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Disclaimer

The mention of commercial products, their sources, or 
their use in connection with material reported herein is 
not to be construed as either an actual or implied 
endorsement of such products by the Department of 
Health and Human Services. This presentation reflects the 
views of the author and should not be construed to 
represent the Food & Drug Administration views or 
policies.  
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Why GSRS?

• Manage Regulatory Substance Information

• Facilitate Global Monitoring (ISO 11238)

• Provide Unique Identifiers (UNII)

• Support Regulatory Activities (e.g., DailyMed)
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EL-970

Company Code (IND)

4-Aminopyridine

Chemical Name

DALFAMPRIDINE

Generic Name (USAN)

Generic Name (INN)

FAMPRIDINE

AMPYRA

Brand Name (US)

FAMPYRA

Brand Name (US)

Substance names are good for 

tracking, but there are a lot of 

names which change based on 

development phase and 

jurisdiction, so we need 

standardization.
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UNII Process

• Choose a substance type

• Define substance, following rules

• Convince an expert this definition is 
valid, unique, and descriptive of your 
substance

• Get a unique substance/ingredient 
identifier (UNII) which is later 
published

Defining 

Parts

Substance 

Record

UNII Substance 

Record

(expert review)
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Fully Define Stereochemistry

Cholesterol Tetracycline

https://gsrs.ncats.nih.gov/ginas/app/beta/substances/5dbeefb8-e204-4947-aaac-5c4eceb614c4
https://gsrs.ncats.nih.gov/ginas/app/beta/substances/1022f54b-3a84-48fb-a78e-a95b40747238
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UNII on Wikipedia

https://en.wikipedia.org/wiki/Unique_Ingredient_Identifier

• Ten character alphanumeric identifier

• Any substance from an atom to an organism

• Non-proprietary, unique, unambiguous and free

https://en.wikipedia.org/wiki/Unique_Ingredient_Identifier
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UNII Search

• Fuzzy Query Search (equals, starts with, contains)

• Direct URL Search

https://precision.fda.gov/uniisearch/srs/unii/R16CO5Y76E

• Data Downloads

https://precision.fda.gov/uniisearch/archive

https://precision.fda.gov/uniisearch/srs/unii/R16CO5Y76E
https://precision.fda.gov/uniisearch/archive
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Requesting a UNII

• FDA-SRS@fda.hhs.gov

• Data that leads to a chemical structure

• Safety Data Sheets (Ingredient Brand Name)

• Submit information securely through PrecisionFDA   

mailto:FDA-SRS@fda.hhs.gov
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https://precision.fda.gov/uniisearch/srs/unii/BH3B64OKL9

Common Chemistry

Inxight Drugs

DailyMed Regulated Products

NCATS GSRS Full Record

NCI Thesaurus

PubChem

DALFAMPRIDINE

UNII: BH3B64OKL9

Formula: C5H6N2

Preferred Substance Name:

DALFAMPRIDINE

InChIKey: NUKYPUAOHBNCPY-

UHFFFAOYSA-N

UNII Data

https://precision.fda.gov/uniisearch/srs/unii/BH3B64OKL9
https://commonchemistry.cas.org/detail?cas_rn=504-24-5
https://drugs.ncats.io/substance/BH3B64OKL9
https://dailymed.nlm.nih.gov/dailymed/search.cfm?adv=1&query=BH3B64OKL9
https://gsrs.ncats.nih.gov/ginas/app/beta/substances/BH3B64OKL9
https://ncit.nci.nih.gov/ncitbrowser/ConceptReport.jsp?dictionary=NCI%20Thesaurus&code=C76777
https://pubchem.ncbi.nlm.nih.gov/compound/1727
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Public GSRS

https://gsrs.ncats.nih.gov/

ginas/app/beta/home

https://gsrs.ncats.nih.gov/ginas/app/beta/home
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UNIIs in DailyMed

https://dailymed.nlm.nih.go

v/dailymed/search.cfm?adv

=1&query=BH3B64OKL9

https://dailymed.nlm.nih.gov/dailymed/search.cfm?adv=1&query=BH3B64OKL9
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Use Forms That Allow Full Definition

D-Galactose

Fischer

Haworth

Chair

Preferred 

drawing

NOT 

preferred 

drawings

https://gsrs.ncats.nih.gov/ginas/app/beta/substances/c01ce8ff-a141-4538-83d8-077edd38e770
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Alternative Definitions
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FDA Internal GSRS



www.fda.gov 19

Thank you!

GSRS Developers

Tyler Peryea

Archana Newatia

Ramez Ghazzaoui

Lihui Hu

Niko Anderson 

Mitchell Miller

Alex Welch

Egor Puzanov

GSRS Scientists

Frank Switzer

Larry Callahan

Marlene Kim

Tyler Peryea

Dammika Amugoda

Marian Nkeng

Siba Bhattacharyya

GSRS Collaborators

US Pharmacopeia

USAN Council

Herman Dieterik

WHO INN

WHO UMC

EMA

EDQM

Health Canada



Questions




