasma Protein Binding

• Metabolism, Transporters and Metabolites

• Inhibitors, Substrates and Inducers

• Active Metabolites, Prodrugs, Presence (Plasma, Urine, 

Feces etc)
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PRODUCT MODULE (MICROSERVICE)
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FUTURE MODULES (MICROSERVICES)

• In-Vitro Preclinical Pharmacology

• Toxicology

• Biomarkers 

• Conditions (Clinical Particulars)

    Substances

  Targets   Biomarkers

    Conditions
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FDA-SRS@FDA.HHS.GOV
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