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Introduction

• Types of medical queries

• FDA Standard Tables and Figures

• Medical query specific figures and tables

• Interactive features

• Algorithmic OCMQs
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Medical Queries

• Medical queries are groupings of adverse events into medical conditions

• Standardised MedDRA Queries (SMQs)

• ASCII files downloaded through MedDRA

• smq_list.asc, smq_content.asc, pt.asc, llt.asc

• Office of New Drugs Custom Medical Queries (OCMQs)

• Excel file downloaded through FDA website (https://www.fda.gov/drugs/development-
resources/office-new-drugs-custom-medical-queries-ocmqs)

• OCMQ Comments and Consolidated List tabs

• Custom Medical Queries

• Sponsor defined queries in ADAE
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FDA Standard Tables and Figures

• Interactive tables and figures guided 
by FDA Standard Tables and 
Figures

• Forest plots with frequency and risk 
difference

• Tables with counts, percents, and 
risk difference
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Forest Plots
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Forest Plots with Multiple Active Treatment Groups
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Narrow Medical Queries and Terms Table
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Broad Medical Queries and Terms Table
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Overall Medical Query Table
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Medical Query and System Organ Class Table
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Filtering
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Dynamic Options
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Hover Labels
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Listings of Patients with Specific Medical Queries
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Alternative view - Distributions
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Comparing OCMQs and SMQs
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Comparing OCMQs and SMQs
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Algorithmic OCMQs

Sex Specific Algorithms

• Seven OCMQs limited to biological males or females
• Abnormal Uterine Bleeding, Amenorrhea, Bacterial Vaginosis, Decreased 

Menstrual Bleeding, Erectile Dysfunction, Excessive Menstrual Bleeding, 

Gynecomastia

Other Algorithms

• Hyperglycemia, Hypersensitivity, Hypoglycemia, Muscle Injury

• Use adverse events, laboratory findings, and concomitant medications
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Algorithmic OCMQ Tables
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Resources

• Office of New Drugs Custom Medical Queries
https://www.fda.gov/drugs/development-resources/office-new-drugs-
custom-medical-queries-ocmqs

• FDA Standard Safety Tables and Figures 
https://www.fda.gov/drugs/development-resources/standard-safety-
tables-and-figures-stfs

• MedDRA Standardised Medical Queries               
https://www.meddra.org/how-to-use/tools/smqs
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Resources
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Thank you!

Rebecca Lyzinski

Senior Software Developer
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