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FDA Databases
Drug Approvals and Databases

Database Examples
Orange Book
Labeling Search
Postmarketing Requirements and 
Commitments
Postmarket Drug Safety Information 
for Patients and Providers
List of Qualified Biomarkers
Drugs@FDA

http://www.fda.gov/Drugs/InformationOnDrugs/default.htm
http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm
http://www.fda.gov/ScienceResearch/BioinformaticsTools/ucm289739.htm
https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Post-marketingPhaseIVCommitments/default.htm
https://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/default.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugDevelopmentToolsQualificationProgram/BiomarkerQualificationProgram/ucm535383.htm
mailto:Drugs@FDA


5

FDA Databases
Medical Device Databases

Database Examples
Premarket Approval (PMA)
List of Cleared or Approved 
Companion Diagnostic Devices
Nucleic Acid Based Tests

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm301431.htm
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm330711.htm
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FDA Adverse Event Reporting System 

https://open.fda.gov/data/faers/
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FDA Adverse Event Reporting System

https://open.fda.gov/data/faers/
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FDA Adverse Event Reporting System

https://open.fda.gov/data/faers/
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How is FAERS Used?  
Literature Examples From PubMed

FAERS data have certain limitations (refer to FAERS webpage for details)
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling

• What is it?
A comprehensive regulatory scientific database that 
contains pharmacogenomic (PGx) information derived 
from CDER approved drug products from 1906 to 
present

• Where can you find it?
Link: http://www.fda.gov/Drugs/ScienceResearch/ 
ResearchAreas/Pharmacogenetics/ucm083378.htm

http://www.fda.gov/Drugs/ScienceResearch/ResearchAreas/Pharmacogenetics/ucm083378.htm
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Table of Pharmacogenomic Biomarkers in 
Drug Labeling – Why is it Important?



15

Live Demo

Table of Pharmacogenomic Biomarkers 
in Drug Labeling

Link to back up slides

http://www.fda.gov/Drugs/ScienceResearch/ResearchAreas/Pharmacogenetics/ucm083378.htm
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precisionFDA

FDA created precisionFDA, a community research and 
development portal to allows for testing, piloting, and validating 
existing and new bioinformatics approaches to NGS processing.

Courtesy: Elaine Johanson

https://precision.fda.gov/
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What is precisionFDA?

PrecisionFDA is an externally focused cloud based portal that 
engages a community of over 2,500 users across the world.  It 
allows researchers to experiment, share data and tools, and 
collaborate to help define standards for evaluating analytical 
pipelines.
Courtesy: Elaine Johanson
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precisionFDA and the Community
precisionFDA provides…

• Resources for computation and storage for 
advancement of regulatory science

• Community challenges
• A library of reference material, tools, etc. 

including community contributions such as:
• GA4GH VCF comparison tool
• BWA-MEM mapper
• GATK 3.5 licensed to precisionFDA 
• VarSim simulator 
• RTG Core 3.7 + RTG Tools 3.6
• NA12878 NIST, Garvan, and Platinum 

Genome sequences
• Ability to “dockerize” applications for ease 

of use, transportability  and consistency in 
performance across platforms

Members include…

• NGS-based test providers
• Standards-making bodies 
• Pharmaceutical & 

biotechnology companies
• Healthcare providers 
• Academic medical centers
• Research consortia 
• Government agencies

Courtesy: Elaine Johanson



20

How to Join the precisionFDA 
Community?

Step 1:  Go to 
https://precision.fda.gov

Step 2:  Request access and receive 
browse capability and instructions on 
how to obtain approval to be a full 
contributor and member of the 
precisionFDA community

Step 3: Request contributor access

Step 4:  Set up two factor 
authentication

Step 5:  Start working with experts 
from around the world to help move 
regulatory science forward

Courtesy: Elaine Johanson

https://precision.fda.gov/
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precisionFDA

Courtesy: Elaine Johanson
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precisionFDA

Courtesy: Elaine Johanson
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precisionFDA

• Coming Soon…
• Ask questions of our Expert of the Month – Early 

Spring 2017
• Perform comparisons utilizing the new and 

improved GA4GH Comparator Tool – Spring 2017
• Participate in a new precisionFDA Challenge –

Summer 2017

• Questions? Reach out via email to the precisionFDA 
team: precisionFDA@fda.hhs.gov

• Tip: Checkout YouTube videos by UCSF-Stanford CERSI

Courtesy: Elaine Johanson

mailto:precisionFDA@fda.hhs.gov
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Questions?
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Backup
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling

A snapshot:
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling

• What is included in the Table?
PGx biomarkers, including but are not limited to, germline or 
somatic gene variants, functional deficiencies, expression 
changes, and chromosomal abnormalities.  Selected protein 
biomarkers (e.g., used for patient selection) may also be 
included.  
Consistent with ICH E15

• What is the source of information?
– CDER approved product labeling found at Drugs@FDA website

• Newly approved products
• Labeling updates for previously approved products

• How often is the Table updated?
Every 6 months*

mailto:Drugs@FDA
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling

• Where is PGx information found in the labeling for inclusion in the Table?
Commonly found in sections: 
– 1: Indications and Usage
– 2: Dosage and Administration
– 4: Contraindications
– 5: Warnings and Precautions 
– 12: Clinical Pharmacology, and 
– 14: Clinical Studies

• What are the inclusion criteria? 
PGx biomarker content in labeling may be related to the following:
– Drug exposure and clinical response variability
– Risk for adverse events
– Dosing
– Mechanisms of drug action
– Trial design features 
– Certain exclusion criteria apply*
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Table of Pharmacogenomic Biomarkers 
in Drug Labeling: Example
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling: Example
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling: Example
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Table of Pharmacogenomic Biomarkers 
in Drug Labeling: Example
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Table of Pharmacogenomic Biomarkers 
in Drug Labeling: Example
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling: Example
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Table of Pharmacogenomic 
Biomarkers in Drug Labeling: Example
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Table of Pharmacogenomic Biomarkers 
in Drug Labeling: Example

Link to precisionFDA
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Biomarkers and Genetic Factors 
in Product Labeling

198 gene-drug pairs
163 drugs, 54 biomarkers*

43% metabolism/transport
34% target/pathway

23% immunologic/other safety

92 actionable**
Otherwise, descriptive of 
study design feature or 
presence/absence of 
gene-drug interaction

* Includes some products with multiple drugs and families of biomarkers resulting in a phenotype (e.g. urea cycle disorders)
** Management recommendations excluding “use with caution” 
May 2016
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