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Drug Safety Standardized Requirements and Procedures
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FDA Required Training for Reviewers

https://www.fda.gov/media/80047/download

Standard Terminology

Standard Data

Standard Analysis Procedures

OTS: Office of Translational Sciences

OCS: Office of Computational Science 

OND: Office of New Drugs

https://www.fda.gov/media/80047/download 4/25/2018 

https://www.fda.gov/media/80047/download
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Sheila Leaman, CDISC July 2022

Widely Used in Industry and Regulatory Agency
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Mydayis https://www.fda.gov/media/142063/download

FDA NDAs or CRs for Safety

NDA: New Drug Application CR: Clinical Review



Mydayis https://www.fda.gov/media/142063/download

Vyvanse https://www.fda.gov/media/151943/download

Demographics of Safety Database

Latuda https://www.fda.gov/media/103749/download

D.1. Death and SAE

Latuda https://www.fda.gov/media/103749/download

D.2. Discontinuations due to AEs

D.3. Treatment Emergent AEs and ARs

D.4. Laboratory Finding

E. Safety Analyses by DM Subgroups

Adhansia XR https://www.fda.gov/media/124188/download

Zegalogue https://www.fda.gov/media/147791/download

F

A. Safety Review Approach

B. Review of Safety Database

C. Adequacy of Applicant’s Clinical 
Safety Assessments

D. Safety Results

F. Specific Safety Studies/Clinical Trials & other assessments

G. information was verified by reviewers

Avsola https://www.fda.gov/media/134460/download

Vfend https://www.fda.gov/media/113616/download

Repatha https://www.fda.gov/media/154402/downloadMydayis https://www.fda.gov/media/142063/download

F.1. Specific Safety Issues F.2. Additional Safety Explorations

Vyvanse https://www.fda.gov/media/151943/download

Arazlo https://www.fda.gov/media/134644/download

TEAEs & ARs by Age, Sex, Race, Ethnicity & 
location
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Quzyttir https://www.fda.gov/media/133034/download
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E

Twyneo https://www.fda.gov/media/151645/download
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Speedy Clinical Trial Goals Achieved by Standards:
Quality, Efficiency, Reproducibility and Reusability

Standard 
Terminology

Standard Data

Automated 
Analysis

9

JMP 
Clinical



C o p y right © JM P Stat is ti cal Disc ov ery L LC . A ll rights res erved .

Thanks!


